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Equalities and health inequalities statement

"Promoting equality and addressing health inequalities are at the heart of NHS England's values. Throughout the development of the policies and processes cited in this document, we have:

· given due regard to the need to eliminate discrimination, harassment and victimisation, to advance equality of opportunity, and to foster good relations between people who share a relevant protected characteristic (as cited under the Equality Act 2010) and those who do not share it;

· given regard to the need to reduce inequalities between patients in access to, and outcomes from, healthcare services and in securing that services are provided in an integrated way where this might reduce health inequalities."
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PARTIES


(1) The Commissioner


(2) The Contractor1


BACKGROUND:

A. The Commissioner is a statutory body established pursuant to section 1H of the National Health Service Act 2006. It is the duty of the Commissioner to exercise its powers so as to provide or secure the provision of primary medical care services
B. In order to achieve this objective the Commissioner is empowered under section 83 of the National Health Service Act 2006 to make such arrangements for the provision of primary medical care services as it thinks fit.
C. The Commissioner is now entering into this Contract for the provision of the Services with the Contractor from and including the Commencement Date.


In consideration of the mutual covenants and undertakings set out below THE PARTIES AGREE as follows:

1 [bookmark: _bookmark0]Status of Contract

1.1 [bookmark: _bookmark1]The Contractor is not2 a Health Service Body for the purposes of section 9 of the 2006 Act. Accordingly, the Contract is not]3 an NHS Contract.4


1 Insert details on P.100
2 Amend according to pre-existing status of Contractor. There is no ability to opt to be a NHS body under this Contract.
3 Amend according to status of Contractor
4 This is a requirement of the APMS Directions

2 [bookmark: _bookmark2]Commencement and Duration of the Contract

2.1 The Contract shall commence on the Commencement Date5.

2.2 Unless terminated earlier in accordance with Clauses 58 to 62 or other prior lawful termination and subject to Clause 2.3, the Contract will terminate on the Expiry Date6.
2.3 [bookmark: _bookmark3]The Commissioner may, no later than [nine (9) months]7 prior to the Expiry Date, serve notice on the Contractor to extend the Contract by a maximum of [five (5) years]8, such extension commencing on the day after the Expiry Date.
2.4 Without prejudice to any other term of the Contract, the Commissioner may terminate the Contract at any time on [nine (9) months’]9 notice.

3 [bookmark: _bookmark4]Services and Attendance on Patients
3.1 The Commissioner appoints the Contractor to provide the Services in accordance with the Service Specification set out in Schedule 2 commencing on the Commencement Date and continuing for the duration of the Contract and in accordance with and subject to the provisions of the Contract.
3.2 The Contractor shall take reasonable steps to ensure that any Patient who has not previously made an appointment and attends at the Practice Premises during the Core Hours for Essential Services is provided with such services by an appropriate Health Care Professional during that period except where:
3.2.1 it is more appropriate for the Patient to be referred elsewhere for services under the 2006 Act or the 2012 Act (as the case may be); or



5 Insert details on P.99
6 Insert details on P.103 7 For local determination 8 For local determination 9 For local determination
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3.2.2 the Patient is then offered an appointment to attend again within a time which is reasonable having regard to all the circumstances and the Patient’s health would not thereby be jeopardised.
3.3 In the case of a Patient whose medical condition is such that, in the reasonable opinion of the Contractor, the provision of Services in Core Hours is needed and it would be inappropriate for the Patient to attend the Practice Premises during Core Hours, the Contractor shall provide Services to that Patient at whichever is appropriate of the following places:
3.3.1 the place recorded in the Patient’s medical records as being his last home address;
3.3.2 such other place as the Contractor has informed the Patient and the Commissioner is the place where it has agreed to visit and treat the Patient;
3.3.3 some other place in the Patient Registration Area.

3.4 Nothing in this Clause 3 prevents the Contractor from:

3.4.1 arranging for the referral of a Patient without first seeing the Patient, in a case where the medical condition of that Patient makes that course of action appropriate; or
3.4.2 visiting the Patient in circumstances where this Clause 3 does not place it under an obligation to do so.
3.5 Where the Contractor provides Out of Hours Services under this Contract, (as set out in Schedule 2), the Contractor will (to the extent that they are relevant to the provision of the Services):
3.5.1 meet the quality requirements set out in the Integrated Urgent Care Key Performance Indicators published on 25th June 2018 (or any subsequent successor publication);
3.5.2 comply with any requests for information which it receives from or on behalf of the Board about the provision by the

100

Contractor of Out of Hours Services to its Registered Patients in such manner, and before the end of such period, as is specified in the request.
3.6 Where the Contractor proposes to provide Private Services in addition to Primary Medical Services to persons other than its Patients, the provision of such Private Services must take place:
3.6.1 outside of the hours the Contractor has agreed to provide Primary Medical Services; and
3.6.2 [bookmark: _bookmark5]on no part of any Practice Premises in respect of which the Commissioner has agreed with the Contractor to make payments in relation to the costs of those Practice Premises, save where the Private Services are those specified in Clauses 49.5B.1 and 49.5B.2.
3A	Vaccines and immunisations
3A.1	Interpretation

3A.1.1	In this Clause 3A:

“GMS Statement of Financial Entitlements” means the directions given by the Secretary of State under section 87 of the 2006 Act (GMS contracts: payments); and

“Vaccine and Immunisations Services” has the meaning given in regulation 3(7) of the General Medical Services Contracts Regulations.

3A.2	Vaccines and immunisations: duty of co-operation

3A.2.1	The Contractor must co-operate, in so far as is reasonable, with Relevant Persons:

3A.2.1.1  to understand the current uptake, and barriers to uptake, of offers to provide or administer vaccines and immunisations of the type specified in the GMS Statement of Financial Entitlements (“Relevant Vaccines and Immunisations”) to

Patients; and

3A.2.1.2 to develop (if necessary) a strategy for improving their immunisation programme.

3A.2.2	For the purposes of Clause 3A.2.1 “Relevant Persons” means:

3A.2.2.1 other persons who administer Relevant Vaccines and Immunisations to Patients;

3A.2.2.2	the Board;

3A.2.2.3	the Secretary of State; or 3A.2.2.4	local authorities.
3A.3	Vaccines and immunisations: appointments

3A.3.1	The Contractor must ensure that they have in place a system for delivering appointments at which Relevant Vaccines or Immunisations are administered to Patients (“Immunisation Appointments”) which meets the Vaccines and Immunisations Standards.

3A.3.2	In this Clause 3A.3:

3A.3.2.1 “Relevant Vaccine or Immunisation” means a vaccine or immunisation which is of a type specified in the GMS Statement of Financial Entitlements other than:

3A.3.2.1.1	an influenza vaccine;

3A.3.2.1.2	a vaccine or immunisation the purposes of travel other than overseas travel; or

3A.3.2.1.3	a vaccine or immunisation which is offered in response to a local outbreak.

3A.3.2.2	“The Vaccines and Immunisations Standards” means the

standards determined by the Board and which the Contractor is required to meet in relation to the following matters:
3A.3.2.2.1 the invitation of Patients for immunisation appointments when they first become eligible for Relevant Vaccines or Immunisations (“Newly Eligible Patients”);

3A.3.2.2.2 the steps to be taken if no response is received to an invitation falling within sub- Clause 3A.3.2.2.1;

3A.3.2.2.3 the provision of immunisation appointments to Newly Eligible Patients;

3A.3.2.2.4  the steps to be taken if a Newly Eligible Patient does not attend an immunisation appointment;

3A.3.2.2.5 requests for Relevant Vaccines or Immunisations made by Patients who are eligible for them but have not previously received them for any reason;

3A.3.2.2.6 the identification of gaps in the vaccination records of registered Patients, and the offer, and provision of, immunisation appointments to those Patients.


3A.4	Vaccines and immunisations: catch-up campaigns

3A.4.1  The Contractor must participate in a manner reasonably required by the Board in one Vaccines and Immunisations Catch-up Campaign in each financial year.

3A.4.2	In	this	Clause	3A.4	“Vaccines	and	Immunisations	Catch-up

Campaign” means a campaign which is aimed at maximising the uptake of a particular vaccine or immunisation by Patients who are eligible for it but have not received that vaccine or immunisation for any reason (other than a decision to refuse the vaccine or immunisation).

3A.5	Vaccines and immunisations: additional staff training

3A.5.1  The Contractor must ensure that all staff involved in the administration of vaccines and immunisations are trained in the recognition and initial treatment of anaphylaxis.

3A.5.2	This Clause does not affect the Contractor’s obligations under Part 13.

3A.6	Vaccines and immunisations: nominated person

3A.6.1  The Contractor must nominate a person (a “V & I lead”) who is to have responsibility for:

3A.6.1.1	overseeing the provision of Vaccine and Immunisation Services by the Contractor;

3A.6.1.2	carrying out, on behalf of the Contractor, any of the Contractor’s functions under Clause 3A.2; and

3A.6.1.3	overseeing compliance with the requirements of Clauses 3A.2 to 3A.5.

3A.6.2	The Contractor must ensure that the V & I Lead:

3A.6.2.1	has regard to all guidance issued by the Board which is relevant to that role; and

3A.6.2.2	if they are not a Health Care Professional, is directly supervised in that role by a Health Care Professional.

3A.7	Vaccines and immunisations: exception for private arrangements

3A.7.1	Nothing in this Clause 3A applies in relation to the offer or administration

of any vaccine or immunisation to a Patient under a private arrangement.


4 [bookmark: _bookmark6]Quality Standards
4.1 Without prejudice to the Contractor’s obligations to meet all performance requirements under the Contract, the Contractor shall meet all NHS Requirements notified to it by the Commissioner and, in particular, the standards set out in Standards for Better Health (or any subsequent successor devised by the Care Quality Commission or otherwise).
4.2 The Contractor shall provide the Services in accordance with the Service Specification and to such standards as are more particularly described in the Service Specification set out in Schedule 2 and in accordance with all requirements of the Contract and its Schedules.
4.3 The Contractor shall participate, as the Commissioner may reasonably require, in any other locally agreed quality assurance schemes including (without limitation) significant event reporting.

5 [bookmark: _bookmark7]Level of Skill
5.1 Without prejudice to the Contractor’s obligations to meet all performance requirements under the Contract, the Contractor shall carry out its obligations under the Contract in a timely manner and with reasonable care and skill, including where appropriate such level of care and skill as would be expected from a competent professional carrying out the relevant obligation and in any event in accordance with Good Practice.

6 [bookmark: _bookmark8]Premises and Equipment
6.1 The Contractor will provide the Services from the Practice Premises. The provisions of Schedule 3 shall apply to the Practice Premises.

6.2 Notwithstanding the provisions of Schedule 3, the Contractor shall ensure that the Premises used for the provision of the Services under the Contract are:
6.2.1 suitable for the delivery of the Services; and

6.2.2 sufficient to meet the reasonable needs of the Contractor’s patients.10

7 [bookmark: _bookmark9]Loaned Equipment
7.1 The Contractor shall satisfy itself that any Loaned Equipment (including without limitation that listed in Part 2 of Schedule 3) is suitable for the purpose intended and the provisions of Part 2 of Schedule 3 shall apply accordingly.

8 [bookmark: _bookmark10]Telephone Services
8.1 The Contractor shall not be a party to any contract or other arrangement under which the number for telephone services to be used by:
8.1.1 Patients to contact the Practice for any purpose related to the Contract; or
8.1.2 any other person to contact the Practice in relation to services provided as part of the health service,
starts with the digits 087, 090 or 091, 0844, or any other premium rate numbers, or consists of a personal number, unless the service is provided free to the caller.
8.2 In this Clause 8, “personal number” means a telephone number which starts with the number 070 followed by a further 8 digits, or 07 followed by a further 9 digits.

9 [bookmark: _bookmark11]Cost of Relevant Calls


10 This is a requirement of the APMS Directions

9.1 The Contractor must not enter into, renew or extend a contract or other arrangement for telephone services unless, having regard to the arrangement as a whole, persons will not pay more to make calls to the Practice Premises than they would to make equivalent calls to a Geographical Number.
9.2 Where the Contractor is party to an Existing Contract or Other Arrangement for a telephone service under which persons making Relevant Calls to the Practice Premises call a number which is not a Geographical Number, the Contractor must comply with Clause 9.3.
9.3 [bookmark: _bookmark12]The Contractor must:

(a) before the Commencement Date, review the arrangement and consider whether, having regard to the arrangement as a whole, persons pay more to make Relevant Calls than they would to make equivalent calls to a Geographical Number; and
(b) [bookmark: _bookmark13]if the Contractor so considers, take all reasonable steps, including in particular considering the matters specified in Clause 9.4, to ensure that, having regard to the arrangement as a whole, persons will not pay more to make Relevant Calls than they would to make equivalent calls to a Geographical Number.
9.4 [bookmark: _bookmark14]The matters referred to in Clause 9.3(b) are:

(a) varying the terms of the contract or arrangement;

(b) renegotiating the terms of the contract or arrangement; and

(c) terminating the contract or arrangement.

9.5 If, despite taking all reasonable steps referred to in Clause 9.3(b), it has not been possible to ensure that, having regard to the arrangement as a whole, persons will not pay more to make Relevant Calls to the Practice Premises than they would to make equivalent calls to a Geographical Number, the Contractor must introduce a system under which if a caller

asks to be called back, the Contractor will do so at the Contractor’s expense.

10 [bookmark: _bookmark15]Clinical Reports & Co-operation
10.1 [bookmark: _bookmark16]Where the Contractor provides any clinical services under this Contract, other than under a private arrangement to a patient who is not on its List of Patients, it shall prepare a clinical report relating to the consultation and any treatment provided and shall, as soon as reasonably practicable, provide a copy of the clinical report to the Commissioner. The Commissioner shall send any clinical report received to either:
10.1.1 [bookmark: _bookmark17]the person with whom the Patient is registered for the provision of Essential Services (or their equivalent) or their equivalent; or
10.1.2 if the person referred to in Clause 10.1.1 is not known to the Commissioner, Local Health Board, Health Board or Health and Social Services Board, in whose area the Patient is resident.
This clause 10.1 does not apply to Out of Hours Services to be provided by the Contractor.
10.2 The Contractor must take all reasonable steps to co-operate with other clinicians also providing clinical services to any Patient in the interests of providing an integrated pathway for a Patient.
10.3 Not used.

10.4 [bookmark: _bookmark18]If the Contractor is not, pursuant to the Contract, providing to its Registered Patients or to persons whom it has accepted as Temporary Residents:
10.4.1 a particular Service, except in relation to one provided under the Network Contract Directed Enhanced Service Scheme which is a scheme provided for by direction 4 of the Primary

Medical Services (Directed Enhanced Services) (No.2) Directions 2021; or
10.4.2 Out of Hours Services,

either at all or in respect of some periods or some services, the Contractor shall comply with the requirements specified in Clause 10.5.
10.5 [bookmark: _bookmark19]The requirements referred to in Clause 10.4 are that the Contractor shall:
10.5.1 co-operate with any person responsible for the provision of that service or those services;
10.5.2 comply with any reasonable request for information from such a person or from the Commissioner relating to the provision of that Service or those Services.
10.5.3 In the case of Out of Hours Services:

(i) take reasonable steps to ensure that any Patient
who contacts the Practice Premises during the Out of Hours Period is provided with information about
how to obtain Services during that period,

(ii) ensure that the clinical details of all out of hours consultations received from the out of hours provider are reviewed by a clinician within the Practice on the same Working Day as those details are received by the Practice or, exceptionally, on the next Working Day,
(iii) ensure that any information requests received from the out of hours provider in respect of any out of
hours consultations are responded to by a clinician
within the practice on the same day as those requests are received by the Practice, or on the next Working Day,

(iv) take all reasonable steps to comply with any systems which the out of hours provider has in place
to ensure the rapid, secure and effective transmission of Patient data in respect of out of hours consultations, and
(v) agree with the out of hours provider a system for the rapid, secure and effective transmission of information about Registered Patients who, due to chronic disease or terminal illness, are predicted as more likely to present themselves for treatment during the Out of Hours Period.
Nothing in Clauses 10.4 and 10.5 shall require the Contractor to make itself available during the Out of Hours Period.
10.5A	The Contractor must comply with the requirements in Clause 10.5B where it is:
10.5A.1	signed up to the Network Contract Directed Enhanced Scheme ("the Scheme"); or
10.5A.2	not signed up to the Scheme but its Registered Patients or Temporary Residents, are provided with services under the Scheme ("the Services") by a contractor which is a member of a Primary Care Network.
10.5B	The requirements specified in this Clause are that the Contractor must:

10.5B.1	co-operate, in so far as is reasonable, with any person responsible for the provision of the Services;
10.5B.2	comply in Core Hours with any reasonable request for information from such a person or from the Commissioner relating to the provision of the Services;
10.5B.3	have due regard to guidance published by the Commissioner;

10.5B.4	participate in Primary Care Network meetings, in so far as is reasonable;
10.5B.5	take reasonable steps to provide information to its Registered Patients about the Services, including information on how to access the services and any changes to them; and
10.5B.6	ensure that it has in place suitable arrangements to enable the sharing of data to support the delivery of the Services, business administration and analysis activities.
10.5C	For the purposes of Clauses 10.5A and 10.5B:

10.5C.1	"Primary Care Network" means a network of contractors and other providers of services which has been approved by the Commissioner, serving an identified geographical area; and
10.5 C.2	“the Scheme” and “the Services” have the meanings given in Clause 10.5A.
10.6 If the Contractor ceases to be required to provide to its Patients:

10.6.1 a particular Service; or

10.6.2 Out of Hours Services, either at all or in respect of some periods or some Services,
it shall comply with any reasonable request for information relating to the provision of that Service or those Services made by the Commissioner or by any person with whom the Commissioner intends to enter into a contract for the provision of such Services.
10.7 [bookmark: _bookmark20]The Contractor shall be required to submit an Annual Report, on a date agreed with the Commissioner, but not more than 90 days after service commencement, and thereafter each anniversary which sets out how the Services will be delivered and local and national priorities met for the forthcoming 12 month period.

10.8 The Annual Report shall conform to the template set out in Schedule 6 Annex 1 Annual Report Template and Details.
10.9 [bookmark: _bookmark21]The details as listed in Schedule 6, Annex 1 shall not be considered an exhaustive list of inclusions required in the Annual Report as required by the Commissioner. Annex 1 may be amended by the Commissioner on three (3) months’ written notice to the Contractor.

11 [bookmark: _bookmark22]Storage of Vaccines

11.1 The Contractor shall ensure that:

11.1.1 all vaccines are stored in accordance with the manufacturer’s instructions; and
11.1.2 all refrigerators in which vaccines are stored have a maximum/minimum thermometer and that readings are taken on all Working Days. Such readings must be recorded in a maintenance log and an immediate response initiated (within agreed practice opening hours) if readings are outside the acceptable range. The maintenance log must be available for inspection at the relevant premises by the Commissioner at any time.

12 [bookmark: _bookmark23]Infection Control
12.1 The Contractor shall ensure that it has appropriate arrangements for infection control and decontamination, as reasonably determined by the Commissioner.

13 [bookmark: _bookmark24]Persons who shall perform the Services
13.1 The Contractor is required to comply with this Clause 13 in relation to all persons performing the Services.
13.2 [bookmark: _bookmark25]Subject to Clauses 13.7.A, and 13.3, no medical practitioner shall perform primary medical services under the Contract unless he is:

13.2.1 [bookmark: _bookmark26]included in the Medical Performers List and has provided documentary evidence of the same to the Contractor;
13.2.2 not suspended from that list or from the Medical Register; and
13.2.3 not subject to interim suspension under section 41A of the Medical Act 1983 (interim orders).
13.3 [bookmark: _bookmark27]Clause 13.2.1 shall not apply in the case of:

13.3.1 a person who is provisionally registered under sections 15, 15A or 21 of the Medical Act 1983 acting in the course of his employment in a resident medical capacity in an Approved Medical Practice;
13.3.2 a GP Specialty Registrar who has applied to the Commissioner to have his name included in its Medical Performers List until either the Commissioner notifies him of its decision on that application, or the end of a period of three (3) months, starting with the date on which that GP Specialty Registrar begins a postgraduate medical education and training scheme necessary for the award of a CCT; or
13.3.3 a medical practitioner, who:

13.3.3.1 is not a GP Specialty Registrar;

13.3.3.2 is undertaking a programme of post- registration supervised clinical practice supervised by the General Medical Council (“a post-registration programme”);
13.3.3.3 has notified the Commissioner that he will be undertaking part or all of a post-graduate programme in England at least twenty-four
(24) hours before commencing any part of that programme; and

13.3.3.4 has, with that notification, provided the Commissioner with evidence sufficient for it to satisfy itself that he is undertaking a post- registration programme,
but only in so far as any medical services that the medical practitioner performs constitute part of a post-registration programme.
13.4 No Health Care Professional other than one to whom Clauses 13.2 and 13.3 apply shall perform clinical services under the Contract unless he is registered with his relevant professional body and his registration is not currently suspended.
13.5 Where the registration of a Health Care Professional or, in the case of a medical practitioner, his inclusion in a Primary Care List is subject to conditions, the Contractor shall ensure compliance with those conditions insofar as they are relevant to the Contract.
13.6 No Health Care Professional shall perform any clinical services unless he has such clinical experience and training as are necessary to enable him properly to perform such services.
13.7 [bookmark: _bookmark28]Before employing or engaging any person to assist it in the provision of the Services under the Contract, the Contractor shall take reasonable care to satisfy itself that the person in question is both suitably qualified, including meeting the requirements in Clauses 13.2 and 13.4 and competent to discharge the duties for which he is to be employed or engaged.

13.7A	Where the prospective employee is a GP Specialty Registrar, Clause
13.2.1 shall apply but subject to the following modifications:


13.7A.1	The GP Specialty Registrar is treated as having provided

documentary evidence of the GP Specialty Registrar's Application to the Commissioner for inclusion in the medical performers list; and

13.7 A.2	confirmation that the GP Specialty Registrar's name appears on that list is not required until the end of the first two (2) months of the GP Specialty Registrar's training period.
13.8 When considering the competence and suitability of any person for the purpose of Clause 13.7, the Contractor shall have regard, in particular, to:
13.8.1 that person’s academic and vocational qualifications;

13.8.2 his education and training; and

13.8.3 his previous employment or work experience.

13.9 The Contractor shall notify the Commissioner as soon as possible in the event that any Health Care Professional is:
13.9.1 referred to the relevant professional body for alleged misconduct; or
13.9.2 removed from the Relevant Register.

13.10 The Contractor may use the Commissioner’s commissioned occupational health service (at its own cost) in order to allow any staff or other persons employed or engaged by it, to undergo medical screening, immunisation or testing prior to their appointment or undertaking any work in connection with the Services.
13.11 The Contractor shall ensure (at its own cost) that all staff undergo reasonable medical screening, examination or tests if requested by the Commissioner at any time after their appointment and answer any question or supply any information pertaining to their health which the Commissioner may reasonably ask or require.

13.12 The Contractor will maintain detailed records of staff employed or engaged in providing the Services including details of names and
place of duty and starting and finishing times, training performance and disciplinary action and any other information relating to the Contractor’s obligations in this Clause 13 as may be reasonably required and these records will be available to the Commissioner on reasonable request.
13.13 The Contractor will employ or engage sufficient employees or persons to ensure that all of the Services are provided at all times and in all respects in complete conformity with the Service Specification. This will include, but not be limited to, the Contractor providing a sufficient reserve of trained and competent staff to provide the Services during staff holidays or absence due to contractual or statutory leave entitlements, sickness or voluntary absence.
13.14 The Contractor shall at all times provide a sufficient number of staff of a supervisory and management level to ensure that all persons or staff employed or engaged in providing the Services are at all times adequately supervised and managed and properly perform their duties. The Contractor shall ensure that such supervisory and management level staff are sufficiently skilled, trained and instructed with regard to all matters under the Contract, including without limitation the performance of the Services.
13.15 The Contractor shall ensure that its staff are provided with all necessary and appropriate support to facilitate them in developing career progression pathways.

14 [bookmark: _bookmark29]Training
14.1 The Contractor shall ensure that for any Health Care Professional who is:
14.1.1 performing clinical services under the Contract; or

14.1.2 employed or engaged to assist in the performance of such services,
there are in place arrangements for the purpose of maintaining and updating his skills and knowledge in relation to the services which he is performing or assisting in performing. The Commissioner may require the Contractor, where the Contractor is legally able to do so, to restrict or suspend the performance of any named health professional from performing services under this Contract until the requirements of this clause have been satisfied. For the avoidance of doubt any costs associated with the restriction or suspension must be met by the Contractor unless the contract sanction is successfully challenged by the Contractor through the Dispute Resolution Procedure.
14.2 The Contractor shall afford to each employee reasonable opportunities to undertake appropriate training with a view to maintaining that employee’s competence in addition to the Contractor’s obligations as to training set out in the Service Specification.
14.3 The Contractor must co-operate with the Secretary of State in the discharge of the duty under section 1F (Duty as to Education and Training) of the 2006 Act, or co-operate with Health Education England where Health Education England is discharging that duty by virtue of a direction under section 1F of the 2006 Act by virtue of its functions under section 97 (1) of the Care Act 2014 (planning education and training for health workers etc.)
14.4 The Contractor will employ only such persons as are careful, qualified, skilled and experienced in the duties required of them, and will ensure that every such person is properly and sufficiently trained and instructed (at the Contractor's expense) and carries out the Services with regard to :
14.4.1 the task or tasks that person has to perform;

14.4.2 all relevant provisions of the Contract and the Service Specification;

14.4.3 all relevant policies, rules, procedures and standards of the Commissioner (including any health and safety at work, harassment, discrimination and equal opportunities policies);
14.4.4 the need for those working in a health services environment to observe the highest standards of hygiene, customer care, courtesy and consideration;
14.4.5 the need to keep confidential all information howsoever acquired whether relating to the Trust and its business, or relating to patients, including but not limited to patient identity, clinical conditions and treatment;
14.4.6 the need to provide a suitably high standard of customer care through both initial and thereafter periodic training both in customer care and in communicating with and supporting Patients to include responding to Patient feedback;
14.4.7 the need to be aware of and understand and recognise Patients’ social and cultural diversity, values and beliefs which may influence any decisions taken by Patients and how they want to receive care, treatment and support.
14.5 The adherence of the Contractor’s staff to required standards of performance shall be routinely monitored and the Contractor shall promptly take such remedial action as may be required where such standards are not attained. The Contractor shall ensure that its staff employed or engaged in providing the Services receive an annual individual appraisal to include the implementation of professional development plans.

15 [bookmark: _bookmark30]Appraisal and Assessment
The Contractor shall ensure that any medical practitioner performing Services under the Contract participates in an appropriate appraisal system and co-operates with the Commissioner in relation to the

Commissioner’s patient safety functions.

16 [bookmark: _bookmark31]Arrangements for GP Specialty Registrars
16.1 [bookmark: _bookmark32]The Contractor shall only employ a GP Specialty Registrar subject to the conditions in Clause 16.2.
16.2 [bookmark: _bookmark33]The conditions referred to in Clause 16.1 are that the Contractor shall not, by reason only of having employed or engaged a GP Specialty Registrar, reduce the total number of hours for which other medical practitioners perform primary medical services under the Contract or for which other staff assist them in the performance of those services.
16.3 Where the Contractor employs a GP Specialty Registrar, the Contractor must offer the GP Specialty Registrar terms of employment in accordance with such rates and subject to the conditions as are approved by the Secretary of State concerning the grants, fees, travelling and other allowances payable to GP Specialty Registrars; and take into account the guidance contained in the document entitled "A Reference Guide to Postgraduate Specialty Training in the UK".

17 [bookmark: _bookmark34]Notification Requirements in Respect of Specified Prescribers
17.1 [bookmark: _bookmark35]Where:

17.1.1 [bookmark: _bookmark36]the Contractor employs or engages a person who is specified in Clause 17.2.5 whose functions will include prescribing;
17.1.2 a party to the Contract is a person who is specified in Clause 17.2.5; or
17.1.3 the functions of a person who is a person specified in Clause 17.2.5 and is a person whom the Contractor already employs or has already engaged are extended to include prescribing,

the Contractor shall notify the Commissioner within the period of seven
(7) days beginning with the date on which the Contractor employed or engaged the person, the party to the Contract (unless immediately before becoming such a party, the person fell under Clause 17.1.1), or the person’s functions were extended.
17.2 [bookmark: _bookmark37]Where:

17.2.1 the Contractor ceases to employ or engage a person who is specified in Clause 17.2.5 whose functions included prescribing in its practice;
17.2.2 a party to the Contract who is a person who is specified in Clause 17.2.5 ceases to be a party to the Contract; or
17.2.3 the functions of a person who is specified in Clause 17.2.5 whom the Contractor employs or engages in its practice are changed so that they no longer include prescribing in its practice; or
17.2.4 the Contractor becomes aware that a person who is specified in Clause 17.2.5 whom it employs or engages has been removed or suspended from the Relevant Register,
the Contractor shall notify the Commissioner by the end of the second Working Day after the day on which the event occurred.
17.2.5 [bookmark: _bookmark38]The specified persons are:

17.2.5.1 a Chiropodist or Podiatrist Independent Prescriber;
17.2.5.2 an Independent Nurse Prescriber;

17.2.5.3 a Pharmacist Independent Prescriber;

17.2.5.4 a Physiotherapist Independent Prescriber; and

17.2.5.5 a Supplementary Prescriber.

17.3 The Contractor shall provide the following information when it notifies the Commissioner in accordance with Clause 17.1:

17.3.1 the person’s full name;

17.3.2 his professional qualifications;

17.3.3 his identifying number which appears in the Relevant Register;
17.3.4 the date on which his entry in the Relevant Register was annotated to the effect that he was qualified to order drugs, medicines and Appliances for Patients; and
17.3.5 the date on which he was employed or engaged, if applicable, or the date on which one of his functions became to prescribe in its Practice.
17.4 The Contractor shall provide the following information when it notifies the Commissioner in accordance with Clause 17.2:
17.4.1 the person’s full name;

17.4.2 his identifying number which appears in the Relevant Register; and
17.4.3 the date on which he ceased to carry out prescribing functions.

18 [bookmark: _bookmark39]Signing of Documents
18.1 In addition to any other requirements relating to such documents whether in the Contract or otherwise, the Contractor shall ensure that:
18.1.1 [bookmark: _bookmark40]the documents specified in Clause 18.2 include:

18.1.1.1 the clinical profession of the Health Care Professional who signed the document; and
18.1.1.2 the name of the Contractor on whose behalf it is signed; and
18.1.2 [bookmark: _bookmark41]the documents specified in Clause 18.3, include the clinical profession of the Health Care Professional who signed the document.

18.2 [bookmark: _bookmark42]The documents referred to in Clause 18.1.1 are:

18.2.1 certificates issued in accordance with Clause 47.1, unless regulations relating to particular certificates provide otherwise; and
18.2.2 any other clinical documents, apart from:

18.2.2.1 Home Oxygen Order Forms; and

18.2.2.2 those documents specified in Clause 18.1.2.

18.3 [bookmark: _bookmark43]The documents referred to in Clause 18.1.2 are Batch Issues, Prescription Forms and Repeatable Prescriptions.
18.4 The Contractor shall keep an up to date register of authorised signatories and shall promptly notify the Commissioner in the event of any changes from time to time.

19 [bookmark: _bookmark44]Prescribing
19.1 [bookmark: _bookmark45]The Contractor shall ensure that any Prescription Form or Repeatable Prescriptions for drugs, medicines or Appliances issued or created by a Prescriber, any Home Oxygen Order Form issued by a Health Care Professional and any Listed Medicines Voucher issued by a Prescriber or any other person acting under the Contract complies as appropriate with the requirements in Clauses 19.3 to 28.3.
19.2 For the purposes of Clauses 19.1 to 28.3 drugs include contraceptive substances and Appliances include contraceptive appliances.
19.3 [bookmark: _bookmark46]Subject to Clauses 19.3.2A, 19.3.3 and 19.3.4 and to Clauses 24 and 25 a Prescriber shall order any drugs, medicines or Appliances which are needed for the treatment of any Patient who is receiving treatment under the Contract by:
19.3.1 issuing to that Patient a Non-Electronic Prescription Form or Non-Electronic Repeatable Prescription completed in accordance with Clause 19.5; or

19.3.2 where Clause 20.1 applies, creating and transmitting an Electronic Prescription,
and such a Non-Electronic Prescription Form, Non-Electronic Repeatable Prescription or Electronic Prescription shall not be used in any other circumstances.
19.3.2A	If, on a particular occasion when a drug, medicine or appliance is needed as mentioned in clause 19.3—
19.3.2A.1 the prescriber is able, without delay, to order the drug, medicine or appliance by means of an electronic prescription;
19.3.2A.2 the Electronic Prescription Service software that the prescriber would use for that purpose provides for the creation and transmission of electronic prescriptions without the need for a nominated dispenser; and
19.3.2A.3 none of the reasons for issuing a non-electronic prescription form or a non-electronic repeatable prescription given in clause 19.3.2B apply,
the prescriber must create and transmit an electronic prescription
for that drug, medicine or appliance.


19.3.2B	The reasons given in this clause are—
19.3.2B.1	although the prescriber is able to use the Electronic Prescription Service, the prescriber is not satisfied that—
19.3.2B.1.1	the access that the prescriber has to the Electronic Prescription Service is reliable, or
19.3.2B.1.2	the Electronic Prescription Service is functioning
reliably;
19.3.2B.2 the Patient, or where appropriate the Patient's authorised person, informs the prescriber that the Patient wants the option of having the prescription dispensed elsewhere than in England;

19.3.2B.3 the Patient, or where appropriate the Patient's authorised person, insists on the Patient being issued with a non- electronic prescription form or a non-electronic repeatable prescription for a particular prescription and in the professional judgment of the prescriber the welfare of the Patient is likely to be in jeopardy unless a non-electronic prescription form or a non-electronic repeatable prescription is issued;
19.3.2 B.4	the prescription is to be issued before the contractor's EPS phase 4 date or the contractor has no such date.
19.3.3 A Health Care Professional shall order any Home Oxygen Services which are needed for the treatment of any Patient who is receiving treatment under the Contract by issuing a Home Oxygen Order Form.
19.3.4 During an outbreak of an illness for which a Listed Medicine may be used for treatment or for prophylaxis, if:
19.3.4.1 the Secretary of State or the Commissioner has made arrangements for the distribution of a Listed Medicine free of charge;
19.3.4.2 those arrangements contain criteria set out in a protocol which enable persons who are not Prescribers to identify the symptoms of, and whether there is a need for treatment or prophylaxis of, that disease;
19.3.4.3 a person acting on behalf of the Contractor, who is not a Prescriber but who is authorised to order Listed Medicines by the Commissioner, has applied the criteria referred to in paragraph 19.3.4.2 to any Patient who is receiving treatment under the Contract; and

19.3.4.4 having applied the criteria, the person acting on behalf of the Contractor has concluded that the Listed Medicine is needed for treatment or prophylaxis of that Patient,
the person acting on behalf of the Contractor must order that Listed Medicine by using a Listed Medicines Voucher, which the person ordering the Listed Medicine must sign.
19.4 A Prescriber may order drugs, medicines or Appliances on a Repeatable Prescription only where the drugs, medicines or Appliances are to be provided more than once.
19.5 [bookmark: _bookmark47]In issuing any Non-Electronic Prescription Form or Non-Electronic Repeatable Prescription the Prescriber shall sign the Prescription Form or Repeatable Prescription in ink with his initials and surname, or his forenames and surname, in his own handwriting and not by means of a stamp, and shall so sign only after particulars of the order have been inserted in the Prescription Form or Repeatable Prescription, and:
19.5.1 the Prescription Form or Repeatable Prescription shall not refer to any previous Prescription Form or Repeatable Prescription; and
19.5.2 a separate Prescription Form or Repeatable Prescription shall be used for each Patient, except where a bulk prescription is issued for a school or institution under Clauses 28.1 to 28.3; and
19.5.3 a Home Oxygen Order Form shall be signed by a Health Care Professional.
19.6 [bookmark: _bookmark48]Where a Prescriber orders the drug buprenorphine or diazepam or a drug specified in Schedule 2 to the Misuse of Drugs Regulations 2001 (controlled drugs to which regulations 14, 15, 16, 18, 19, 20, 21, 23, 26 and 27 of those regulations apply) for supply by instalments for treating addiction to any drug specified in that Schedule, he shall:

19.6.1 use only the Non-Electronic Prescription Form provided specially for the purposes of supply by instalments;
19.6.2 specify the number of instalments to be dispensed and the interval between each instalment; and
19.6.3 order only such quantity of the drug as will provide treatment for a period not exceeding fourteen (14) days.
19.7 The Non-Electronic Prescription Form provided specially for the purpose of supply by instalments shall not be used for any purpose other than ordering drugs in accordance with Clause 19.6.
19.8 In a case of urgency a Prescriber may request a Chemist to dispense a drug or medicine before a Prescription Form or Repeatable Prescription is issued or created, but only if:
19.8.1 that drug or medicine is not a Scheduled Drug;

19.8.2 that drug is not a controlled drug within the meaning of the Misuse of Drugs Act 1971, other than a drug which is for the time being specified in Schedules 4 or 5 to the Misuse of Drugs Regulations 2001; and
19.8.3 he undertakes to furnish the Chemist, within seventy two
(72) hours, with a Non-Electronic Prescription Form or Non- Electronic Repeatable Prescription completed in accordance with Clause 19.5 or transmit to the Electronic Prescription Service within seventy-two (72) hours an electronic prescription.
19.9 [bookmark: _bookmark49]In a case of urgency a Prescriber may request a Chemist to dispense an Appliance before a Prescription Form or Repeatable Prescription is issued or created, but only if:
19.9.1 that Appliance does not contain a Scheduled Drug or a controlled drug within the meaning of the Misuse of Drugs Act 1971, other than a drug which is for the time being

specified in Schedule 5 to the Misuse of Drugs Regulations 2001;
19.9.2 in the case of a Restricted Availability Appliance, the Patient is a person, or it is for a purpose, specified in the Drug Tariff; and
19.9.3 he undertakes to furnish the Chemist, within seventy two
(72) hours, with a Non-Electronic Prescription Form or Non- Electronic Repeatable Prescription completed in accordance with Clause 19.5 or transmit to the Electronic Prescription Service within seventy-two (72) hours an Electronic Prescription.
19.10 When prescribing in relation to pandemic influenza both parties shall comply with the National Health Service (Prescribing and Charging Amendments Relating to Pandemic Influenza) Regulations 2009.

20 [bookmark: _bookmark50]Electronic Prescriptions
20.1 [bookmark: _bookmark51]A Prescriber may only order drugs, medicines or Appliances by means of an Electronic Prescription if:
20.1.1 the prescription is not:

(i) for a controlled drug within the meaning of the Misuse of Drugs Act 1971, other than a drug which is for the time being specified in Schedule 4 or 5 to the Misuse of Drugs Regulations 2001;
(ii) for supply by instalments under Clause 19.6; or

(iii) a bulk prescription issued for a school or institution under Clause 28.
20.1A	If a prescriber orders a drug, medicine or appliance by means of an electronic prescription, the prescriber must issue the Patient with— 20.1A.1   subject to clause 20.1C, an EPS token; and

20.1A.2	if the Patient, or where appropriate an authorised person, so requests, a written record of the prescription that has been created.

20.1B	On and after the contractor's EPS phase 4 date, if the order is eligible for Electronic Prescription Service use, the prescriber must ascertain if the Patient, or where appropriate the Patient's authorised person, wants to have the electronic prescription dispensed by a nominated dispenser.
20.1 C	The prescriber must not issue the Patient with an EPS token if the Patient, or where appropriate the Patient's authorised person, wants to have the electronic prescription dispensed by a nominated dispenser.
20.2 A Health Care Professional may not order Home Oxygen services by means of an Electronic Prescription.

21 [bookmark: _bookmark52]Nomination of Dispensers for the Purpose of Electronic Prescriptions
21.1 A Contractor which is authorised to use the Electronic Prescription Service for its Patients must, if a Patient, or where appropriate the Patient's authorised person, so requests, enter into the particulars relating to that Patient which is held in the Patient Demographic Service which is operated by the Information Centre for Health and Social Care:
21.1.1 where he does not have a Nominated Dispenser, the Dispenser chosen by the Patient, or where appropriate the Patient's authorised person; and
21.1.2 where he does have a Nominated Dispenser:

21.1.2.1 a replacement Dispenser; or

21.1.2.2 [bookmark: _bookmark53]a further Dispenser, chosen by that Patient.

21.2 Clause 21.1.2.2 shall not apply if the number of Nominated Dispensers would thereby exceed the maximum number permitted by the Electronic Prescription Service.
21.3 The Contractor:

(a) shall not seek to persuade a Patient or a Patient's authorised person to nominate a Dispenser recommended by the Prescriber or the Contractor; and
(b) shall, if asked by the Patient or his authorised person to recommend a Chemist to whom he or his authorised person might nominate as his Dispenser, provide the Patient or, as the case may be, the Patient's authorised person with the list of all the Chemists in the area who provide an Electronic Prescription Service as given to the Contractor by the Commissioner.

22 [bookmark: _bookmark54]Repeatable Prescribing Services
22.1 [bookmark: _bookmark55]The Contractor may only provide Repeatable Prescribing Services to any person on its List of Patients if it satisfies the conditions in Clause
22.2 and it serves notice on the Commissioner in accordance with the terms of Clauses 22.3 and 22.4.
22.2 [bookmark: _bookmark56]The Conditions referred to in Clause 22.1 are:

22.2.1 the Contractor has access to computer systems and software which enable it to issue Non-Electronic Repeatable Prescriptions and Batch Issues; and
22.2.2 the Practice Premises at which the Repeatable Prescribing Services are to be provided are located in the local authority area in which there is also located the premises of at least one Chemist who has undertaken to provide, or has entered into an arrangement to provide, Repeat Dispensing Services.
22.3 [bookmark: _bookmark57]The notification referred to in Clause 22.1 is a notification, in writing, by the Contractor to the Commissioner that it:

22.3.1 wishes to provide Repeatable Prescribing Services;

22.3.2 [bookmark: _bookmark58]intends to begin to provide those services from a specified date; and
22.3.3 satisfies the conditions in Clause 22.2.

22.4 [bookmark: _bookmark59]The date specified by the Contractor pursuant to Clause 22.3.2 must be at least ten (10) days after the date on which the notification specified in Clause 22.1 is given.
22.5 Nothing in this clause requires a Contractor or Prescriber to provide Repeatable Prescribing Services to any person.
22.6 A Prescriber may only provide Repeatable Prescribing Services to a person on a particular occasion if:
22.6.1 that person has agreed to receive such services on that occasion; and
22.6.2 the Prescriber considers that it is clinically appropriate to provide such services to that person on that occasion.
22.7 [bookmark: _bookmark60]The Contractor may not provide Repeatable Prescribing Services to any Patient of its whom any of the persons specified in Clause 22.8, is authorised or required by the Commissioner in accordance with arrangements made under section 126 (Arrangements for Pharmaceutical Services) and section 129 (Regulations as to Pharmaceutical Services) of the 2006 Act.
22.8 [bookmark: _bookmark61]The persons referred to in Clause 22.7 are:

22.8.1 a medical practitioner who is a party to the Contract

22.8.2 in the case of a Contract with a company, any medical practitioner who is both a legal and beneficial shareholder in that body; or
22.8.3 any medical practitioner employed by the Contractor.

23 [bookmark: _bookmark62]Repeatable Prescriptions
23.1 A Prescriber who issues a Non-Electronic Repeatable Prescription must at the same time issue the appropriate number of Batch Issues.
23.2 Where a Prescriber wishes to make any change to the type, quantity, strength or dosage of drugs, medicines or Appliances ordered on a person’s Repeatable Prescription it must:
23.3 in the case of a Non-Electronic Repeatable Prescription:

23.3.1 notify the person; and

23.3.2 make reasonable efforts to notify the Chemist providing Repeat Dispensing Services to that person,
that the original Repeatable Prescription should no longer be used to obtain or provide Repeat Dispensing Services and make arrangements for a replacement Repeatable Prescription to be issued to that person; or
23.4 [bookmark: _bookmark63]in the case of an Electronic Repeatable Prescription:

23.4.1 arrange with the Electronic Prescription Service for the cancellation of the original Repeatable Prescription; and
23.4.2 create a replacement Electronic Repeatable Prescription relating to that person and notify him that he has done so.
23.5 [bookmark: _bookmark64]A Prescriber who has created an Electronic Repeatable Prescription for a person must as soon as practicable arrange with the Electronic Prescription Service for its cancellation if, before the expiry of that prescription:
23.5.1 he considers that it is no longer appropriate or safe for that person to receive the drugs, medicines or Appliances ordered on his Electronic Repeatable Prescription or no longer appropriate or safe for him to continue to receive Repeatable Prescribing Services;

23.5.2 he has issued the person with a Non-Electronic Repeatable Prescription in place of the Electronic Repeatable Prescription; or
23.5.3 it comes to his notice that that person has been removed from the List of Patients of the Contractor on whose behalf the prescription was issued.
23.6 [bookmark: _bookmark65]Where a Prescriber has cancelled a person’s Electronic Repeatable Prescription in accordance with Clause 23.5 he must, as soon as practicable, notify that person.
23.7 A Prescriber who has issued a Non-Electronic Repeatable Prescription in respect of a person must, as soon as practicable, make reasonable efforts to notify the Chemist that that Repeatable Prescription should no longer be used to provide Repeat Dispensing Services to that person, if, before the expiry of that Repeatable Prescription:
23.7.1 [bookmark: _bookmark66]he considers that it is no longer appropriate or safe for that person to receive the drugs, medicines or Appliances ordered on his Repeatable Prescription or no longer appropriate or safe for him to continue to receive Repeatable Prescribing Services;
23.7.2 he issues or creates a further Repeatable Prescription in respect of the person to replace the original Repeatable Prescription other than in the circumstances referred to in Clause 22.3 (for example, because the person wishes to obtain the drugs, medicines or Appliances from a different Chemist); or
23.7.3 [bookmark: _bookmark67]it comes to his notice that that person has been removed from the List of Patients of the Contractor on whose behalf the prescription was issued.
23.8 Where the circumstances in Clauses 23.7.1 to 23.7.3 apply, the Prescriber must as soon as practicable notify the person on whose behalf the Non-Electronic Repeatable Prescription was issued that that

Repeatable Prescription should no longer be used to obtain Repeat Dispensing Services.

[bookmark: _bookmark68]23A	Prescribing for electronic repeat dispensing
23A.1	Subject to Clauses 19.3 to 19.9, 20, 22 and 23.4 to 23.6, where a Prescriber orders a drug, medicine or Appliance by means of an Electronic Repeatable Prescription, the Prescriber must issue the prescription in a format appropriate for Electronic Repeat Dispensing where it is clinically appropriate to do so for that patient on that occasion.23A.2 In this clause 23A, "Electronic Repeat Dispensing" means dispensing as part of pharmaceutical services or local pharmaceutical services which involves the provision of drugs, medicines or Appliances accordance with an Electronic Repeatable Prescription.


24 [bookmark: _bookmark69]Restrictions on Prescribing by Medical Practitioners
24.1 In the course of treating a Patient to whom he is providing treatment under the Contract, a medical practitioner shall not order on a Listed Medicines Voucher, a Prescription Form or Repeatable Prescription a drug, medicine or other substance specified in any directions given by the Secretary of State under section 88 of the 2006 Act as being drugs, medicines or other substances which may not be ordered for Patients in the provision of medical services under a general medical
services contract but may, subject to Clause 49.1.1.2, prescribe such a drug, medicine or other substance for that Patient in the course of that treatment under a private arrangement.
24.2 In the course of treating a Patient to whom he is providing treatment under the Contract, a medical practitioner shall not order on a Listed Medicines Voucher, a Prescription Form or Repeatable Prescription a drug, medicine or other substance specified in any directions given by the Secretary of State under section 88 of the 2006 Act as being a

drug, medicine or other substance which can only be ordered for specified Patients and specified purposes unless:
24.2.1 that Patient is a person of the specified description;

24.2.2 that drug, medicine or other substance is prescribed for that Patient only for the specified purpose; and
24.2.3 if the order is on a Prescription Form, the practitioner includes:
(i) the reference “SLS”, or

(ii) if the order is under arrangements made by the Secretary of State or the Commissioner for the distribution of a Listed Medicine free of charge, the reference “ACP”,
but may, subject to Clause 49.1.1.2, prescribe such a drug, medicine or other substance for that Patient in the course of that treatment under a private arrangement.
24.3 In the course of treating a Patient to whom he is providing treatment under the Contract, a medical practitioner shall not order on a Repeatable Prescription a Restricted Availability Appliance unless:
24.3.1 the Patient is a person, or it is for a purpose, specified in the applicable Drug Tariff; and
24.3.2 the practitioner includes on the Prescription Form with the reference “SLS”;
but may, subject to Clause 49.1.1.2, prescribe such an Appliance for that Patient in the course of that treatment under a private arrangement.
24.4 In the course of treating a Patient to whom he is providing treatment under the Contract, a medical practitioner shall not order on a Repeatable Prescription a controlled drug within the meaning of the Misuse of Drugs Act 1971, other than a drug which is for the time being specified in Schedule 4 or 5 of the Misuse of Drugs Regulations

2001, but may, subject to Clause 49.1.1.2, prescribe such a drug for that Patient in the course of that treatment under a private arrangement.
24.5 Nothing in Clauses 24.1 to 24.4 prevents a medical practitioner, in the course of treating a Patient, from prescribing a drug, medicine or other substance or, as the case may be, a restricted availability appliance or a controlled drug within the meaning of section 2 of the Misuse of Drugs Act 1971 for the treatment of that Patient under a private arrangement.
24.6 Where under Clause 24.5, a drug, medicine or other substance is prescribed under a private arrangement, and the Order is not for a drug specified in Schedule 2 or 3 of the Misuse of Drugs Regulations 2001, it may be transmitted by the Electrical Prescription Service. If the order is for a drug specified in Schedule 2 or 3 of the Misuse of Drugs Regulations 2001, it must be transmitted by the Electronic Prescription Service.

25 [bookmark: _bookmark70]Restrictions on Prescribing by Supplementary Prescribers
25.1 [bookmark: _bookmark71]Where the Contractor employs or engages a Supplementary Prescriber and that person’s functions include prescribing, the Contractor shall have arrangements in place to secure that a Supplementary Prescriber will:
25.1.1 issue or create a prescription for a prescription only medicine;
25.1.2 administer a prescription only medicine for parenteral administration; or
25.1.3 give directions for the administration of a Prescription Only Medicine for parenteral administration,
as a Supplementary Prescriber only under the conditions set out in Clause 25.2.

25.2 [bookmark: _bookmark72]The conditions referred to in Clause 25.1 are that:

25.2.1 the person satisfies the applicable conditions set out in Regulation 215 of the Human Medicines Regulations 2012 (prescribing and administration by Supplementary Prescribers), unless those conditions do not apply by virtue of any of the exemptions set out in the subsequent provisions of those Regulations;
25.2.2 the drug, medicine or other substance is not specified in any directions given by the Secretary of State under section 88 of the 2006 Act as being a drug, medicine or other substance which may not be ordered for Patients in the provision of medical services under a general medical services contract;
25.2.3 the drug, medicine or other substance is not specified in any directions given by the Secretary of State under section 88 of the 2006 Act as being a drug, medicine or other substance which can only be ordered for specified Patients and specified purposes unless:
25.2.3.1 the Patient is a person of the specified description;
25.2.3.2 the medicine is prescribed for that Patient only for the specified purposes; and
25.2.3.3 if the Supplementary Prescriber is issuing or creating on a Prescription Form, the prescriber includes on the Prescription Form the reference “SLS” or, in the case of a Listed Medicine ordered under arrangements made by the Secretary of State or the Commissioner for the medicine’s distribution free of charge, the reference “ACP”.

26 [bookmark: _bookmark73]Arrangements for Supplementary Prescribers
26.1 Where the functions of a Supplementary Prescriber include prescribing, the Contractor shall have arrangements in place to secure that that person will only issue or create a prescription for an Appliance or a medicine which is not a prescription only medicine as a Supplementary Prescriber under the conditions set out in Clause 27.

27 [bookmark: _bookmark74]Conditions applying to Clause 26

The conditions referred to in Clause 26 are that:

27.1 [bookmark: _bookmark75]the Supplementary Prescriber acts in accordance with a clinical management plan which is in effect at the time he acts and which contains the following particulars:
27.1.1 the name of the Patient to whom the plan relates;

27.1.2 the illness or conditions which may be treated by the Supplementary Prescriber;
27.1.3 the date on which the plan is to take effect, and when it is to be reviewed by the medical practitioner or dentist who is a party to the plan;
27.1.4 reference to the class or description of medicines or types of Appliances which may be prescribed or administered under the plan;
27.1.5 any restrictions or limitations as to the strength or dose of any medicine which may be prescribed or administered under the plan, and any period of administration or use of any medicine or Appliance which may be prescribed or administered under the plan;
27.1.6 relevant warnings about known sensitivities of the Patient to, or known difficulties of the Patient with, particular medicines or Appliances;
27.1.7 the arrangements for notification of:

27.1.7.1 suspected or known adverse reactions to any medicine which may be prescribed or administered under the plan, and suspected or known adverse reactions to any other medicine taken at the same time as any medicine prescribed or administered under the plan; and
27.1.7.2 incidents occurring with the Appliance which might lead, might have led or has led to the death or serious deterioration of state of health of the Patient; and
27.1.7.3 the circumstances in which the Supplementary Prescriber should refer to, or seek the advice of, the medical practitioner or dentist who is a party to the plan;
27.2 he has access to the health records of the Patient to whom the plan relates which are used by any medical practitioner or dentist who is a party to the plan;
27.3 if it is a prescription for a drug, medicine or other substance, that drug, medicine or other substance is not specified in any directions given by the Secretary of State under section 88 of the 2006 Act as being a drug, medicine or other substance which may not be ordered for Patients in the provision of medical services under the Contract;
27.4 if it is a prescription for a drug, medicine or other substance, that drug, medicine or other substance is not specified in any directions given by the Secretary of State under section 88 of the 2006 Act as being a drug, medicine or other substance which can only be ordered for specified Patients and specified purposes unless:
27.4.1 the Patient is a person of the specified description;

27.4.2 the medicine is prescribed for that Patient only for the specified purposes; and

27.4.3 when issuing or creating a prescription he includes on the Prescription Form, the reference “SLS”;
27.5 if it is a prescription for an Appliance, the Appliance is listed in Part IX of the Drug Tariff; and
27.6 if it is a prescription for a Restricted Availability Appliance:

27.6.1 the Patient is a person of a description mentioned in the entry in Part IX of the Drug Tariff in respect of that Appliance;
27.6.2 the Appliance is prescribed only for the purposes specified in respect of that person in that entry; and
27.6.3 when issuing or creating a prescription he includes on the prescription form the reference “SLS”.
27.7 In Clause 27.1 “clinical management plan” means a written plan (which may be amended from time to time) relating to the treatment of an individual Patient agreed by:
27.7.1 the Patient to whom the plan relates;

27.7.2 the medical practitioner or dentist who is a party to the plan; and
27.7.3 any Supplementary Prescriber who is to prescribe, give directions for administration or administer under the plan.

28 [bookmark: _bookmark76]Bulk Prescribing

28.1 [bookmark: _bookmark77]Where:

28.1.1 the Contractor is responsible under the Contract for the treatment of ten (10) or more persons in a school or other institution in which at least twenty (20) persons normally reside; and
28.1.2 [bookmark: _bookmark78]a Prescriber orders, for any two (2) or more of those persons for whose treatment the Contractor is responsible,

drugs, medicines or Appliances to which this Clause 28 applies,
the Prescriber may use a single Non-Electronic Prescription Form for the purpose.
28.2 Where a Prescriber uses a single Non-Electronic Prescription Form for the purpose mentioned in Clause 28.1.2, he shall (instead of entering on the form the names of the persons for whom the drugs, medicines or Appliances are ordered) enter on the form:
28.2.1 the name of the school or institution in which those persons reside; and
28.2.2 the number of persons residing there for whose treatment the Contractor is responsible.
28.3 [bookmark: _bookmark79]Clauses 28 applies to any drug, medicine or Appliance which can be supplied as part of pharmaceutical services or Local Pharmaceutical Services and which:
28.3.1 in the case of a drug or medicine, is not a product of a description or class which is for the time being specified in an order made under section 58(1) of the Medicines Act 1968 (medicinal products on prescription only); or
28.3.2 in the case of an Appliance, does not contain such a product.




29 [bookmark: _bookmark80]Excessive Prescribing
29.1 [bookmark: _bookmark81]The Contractor shall not prescribe drugs, medicines or Appliances whose cost or quantity, in relation to any Patient, is, by reason of the character of the drug, medicine or Appliance in question, in excess of that which was reasonably necessary for the proper treatment of that Patient.

29.2 In considering whether the Contractor has breached its obligations under Clause 29.1 the Commissioner may, if the Contractor consents, seek the views of the Local Medical Committee (if any) for the area in which the Contractor providers the Services.
29A.	Where the Contractor is a dispensing doctor within the meaning of the Pharmaceutical Regulations,11 the provisions in Schedule 12 will apply.


30 [bookmark: _bookmark82]Provision of Drugs, Medicines and Appliances for Immediate Treatment or Personal Administration
30.1 [bookmark: _bookmark83]Subject to Clause 30.2, the Contractor:

30.1.1 shall provide to a Patient any drug, medicine or Appliance, not being a Scheduled Drug, where such provision is needed for the immediate treatment of that Patient before a provision can otherwise be obtained; and
30.1.2 may provide to a Patient any drug, medicine or Appliance, not being a Scheduled Drug, which a person employed or engaged by the Contractor personally administers or applies to that Patient,
but shall, in either case, provide a Restricted Availability Appliance only if it is for a person or a purpose specified in the Drug Tariff.
30.2 [bookmark: _bookmark84]Nothing in Clause 30.1 authorises a person to supply any drug or medicine to a Patient otherwise than in accordance with Part 3 of the Medicines Act 1968, or any regulations or orders made under that Act.

31 [bookmark: _bookmark85]Patients
[bookmark: _bookmark86]Persons to whom Services are to be provided

31.1 Except where specifically stated otherwise in respect of particular services, the Contractor shall provide Services under the Contract to:

11 See regulation 46(1) of the Pharmaceutical Regulations.

31.1.1 Registered Patients;

31.1.2 Temporary Residents;

31.1.3 persons to whom the Contractor is required to provide emergency or immediately necessary treatment;
31.1.4 any person for whom the Contractor is responsible under regulation 30 of the GMS Contracts Regulations;
31.1.5 any other person to whom the Contractor is responsible under arrangements made with another Contractor; and
31.1.6 [bookmark: _bookmark87]any other person to whom the Contractor has agreed to provide Services under the Contract.
[bookmark: _bookmark88]Patient Registration Area

31.2 The Contractor is responsible for the provision of primary healthcare services in the Patient Registration Area which is defined in Annex 1 of Schedule 2.
31.3 [bookmark: _bookmark89]Where a Patient:

31.3.1 moves into the Outer Boundary Area to reside; and
31.3.2 wishes to remain on the Contractor’s List of Patients, the Patient may remain on the List of Patients if the Contractor so
agrees, notwithstanding that the Patient no longer resides in the Patient Registration Area.
31.4 Where a Patient remains on the Contractor’s List of Patients as a consequence of Clause 31.3, the Parties shall treat the Outer Boundary Area as part of the Patient Registration Area for the purposes of the application of any other terms and conditions of the Contract in respect of that Patient.
[bookmark: _bookmark90]List of Patients

31.5 The Contractor’s List of Patients is open.

31.6 Not used.

31.7 The Commissioner shall prepare and keep up to date a List of the Patients:
31.7.1 who have been accepted by the Contractor for inclusion in its List of Patients under Clauses 31.8 to 31.12 and who have not subsequently been removed from that list under Clauses 31.23 to 31.58; and
31.7.2 who have been assigned to the Contractor under Clauses 31.100A to 31.104 and whose assignment has not subsequently been rescinded.
31.7A	The Contractor agrees, following receipt of a reasonable written request by the Commissioner:
31.7A.1	to take appropriate steps as soon as is reasonably practicable to correct and update Patient data held on the Contractor’s computerised clinical systems, and where necessary register or deregister Patients to ensure the Patient list is accurate; and
31.7 A.2	to provide information relating to its List of Patients as soon as is reasonably practicable and, in any event, no later than thirty (30) days from the date on which the request was received by the Contractor, in order to assist the Commissioner in the exercise of its duties under clause 31.7.1, contacting Patients where reasonably necessary to confirm that their Patient data is correct.
[bookmark: _bookmark91]Application for inclusion in a List of Patients

31.8 [bookmark: _bookmark92]The Contractor may, if its List of Patients is open, accept an application for inclusion in its List of Patients made by or on behalf of any person, whether or not resident in the Patient Registration Area or included, at the time of that application, in the List of Patients of another Contractor or Contractor of primary medical services.

31.9 The Contractor may, if its List of Patients is closed, only accept an application for inclusion in its List of Patients from a person who is an Immediate Family Member of a Registered Patient whether or not resident in the Patient Registration Area or included, at the time of that application, in the List of Patients of another provider of primary medical services.
31.10 Subject to Clause 31.11, an application for inclusion in the Contractor’s List of Patients shall be made by delivering to the Practice Premises a medical card or an application signed (in either case) by the applicant or person authorised by the applicant to sign on his behalf.
31.11 [bookmark: _bookmark93]An application may be made:

31.11.1 on behalf of any Child:

31.11.1.1 by either parent, or in the absence of both parents, the guardian or other adult who has care of the Child;
31.11.1.2 by a person duly authorised by a local authority to whose care the Child has been committed under the Children Act 1989; or
31.11.1.3 by a person duly authorised by a voluntary organisation by which the Child is being accommodated under the provisions of that Act; or
31.11.2 on behalf of any adult who lacks the capacity to make such an application, or to authorise such an application to be made on their behalf, by a relative of that person, the primary carer of that person, a donee of a lasting power of attorney granted by that person or a deputy appointed for that person by the court under the provisions of the Mental Capacity Act 2005.
31.12 [bookmark: _bookmark94]Where the Contractor has accepted an application for inclusion in its List of Patients, it shall:

31.12.1 notify the Patient (or, in the case of a Child or an adult who lacks capacity, the person who made the application on their behalf) of the Patient’s right to express a preference to receive services from a particular performer or class of performer either generally or in relation to any particular condition; and
31.12.2 record in writing any such preference expressed by or on behalf of the Patient.
[bookmark: _bookmark95]Temporary Residents

31.13 [bookmark: _bookmark96]The Contractor may, if its List of Patients is open, accept a person as a Temporary Resident provided it is satisfied that the person is:
31.13.1 temporarily resident away from his normal place of residence and is not being provided with Essential Services (or their equivalent) under any other arrangement in the locality where he is temporarily residing; or
31.13.2 moving from place to place and not for the time being resident in any place.
31.14 For the purposes of Clause 31.13, a person shall be regarded as temporarily resident in a place if, when he arrives in that place, he intends to stay there for more than twenty four (24) hours but not more than three (3) months.
31.15 Where the Contractor wishes to terminate its responsibility for a person accepted as a Temporary Resident before the end of three (3) months or such shorter period for which it had agreed to accept him as a Patient, the Contractor shall notify the Patient either orally or in writing and its responsibility for that person shall cease seven (7) days after the date on which the notification was given.
31.16 [bookmark: _bookmark97]At the end of three (3) months, or on such earlier date as its responsibility for the Patient has come to an end, the Contractor shall

notify the Commissioner in writing of any person whom it accepted as a Temporary Resident.
[bookmark: _bookmark98]Refusal of applications for inclusion in the List of Patients or for acceptance as a Temporary Resident
31.17 [bookmark: _bookmark99]The Contractor shall only refuse an application made under Clauses
31.8 to 31.16 if it has reasonable grounds for doing so which do not relate to the applicant’s race, gender, social class, age, religion, sexual orientation, appearance, disability or medical condition.
31.18 The reasonable grounds referred to in Clause 31.17 shall, in the case of applications made under Clauses 31.8 to 31.12 include the ground that the applicant does not live in the Patient Registration Area, or lives in the Outer Boundary Area.
31.19 If the Contractor refuses an application made under Clauses 31.8 to 31.1.6, it shall, within fourteen (14) days of its decision, notify the applicant (or, in the case of a Child or an adult who lacks capacity, the person making the application on their behalf) in writing of the refusal and the reason for it.
31.20 The Contractor shall keep a written record of refusals of applications made under Clauses 31.8 to 31.12 and of the reasons for them and shall make this record available to the Commissioner on request.
[bookmark: _bookmark100]Patient preference of practitioner

31.21 Where the Contractor has accepted an application for inclusion in its List of Patients under clauses 31.8 to 31.12 (Application for inclusion in a List of Patients). 31.13 to 13.16 (Temporary Residents) or 31.63A.4 to 31.63A.7 (Crown servants and family members returning to the United Kingdom), it shall:
31.21.1 notify the Patient (or, in the case of a Child or an adult who lacks capacity, the person making the application on their behalf) of the Patient’s right to express a preference to receive services from a particular performer or class of

performer either generally or in relation to any particular condition; and
31.21.2 record in writing any such preference expressed by or on behalf of the Patient.
31.22 The Contractor must endeavour to comply with any reasonable preference expressed under Clause 31.21 but need not do so if the preferred performer:
31.22.1 has reasonable grounds for refusing to provide services to the person who expressed the preference; or
31.22.2 does not routinely perform the service in question within the Contractor's practice.
[bookmark: _bookmark101]Removals from the list at the request of the Patient

31.23 [bookmark: _bookmark102]The Contractor shall notify the Commissioner in writing of any request for removal from its List of Patients received from a Registered Patient.
31.24 [bookmark: _bookmark103]Where the Commissioner receives notification from the Contractor under Clause 31.23, or receives a request from the Patient to be removed from the Contractor’s List of Patients, it shall remove that person from the Contractor’s List of Patients.
31.25 [bookmark: _bookmark104]A removal under Clause 31.24 shall take effect:

31.25.1 on the date on which the Commissioner receives notification of the registration of the person with another provider of Essential Services (or their equivalent); or
31.25.2 fourteen (14) days after the date on which the notification or request made under Clauses 31.23 or 31.24 respectively is received by the Commissioner,
whichever is the sooner.

31.26 [bookmark: _bookmark105]The Commissioner shall, as soon as practicable, notify in writing:

31.26.1 subject to Clause 31.27, the Patient; and

31.26.2 the Contractor

that the Patient’s name will be or has been removed from the Contractor’s List of Patients on the date referred to in Clause 31.25.
[bookmark: _bookmark106]31.27	In Clauses 31.26, 31.28.2, 31.35.1, 31.41, 31.42, 31.47 31.54 and
31.61 a reference to a request received from, or advice, information or notification required to be given to, a Patient shall include a request received from or advice, information or notification required to be given to:
31.27.1 in the case of a Patient who is a Child, a parent or other person referred to in Clause 31.11; or
31.27.2 in the case of an adult Patient who lacks the capacity to make the relevant request or receive the relevant advice, information or notification, a relative of that person, the Primary Carer of that person, a donee of a lasting power of attorney granted by that person or a deputy appointed for that person by the court under the provisions of the Mental Capacity Act 2005.
[bookmark: _bookmark107]Removals from the list at the request of the Contractor

31.28 [bookmark: _bookmark108]Subject to Clauses 31.36 to 31.43, where the Contractor has reasonable grounds for wishing a Patient to be removed from its List of Patients which do not relate to the applicant’s race, gender, social class, age, religion, sexual orientation, appearance, disability or medical condition, the Contractor shall:
31.28.1 notify the Commissioner in writing that it wishes to have the Patient removed; and
31.28.2 [bookmark: _bookmark109]subject to Clause 31.29, notify the Patient in writing of its specific reasons for requesting removal.
31.29 [bookmark: _bookmark110]Where the circumstances of the removal are such that it is not appropriate for a more specific reason to be given, and in the reasonable opinion of the Contractor, there has been a breakdown of

trust between the Patient and the Contractor, the reason given under Clause 31.28 may consist of a statement that there has been an irrevocable breakdown in the relationship between the Patient and the Contractor.
31.30 [bookmark: _bookmark111]Before the Contractor can request a removal in accordance with Clause 31.28, it shall issue a warning to the Patient that he is at risk of removal unless:
31.30.1 it has reasonable grounds for believing that the issue of such a warning would be harmful to the physical or mental health of the Patient or would put at risk the safety of the Contractor, or other persons; or
31.30.2 the Contractor considers that it is not otherwise reasonable or practical for a warning to be given.
31.31 The Contractor shall record in writing the date of any warning given in accordance with Clause 31.30 or the reason why no such warning was given.
31.32 The Contractor shall keep a written record of removals under Clause
31.28 which shall include the reason for removal given to the Patient, the circumstances of the removal and in cases where Clause 31.29 applies, the grounds for a more specific reason not being appropriate, and the Contractor shall make this record available to the Commissioner on request.
31.33 [bookmark: _bookmark112]A removal requested in accordance with Clause 31.28 shall, subject to Clause 31.34, take effect from the date on which the person is registered with another provider of Essential Services (or their equivalent), or the eighth day after the Commissioner receives the notice, whichever is the sooner.
31.34 [bookmark: _bookmark113]Where, on the date on which the removal would take effect under Clause 31.33, the Contractor is treating the Patient at intervals of less than seven (7) days, the Contractor shall inform the Commissioner in writing of that fact and the removal shall take effect on the eighth (8th)

day after the Commissioner receives notification from the Contractor that the person no longer needs such treatment, or on the date on which the Board receives notification that the person is registered with another provider of Essential Services (or their equivalent), whichever is the sooner.
31.35 [bookmark: _bookmark114]The Commissioner shall notify in writing:

31.35.1 [bookmark: _bookmark115]subject to Clause 31.28, the Patient; and

31.35.2 the Contractor,

that the Patient’s name has been or will be removed from the Contractor’s List of Patients on the date referred to in Clause 31.33 or 31.34.
[bookmark: _bookmark116]Removal of violent Patients from the list

31.36 [bookmark: _bookmark117]Where the Contractor wishes a Patient to be removed from its List of Patients with immediate effect on the grounds that:
31.36.1 the Patient has committed an act of violence against any of the persons specified in Clause 31.37 or behaved in such a way that any such person has feared for his safety; and
31.36.2 it has reported the incident to the police,

the Contractor shall notify the Commissioner in accordance with Clause 31.37.
31.36A	Subject to clause 31.36B, where the Contractor:
31.36A.1	accepts a person onto its List of Patients; and 31.36A.2		subsequently becomes aware that the person has
previously been removed from the list of patients of another provider of primary medical services:
31.36A.2.1	because the person committed an act of violence against any of the persons specified in Clause 31.36 (as read with Clause

31.36A) or behaved in such a way that any of those persons feared for their safety; and
31.36A.2.2  the other provider of primary medical services reported the incident to the police,
the Contractor may give notice to the Commissioner in accordance with Clause 31.36 that it wants to have the person removed from its List of Patients with immediate effect.
31.36B	The Contractor must not give notice to the Commissioner pursuant to clause 31.36B where:
31.36B.1	a person mentioned in clause 31.36A was allocated to a Violent Patient Scheme set up in accordance with direction 6 of the Primary Medical Services (Directed Enhanced Services) (No.2) Directions 2021 to receive Primary Medical Services under that scheme; and
31.36B.2  the provider of the Scheme discharged that person because they were not considered to pose a risk of violence; or
31.36 B.3  that person successfully appealed their allocation to a Violent Patient Scheme.
31.37 [bookmark: _bookmark118]The persons referred to in Clause 31.36 are:

31.37.1 a medical practitioner;

31.37.2 in the case of a Contract with a partnership, any partner in that partnership;
31.37.3 in the case of a Contract with a company, any legal and beneficial owner of shares in that company;
31.37.4 any member of the Contractor’s staff;

31.37.5 any person employed or engaged by the Contractor to perform or assist in the performance of Services under the Contract; or
31.37.6 any other person present on the Practice Premises or in the place where the attendance of the medical practitioner or other Health Care Professional occurs.
31.37 A	For the purposes of Clause 31.36A, any reference to “the Contractor” in Clause 31.36 is to be read as a reference to the other provider of primary medical services referred to in Clause 31.37, and Clause 31.36A is to be construed accordingly.


31.38 Notification under Clause 31.36 or 31.36A may be given by any means including telephone or fax but if not given in writing such notification shall subsequently be confirmed in writing within seven (7) days (and for this purpose a faxed notification is not a written one).
31.39 The Commissioner shall acknowledge in writing receipt of a request from the Contractor under Clause 31.36 or 31.36A.
31.40 [bookmark: _bookmark119]A removal requested in accordance with Clause 31.36 or 31.36A shall take effect at the time the Contractor makes the telephone call to the Commissioner, or sends or delivers the notification to the Commissioner.
31.41 [bookmark: _bookmark120]Where, pursuant to Clauses 31.36 to 31.40, the Contractor has notified the Commissioner that it wishes to have a Patient removed from its List of Patients with immediate effect, it shall, subject to Clause 31.41, inform the Patient concerned unless:
31.41.1 it is not reasonably practicable for it to do so; or

31.41.2 it has reasonable grounds for believing that the issue of such a warning would be harmful to the physical or mental health of the Patient or would put at risk the safety of the Contractor or other persons.

31.42 [bookmark: _bookmark121]Where the Commissioner has removed a Patient from the Contractor’s List of Patients in accordance with Clause 31.40 it shall, subject to Clause 31.37, give written notice of the removal to that Patient.
31.43 [bookmark: _bookmark122]Where a Patient is removed from the Contractor’s List of Patients in accordance with Clauses 31.36 to 31.42, the Contractor shall record in the Patient’s medical records that the Patient has been removed under this Clause and the circumstances leading to his removal.
[bookmark: _bookmark123]Removals from the list by the Commissioner

31.44 [bookmark: _bookmark124]The Commissioner must remove a Patient from the Contractor’s List of Patients if that Patient has subsequently been registered with another provider of Essential Services (or their equivalent) within England, or it has received notice from a Health Board, a Local Health Board or a Health and Social Services Board that the Patient has subsequently been registered with a provider of Essential Services (or their equivalent) outside England.
31.45 A removal in accordance with Clause 31.44 shall take effect on the date on which notification of acceptance by the new provider was received or with the consent of the Commissioner, on such other date as has been agreed between the Contractor and the new provider.
31.46 The Commissioner shall notify the Contractor in writing of persons removed from its List of Patients under Clause 31.44.
[bookmark: _bookmark125]Removals from list of patients who have moved

31.47 [bookmark: _bookmark126]Subject to Clause 31.48, where the Commissioner is satisfied, or is notified by the Contractor, that a person on the Contractor’s List of Patients no longer resides in the Patient Registration Area, the Commissioner shall, subject to Clause 31.37:
31.47.1 inform that Patient and the Contractor that the Contractor is no longer obliged to visit and treat the Patient;
31.47.2 [bookmark: _bookmark127]advise the Patient either to obtain the Contractor’s agreement to the continued inclusion of the Patient on its

List of Patients or to apply for registration with another provider of Essential Services (or their equivalent); and
31.47.3 [bookmark: _bookmark128]inform the Patient that if, after the expiration of thirty (30) days from the date of the letter of advice referred to in Clause 31.47.2, he has not acted in accordance with the advice and informed it accordingly, the Commissioner will remove him from the Contractor’s List of Patients.
31.48 [bookmark: _bookmark129]If, at the expiration of the period of thirty (30) days referred to in Clause 31.47.3, the Commissioner has not been notified of the action taken, it shall remove the Patient from the Contractor’s List of Patients and, subject to Clause 31.37, inform him and the Contractor accordingly.
31.49 Where the address of a Patient who is on the Contractor’s List of Patients is no longer known to the Commissioner, the Commissioner shall:
31.49.1 give to the Contractor notice in writing that it intends, at the end of the period of six (6) months commencing with the date of the notice, to remove the Patient from the Contractor’s List of Patients; and
31.49.2 at the end of that period, remove the Patient from the Contractor’s List of Patients unless, within that period, the Contractor satisfies the Commissioner that it is still responsible for providing Essential Services to that Patient.
[bookmark: _bookmark130]Removal from the list of patients absent from the United Kingdom etc.
31.50 [bookmark: _bookmark131]The Commissioner shall remove a Patient from the Contractor’s List of Patients where it receives notification that that Patient:
31.50.1 [bookmark: _bookmark132]intends to be away from the United Kingdom for a period of at least three (3) months;
31.50.2 is in Armed Forces of the Crown (except in the case of a patient to whom clauses 31.142 to 31.146 apply);

31.50.3 [bookmark: _bookmark133]is serving a prison sentence of more than two (2) years or sentences totalling in the aggregate more than that period;
31.50.4 [bookmark: _bookmark134]has been absent from the United Kingdom for a period of more than three (3) months; or
31.50.5 [bookmark: _bookmark135]has died.

31.51 A removal in accordance with Clause 31.50 shall take effect:

31.51.1 in the cases referred to in Clauses 31.50.1 to 31.50.3 from the date of the departure, enlistment or imprisonment or the date on which the Commissioner first receives notification of the departure, enlistment or imprisonment whichever is the later;
31.51.2 in the cases referred to in Clauses 31.50.4 and 31.50.5 from the date on which the Commissioner first receives notification of the absence or death.
31.52 The Commissioner shall notify the Contractor in writing of Patients removed from its List of Patients under Clause 31.50.
[bookmark: _bookmark136]Removal from the List of Patients accepted elsewhere as Temporary Residents
31.53 [bookmark: _bookmark137]The Commissioner shall remove from the Contractor’s List of Patients a Patient who has been accepted as a Temporary Resident by another Contractor or other provider of Essential Services (or their equivalent) where it is satisfied, after due inquiry:
31.53.1 that the Patient’s stay in the place of temporary residence has exceeded three (3) months; and
31.53.2 that the Patient has not returned to his normal place of residence or any other place within the Patient Registration Area.

31.54 [bookmark: _bookmark138]The Commissioner shall notify the Contractor and, subject to Clause 31.27, where practicable, the Patient, of a removal under Clause 31.53.
31.55 A notification to the Patient under Clause 31.54 shall inform him of:

31.55.1 his entitlement to make arrangements for the provision to him of Essential Services (or their equivalent), including by the Contractor by whom he has been treated as a Temporary Resident; and
31.55.2 the name, postal and email address of the Commissioner.

[bookmark: _bookmark139]Removal from a list of pupils at a school etc.

31.56 [bookmark: _bookmark140]Where the Contractor provides Essential Services under the Contract to pupils at, or staff of, a school, the Commissioner shall remove from the Contractor’s List of Patients any such patients who do not appear on particulars of persons who are pupils at, or staff of, that school provided by that school.
31.57 Where the Commissioner has made a request to a school to provide the particulars mentioned in Clause 31.56 and has not received them, it shall consult the Contractor as to whether it should remove from its List of Patients any persons appearing on that list as pupils at, or staff of, that school.
31.58 [bookmark: _bookmark141]The Commissioner shall notify the Contractor in writing of Patients removed from its List of Patients under Clause 31.56
[bookmark: _bookmark142]Termination of responsibility for Patients not registered with the Contractor
31.59 [bookmark: _bookmark143]Where the Contractor:

31.59.1 has received an application for the provision of medical services other than Essential Services:
31.59.1.1 [bookmark: _bookmark144]from a person who is not included in the Contractor’s List of Patients;

31.59.1.2 [bookmark: _bookmark145]from a person whom it has not accepted as a Temporary Resident; or
31.59.1.3 on behalf of a person mentioned in Clauses
31.59.1.1 and 31.59.1.2, from one of the persons specified in Clause 31.11; and
31.59.2 has accepted that person as a Patient for the provision of the Service in question, its responsibility for that Patient shall be terminated in the circumstances referred to in Clause 31.60.
31.60 [bookmark: _bookmark146]The circumstances referred to in Clause 31.59 are:

31.60.1 the Patient informing the Contractor that he no longer wishes it to be responsible for provision of the service in question;
31.60.2 [bookmark: _bookmark147]in cases where the Contractor has reasonable grounds for terminating its responsibility which do not relate to the person’s race, gender, social class, age, religion, sexual orientation, appearance, disability or medical condition, the Contractor informing the Patient that it no longer wishes to be responsible for providing him with the service in question; or
31.60.3 it coming to the notice of the Contractor that the Patient:

31.60.3.1 no longer resides in the Patient Registration Area for which the Contractor has agreed to provide the service; or
31.60.3.2 is no longer included in the List of Patients of the other contractor to whose Registered Patients the Contractor has agreed to provide the service in question.

31.61 [bookmark: _bookmark148]If the Contractor wishes to terminate its responsibility for a patient under Clause 31.60.2, it shall notify the Patient of the termination and the reason for it.
31.62 The Contractor shall keep a written record of terminations under Clause 31.59 to 31.61 and of the reasons for them and shall make this record available to the Commissioner on request.
31.63 A termination under Clause 31.60.2 shall take effect:

31.63.1 from the date on which the notice is given where the grounds for termination are those specified in Clause 31.36; or
31.63.2 in all other cases, fourteen (14) days from the date on which the notice is given.

31.63A	List of patients: Crown Servants posted overseas and their family members
31.63A.1	Meaning of “Qualifying Person”

31.63A.1.1	A person (“P”) is a Qualifying Person for the purposes of Clause 31.63A if:

31.63A.1.1.1 P is returning, or has returned, to the United Kingdom; and

31.63A.1.1.2 Clause 31.63A.1.2, 31.63A.1.3, 31.63A.1.4 or 31.63A.1.5
applies to P. 31.63A.1.2	This Clause applies to P if:
31.63A.1.2.1 P is a Civil Servant who is, or, immediately before their return to the United Kingdom, was, posted overseas; or

31.63A.1.2.2 where P is returning, or has returned, to the United Kingdom for more than three months, P:

31.63A.1.2.2.1	was a Civil Servant who was posted overseas; and

31.63A.1.2.2.2	is returning, or has returned, to the
United Kingdom (other than temporarily) for the first time since ceasing to be a Civil Servant.

31.63A.1.3	This Clause applies to P if P:

31.63A.1.3.1 is a relevant family member of a person to whom Clause 31.63A.1.2 applies (“R”); and

31.63A.1.3.2 is, or, immediately before their return to the United Kingdom, was, accompanying R on the posting mentioned in that Clause 31.63A.1.2.

31.63A.1.4	This Clause applies to P if P:

31.63A.1.4.1 is a relevant family member of a Civil Servant (“C”) who: 31.63A.1.4.1.1	is posted overseas; or
31.63A.1.4.1.2	where C is deceased, was at the time
of their death posted overseas; and

31.63A.1.4.2 is, or, immediately before their return to the United Kingdom, was, accompanying C on the posting mentioned in sub-Clause 31.63A.1.4.1.1.

31.63A.1.5	This Clause applies to P if:
31.63A.1.5.1 P is a relevant family member of a person (“M”) who; 31.63A.1.5.1.1	is a member of the armed forces of
the Crown who is, or, immediately

before their return to the United Kingdom, was, posted overseas;

31.63A.1.5.1.2   where M is returning, or has returned,
to the United Kingdom for more than three months:

31.63A.1.5.1.2.1	was a member of the
armed forces of the Crown who was posted overseas; and

31.63A.1.5.1.2.2	is returning, or has
returned, to the United Kingdom (other than temporarily) for the first time since ceasing to be a member of those forces; or

31.63A.1.5.1.3   where M is deceased, was at the time
of their death a member of the armed forces of the Crown posted overseas; and

31.63A.1.5.2 P is, or, immediately before their return to the United Kingdom, was, accompanying M on the posting mentioned in sub-Clause 31.63A.1.5.1.2.1.

31.63A.1.6	In this Clause 31.63A.1:

“Civil Servant” means a person employed in the civil service of the State;

“Crown Servant” means:

(a) a Civil Servant; or

(b) a member of the armed forces of the Crown.



31.63A.1.7	For the purposes of this Clause 31.63A.1 “Relevant Family Member”, in relation to a Crown Servant (including a Crown Servant who is deceased) (“C”), means:

31.63A.1.7.1 C’s spouse or civil partner;

31.63A.1.7.2 a person whose relationship with C has the characteristics of a relationship between spouses or civil partners;

31.63A.1.7.3 C’s former spouse or former civil partner;

31.63A.1.7.4 a person whose relationship with C had the characteristics of a relationship between spouses or civil partners but which has ended (for any reason);

31.63A.1.7.5 C’s widow, widower or surviving civil partner; or 31.63A.1.7.6 a Dependent Child.
31.63A.1.8	For the purposes of sub- Clause 31.63A.1.7.6, a person is a “Dependent Child” of a Crown Servant if they are a Child of the Crown Servant and:

31.63A.1.8.1 they:

31.63A.1.8.1.1	have not, or, when they departed the
United Kingdom, had not, attained the Relevant Age; and

31.63A.1.8.1.2	are, or, where the Crown Servant is
deceased, were, wholly or mainly financially dependent on the Crown Servant whilst accompanying the Crown Servant on their overseas posting; or

31.63A.1.8.2 they are, or, where the Crown Servant is deceased, were, wholly or mainly financially dependent on the Crown Servant because of a disability (within the meaning of section 6 of the Equality Act 2010).

31.63A.1.9	For the purposes of sub-Clause 31.63A.1.8.1.1 “Relevant Age”:

31.63A.1.9.1 in relation to a Child of a Civil Servant, means the age of 21;

31.63A.1.9.2 in relation to a Child of a member of the armed forces of the Crown, means the age of 25.

31.63A.2	Qualifying Persons to be treated as previous Patients of contractors

31.63A.2.1	For the purposes of Clause 31.63A, a Qualifying Person (“P”) is required to be treated as a previous Patient of the Contractor if:

31.63A.2.1.1 where Clause 31.63A.1.2 applies to P, P was removed from the Contractor’s, or a Predecessor Contractor’s, list of Patients under Clause 31.50.1 or 31.50.4 following the posting mentioned in Clause 31.63A.1.2 or a previous overseas posting;

31.63A.2.1.2 where Clause 31.63A.1.3 applies to P, R (within the meaning of that Clause) was removed from the Contractor’s, or a Predecessor Contractor’s, list of Patients under Clause 31.50.1 or 31.50.4 following the

posting mentioned in Clause 31.63A.1.2 or a previous overseas posting;

31.63A.2.1.3 where Clause 31.63A.1.4 applies to P, C (within the meaning of that Clause) was removed from the Contractor’s, or a Predecessor Contractor’s list of Patients under Clause 31.50.1 or 31.50.4 following the posting mentioned in Clause 31.63A.1.4 or a previous overseas posting;

31.63A.2.1.4 where Clause 31.63A.1.5 applies to P, P was removed from the Contractor’s, or a Predecessor Contractor’s, list of Patients under Clause 31.50.1 or 31.50.4 following P accompanying M (within the meaning of Clause 31.63A.1.5) on the posting mentioned in Clause 31.63A.1.5 or on a previous overseas posting.

31.63A.2.2	For the purposes of this Clause, a Contractor (”A”) is a Predecessor Contractor in relation to another Contractor (”B”) if B assumes any of the obligations of A to provide services which were originally provided by A under A’s contract.

31.63A.3	General interpretation of Clause 31.63A

31.63A.3.1	In Clause 31.63A:

“Child” means:

(a) a natural child;

(b) an adopted child; or

(c) a step-child;

“Planned Return Date” means the date on which a person intends to return to the United Kingdom;

“Qualifying Person” has the meaning given in Clause 31.63A.1; “Relevant Family Member” has the meaning given in Clause 31.63A.1.
31.63A.3.2	For the purposes of Clause 31.63A, a Crown Servant is posted overseas if:

31.63A.3.2.1 they are performing overseas (but not in Northern Ireland) the duties of a Civil Servant or member of the armed forces of the Crown (as the case may be); and

31.63A.3.2.2 they were, immediately before their posting or the first of consecutive postings, ordinarily resident in the United Kingdom.

31.63A.3.3	For the purposes of Clause 31.63A, a relevant family member of a Crown Servant who has not resided in the United Kingdom and is coming, or has come, to the United Kingdom for the first time is to be treated as if they:

31.63A.3.3.1 are returning, or have returned, to the United Kingdom; and

31.63A.3.3.2 departed the United Kingdom on the day on which they became a relevant family member of the Crown Servant.

31.63A.3.4	For the purposes of Clause 31.63A, a person is to be regarded as temporarily resident in a place if, when that person arrives in that place, they intend to stay for more than 24 hours but not for more than three months.

31.63A.4	Crown Servants and family members returning to the United Kingdom for more than three months: inclusion in list of original or successor practice

31.63A.4.1	Subject to Clause 31.63A.4.4, the Contractor must include a Qualifying Person (“P”) in the Contractor’s list of patients if:

31.63A.4.1.1 P is not registered as a Patient with a provider of Primary Medical Services;

31.63A.4.1.2 P is required to be treated as a previous Patient of the Contractor;

31.63A.4.1.3 P is returning, or has returned, to the United Kingdom for a period of more than three months; and

31.63A.4.1.4 either:

31.63A.4.1.4.1	P makes an application for inclusion in
the Contractor’s list of Patients (a “List Application”); or

31.63A.4.1.4.2	where P is a person to whom Clause
31.63A.4.2 applies, a List Application is made on their behalf by an Appropriate Person.

31.63A.4.2	This Clause applies to a person if they:
31.63A.4.2.1 have not attained the age of 16 years; or 31.63A.4.2.2 lack the capacity to make a List Application or to
authorise a person to make such an application on their behalf.

31.63A.4.3	For the purposes of Clause 31.63A.4.1 it does not matter whether the Contractor’s list of Patients is open or closed.

31.63A.4.4	A List Application:

31.63A.4.4.1 may be made on or after the date which is one month before the Planned Return Date; but

31.63A.4.4.2 must be made before the end of the period of three months beginning with the day on which the person returns to the United Kingdom.

31.63A.4.5	Clause 31.50.1 or 31.50.4 does not apply in respect of a Qualifying Person who is included in the Contractor’s list of Patients by virtue of Clause 31.63A.4.1 before their return to the United Kingdom.

31.63A.4.6	Where the Contractor accepts a List Application, the Contractor:

31.63A.4.6.1 must give notice in writing to the Board of that acceptance (including the Planned Return Date, where the application is made and accepted before that date) as soon as possible; but

31.63A.4.6.2 is not required to provide Primary Medical Services to the Qualifying Person before they return to the United Kingdom.

31.63A.4.7	The Board must, on receipt of a notice given under sub-Clause 31.63A.4.6.1:

31.63A.4.7.1 include the Qualifying Person in the Contractor’s list of Patients from The Relevant Date; and

31.63A.4.7.2 give notice in writing to the Qualifying Person or the Appropriate Person (as the case may be) of the acceptance.

31.63A.4.8	For the purposes of Clause 31.63A.4.7.1 “The Relevant Date” is:

31.63A.4.8.1 where the relevant List Application is made after a person’s return to the United Kingdom, the date on which

the Board receives the notice given under sub-Clause 31.63A.4.7.1;

31.63A.4.8.2 where the relevant List Application is made before a person’s return to the United Kingdom, the later of:

31.63A.4.8.2.1	the planned return date; and

31.63A.4.8.2.2	the date on which the Board receives
the notice given under sub-Clause 31.63A.4.7.1.

31.63A.4.9	This Clause 31.63A.4 is subject to Clause 31.63A.8.

31.63A.5	Persons returning to the United Kingdom for three months or less: temporary registration with original or successor practice

31.63A.5.1	The Contractor must accept a Qualifying Person to whom Clause 31.63A.5.2 applies (“P”) as a temporary resident provided that the Contractor is satisfied that:

31.63A.5.1.1 if P is in the United Kingdom, P is not being provided with Essential Services (or their equivalent) under any other arrangement in the locality where P is temporarily residing; or

31.63A.5.1.2 if P is not yet in the United Kingdom, when P arrives in the United Kingdom, P will not be provided with Essential Services (or their equivalent) under any other arrangement in the locality where P will be temporarily residing.

31.63A.5.2	This Clause applies to a Qualifying Person if:

31.63A.5.2.1 they are returning, or have returned, to the United Kingdom for a period of more than 24 hours but not more than three months;

31.63A.5.2.2 they are required to be treated as a previous Patient of the Contractor; and

31.63A.5.2.3 either:

31.63A.5.2.3.1	they make an application to be
accepted as a Temporary Resident by the Contractor (a “Temporary Resident Application”); or

31.63A.5.2.3.2	where they are a person to whom
Clause 31.63A.5.3 applies, a Temporary Resident Application is made on their behalf by an Appropriate Person.

31.63A.5.3	This Clause applies to a person if they:
31.63A.5.3.1 have not attained the age of 16 years; or 31.63A.5.3.2 lack the capacity to make a Temporary Resident
Application or to authorise a person to make such an application on their behalf.

31.63A.5.4	For the purposes of Clause 31.63A.5.1 it does not matter whether the Contractor’s list of Patients is open or closed.

31.63A.5.5	A Temporary Resident Application may be made on or after the date which falls one month before the planned return date.

31.63A.5.6 Where the Contractor accepts a Temporary Resident Application, the Contractor’s responsibility for the relevant Qualifying Person does not begin until the Relevant Date.

31.63A.5.7	Where the Contractor wants to terminate its responsibility for a Qualifying Person accepted by it as a temporary resident under this Clause before the end of the Temporary Residence Period:

31.63A.5.7.1 the Contractor must give notice, either orally or in writing, of that fact to the Qualifying Person or an Appropriate Person (as the case may be); and

31.63A.5.7.2 the Contractor’s responsibility for the Qualifying Person is to cease seven days after the date on which the notice mentioned in sub-Clause 31.63A.5.7.1 is given.

31.63A.5.8	The Contractor must give notice in writing to the Board of its acceptance of a Qualifying Person as a Temporary Resident:

31.63A.5.8.1 at the end of the period of three months beginning with the Relevant Date; or

31.63A.5.8.2 if the Contractor’s period of responsibility for that person as a Temporary Resident came to an end earlier than the end of the three month period referred to in Clause 31.63A.5.8.1, at the end of that period.

31.63A.5.9	In this Clause 31.63A.5:

“Relevant Date” means the later of:

(a) the date on which the Contractor accepts the Qualifying Person as a Temporary Resident; and

(b) the date on which the Qualifying Person returns to the United Kingdom;

“the Temporary Residence Period”, in relation to a Qualifying Person, means:

(a) the period of three months beginning with the Relevant Date; or

(b) such shorter period for which the Contractor agreed to accept that person as a temporary resident.

31.63A.5.10 Not Used.

31.63A.5.11 This Clause 31.63A.5 is subject to Clause 31.63A.8.

31.63A.6	Crown Servants and family members returning to the United Kingdom for more than three months: inclusion in list of Patients of a new practice

31.63A.6.1	The Contractor must, if the Contractor’s list of Patients is open, include a Qualifying Person (“P”) in the Contractor’s list of Patients if:

31.63A.6.1.1 P is not registered as a Patient with a provider of Primary Medical Services;

31.63A.6.1.2 P is returning, or has returned, to the United Kingdom for a period of more than three months;

31.63A.6.1.3 P is not required to be treated as a previous Patient of the Contractor; and

31.63A.6.1.4 either:

31.63A.6.1.4.1	P makes an application for inclusion in
that list (a “List Application”); or

31.63A.6.1.4.2	where P is a person to whom Clause
31.63A.6.2 applies, a List Application is made on their behalf by an Appropriate Person.

31.63A.6.2	This Clause applies to a person if they:

31.63A.6.2.1 have not attained the age of 16 years; or

31.63A.6.2.2 lack the capacity to make a list application or to authorise a person to make such an application on their behalf.

31.63A.6.3	A List Application may be made during the period commencing one month prior to the planned return date and ending 24 hours prior to that date.

31.63A.6.4	Where the Contractor’s list of Patients is closed, the Contractor may, by virtue of this Clause, accept a List Application if the applicant is an immediate family member of a registered Patient.

31.63A.6.5	Clause 31.50.1 or 31.50.4 does not apply in respect of a Qualifying Person who is included in the Contractor’s list of Patients by virtue of Clause 31.63A.6.1 before their return to the United Kingdom.

31.63A.6.6	Where the Contractor accepts a List Application, the Contractor:

31.63A.6.6.1 must give notice in writing to the Board of that acceptance (including the Planned Return Date) as soon as possible; but

31.63A.6.6.2 is not required to provide Primary Medical Services to the Qualifying Person before they return to the United Kingdom.

31.63A.6.7	The Board must, on receipt of a notice given under sub-Clause 31.63A.6.6.1:

31.63A.6.7.1 include the Qualifying Person in the Contractor’s list of Patients from the Relevant Date; and

31.63A.6.7.2 give notice in writing to the Qualifying Person or the Appropriate Person (as the case may be) of the acceptance.

31.63A.6.8	For the purposes of sub-Clause 31.63A.6.7.1 “The Relevant Date” is the later of:

31.63A.6.8.1 the date on which the Board receives the notice given under sub-Clause 31.63A.6.6.1; and

31.63A.6.8.2 the Planned Return Date.

31.63A.6.9	This Clause is subject to Clause 31.63A.8.

31.63A.7	Crown Servants and family members returning to the United Kingdom for three months or less: temporary registration with new practice

31.63A.7.1	The Contractor must, if the Contractor’s list of Patients is open, accept a Qualifying Person to whom Clause 31.63A.7.2 applies (“P”) as a temporary resident provided that the Contractor is satisfied that:

31.63A.7.1.1 if P is in the United Kingdom, P is not being provided with Essential Services (or their equivalent) under any other arrangement in the locality where P is temporarily residing; or

31.63A.7.1.2 if P is not yet in the United Kingdom, when P arrives in the United Kingdom, P will not be provided with Essential Services (or their equivalent) under any other arrangement in the locality where P will be temporarily residing.

31.63A.7.2	This Clause applies to a Qualifying Person if:

31.63A.7.2.1 they are returning, or have returned, to the United Kingdom for a period of at least 24 hours but not more than three months;

31.63A.7.2.2 they are not required to be treated as a previous Patient of the Contractor; and

31.63A.7.2.3 either:

31.63A.7.2.3.1	they make an application to be
accepted as a Temporary Resident by the Contractor (a “Temporary Resident Application”); or

31.63A.7.2.3.2	where they are a person to whom
Clause 31.63A.7.3 applies, a temporary resident application is made on their behalf by an appropriate person.

31.63A.7.3	This Clause applies to a person if they:
31.63A.7.3.1 have not attained the age of 16 years; or 31.63A.7.3.2 lack the capacity to make a Temporary Resident
Application or to authorise a person to make such an application on their behalf.

31.63A.7.4 A Temporary Resident Application may be made on or after the date which falls one month before the Planned Return Date.

31.63A.7.5 Where the Contractor accepts a Temporary Resident Application, the Contractor’s responsibility for the relevant Qualifying Person does not begin until the Relevant Date.

31.63A.7.6	Where the Contractor wants to terminate its responsibility for a Qualifying Person accepted by it as a Temporary Resident under this Clause before the end of the Temporary Residence Period:

31.63A.7.6 .1		the Contractor must give notice, either orally or in writing, of that fact to the Qualifying Person or an Appropriate Person (as the case may be); and

31.63A.7.6 .2		the Contractor’s responsibility for the Qualifying Person is to cease seven days after the date on which the notice mentioned in sub-Clause 31.63A.7.6.1 is given.

31.63A.7.7	The Contractor must give notice in writing to the Board of its acceptance of the Qualifying Person as a Temporary Resident:

31.63A.7.7.1 at the end of the period of three months beginning with the Relevant Date; or

31.63A.7.7.2 if the Contractor’s period of responsibility for that person as a Temporary Resident came to an end earlier than the end of the three month period referred to in sub-Clause 31.63A.7.7.1, at the end of that period.

31.63A.7.8	In this Clause:

”Relevant Date” means the later of:

(a) the date on which the Contractor accepts the Qualifying Person as a Temporary Resident; and

(b) the date on which the Qualifying Person returns to the United Kingdom;

“the Temporary Residence Period”, in relation to a Qualifying Person, means:

(a) the period of three months beginning with the Relevant Date; or

(b) such shorter period for which the Contractor agreed to accept that person as a temporary resident.

31.63A.7.9	Not Used.

31.63A.7.10 This Clause 31.63A.7 is subject to Clause 31.63A.8.

31.63A.8	Refusal of an application under Clauses 31.63A.4 to 31.63A.7

31.63A.8.1	The Contractor may refuse a List Application, or a Temporary Residence Application, if (and only if) the Contractor has reasonable grounds for doing so which do not relate to the Qualifying Person’s age, appearance, disability or medical condition, gender or gender reassignment, marriage or civil partnership, pregnancy or maternity, race, religion or belief, sexual orientation or social class.

31.63A.8.2	The reasonable grounds referred to in Clause 31.63A.8.1 may, in the case of a List Application, include the ground that the Qualifying Person will not, on or after the Planned Return Date, live in, or does not intend to live in, either of the following areas:

31.63A.8.2.1 the Contractor’s Practice Area; or

31.63A.8.2.2 the outer boundary area (the area referred to in Clause 2.2).

31.63A.8.3	Where the Contractor refuses a List Application, or Temporary Resident Application, the Contractor must give a Refusal Notice to the

Relevant Person before the end of the period of 14 days beginning with the date of the decision to refuse the application.

31.63A.8.4	For the purposes of Clause 31.63A.8.3, the “Relevant Person” is: 31.63A.8.4.1 the applicant; or
31.63A.8.4.2 where the application was made on behalf of a person who has not attained the age of 16 years or a person who lacks capacity, the person who made the application on their behalf.

31.63A.8.5	The Contractor must:

31.63A.8.5.1 keep a written record of:

31.63A.8.5.1.1	the refusal of any List Application; and

31.63A.8.5.1.2	its reasons for that refusal; and

31.63A.8.5.2 make such records available to the Board on request.

31.63 A.8.6	In this Clause 31.63A.8:

“List Application” means an application under Clause 31.63A.4 or 31.63A.6;

“Refusal Notice” means a notice which:

(a) is in writing; and

(b) includes the reasons for the decision to refuse the relevant application; and

“Temporary Residence Application” means an application under Clause 31.63A.5 or 31.63A.7.


[bookmark: _bookmark149]Application for Closure of Lists of Patients

31.64 Where the Contractor which wishes to close its List of Patients, it must send a written application (the “Application”) to close its list to the Commissioner. The Application must include the following details:
31.64.1 the options which the Contractor has considered, rejected or implemented in an attempt to relieve the difficulties which the Contractor has encountered in respect of its Open List
of Patients and, if any of the options were implemented, the level of success in reducing or extinguishing such difficulties;
31.64.2 any discussions between the Contractor and its Patients and a summary of those discussions including whether in the opinion of those Patients the List of Patients should or should not be closed;
31.64.3 any discussions between the Contractor and other providers in the Patient Registration Area and a summary of the opinion of the other providers as to whether the List of Patients should or should not be closed;
31.64.4 the period of time during which the Contractor wishes its List of Patients to be closed and that period must not be less than three (3) months and not more than twelve (12) months;
31.64.5 any reasonable support from the Commissioner which the Contractor considers would enable its List of Patients to remain Open or would enable the period of proposed closure to be minimised;
31.64.6 any plans the Contractor may have to alleviate the difficulties mentioned in that Application during the period the List of Patients may be closed in order for that list to re-

open at the end of the proposed closure period without the existence of those difficulties; and
31.64.7 any other information which the Contractor considers ought to be drawn to attention of the Commissioner.
31.65 The Commissioner must acknowledge receipt of the Application within a period of seven (7) days starting on the date the Application was received by the Commissioner.
31.66 The Commissioner must consider the Application and may request such other information from the Contractor which it requires to enable it to consider the Application.
31.67 [bookmark: _bookmark150]The Commissioner must enter into discussions with the Contractor concerning:
31.67.1 the support which the Commissioner may give the Contractor; or
31.67.2 changes which the Commissioner or Contractor may make, to enable the Contractor to keep its List of Patients open.
31.68 The Commissioner and the Contractor must, throughout the discussions referred to in Clause 31.67, use its reasonable endeavours to achieve the aim of keeping the Contractor's List of Patients Open.
31.69 The Commissioner or the Contractor may, at any stage during the discussions, invite the Local Medical Committee for the area in which the Contractor provides Services under the Contract to attend any meetings arranged between the Commissioner and the Contractor to discuss the Application.
31.70 [bookmark: _bookmark151]The Commissioner may consult such persons as it appears to the Commissioner as may be affected by the closure of the Contractor's List of Patients, and if it does so, the Commissioner must provide to the Contractor a summary of the views expressed by those consulted in respect of the Application.

31.71 The Commissioner must enable the Contractor to consider and comment on all the information before the Commissioner makes a decision in respect of the Application.
31.72 The Contractor may withdraw its Application at any time before the Commissioner makes a decision in respect of that Application.
31.73 Within a period of 21 days starting on the date of receipt of the Application (or within such longer period as the Parties may agree), the Commissioner must make a decision:
31.73.1 to approve the Application and determine the date the closure is to take effect and the date the List of Patients is to re-open; or
31.73.2 to reject the Application.

31.74 The Commissioner must notify the Contractor of its decision to approve the Application in accordance with Clauses 31.75 to 31.76, or in the case where the Application is rejected, in accordance with Clauses 31.82 to 31.84.
31.74.1 The Contractor must not submit more than one application to close its List of Patients in any period of 12 months starting on the date on which the Commissioner makes its decision on the Application unless:
31.74.1.1 Clauses 31.82 to 31.84 apply; or

31.74.1.2 there has been a change in circumstances of the Contractor which affects its ability to deliver the Services under the Contract.
[bookmark: _bookmark152]Approval of Application to Close the Contractor’s List of Patients
31.75 [bookmark: _bookmark153]Where the Commissioner approves the application to close the Contractor’s List of Patients, it must--

31.75.1 notify the Contractor of its decision in writing as soon as possible and the notification (the “Closure Notice") must include the details referred to in Clause 31.76; and
31.75.2 at the same time as it notifies the Contractor, send a copy of the Closure Notice to the Local Medical Committee for the area in which the Contractor provides Services under the Contract and to any person it consulted in accordance with Clause 31.70.
31.76 [bookmark: _bookmark154]The Closure Notice must include:

31.76.1 the period of time for which the Contractor's List of Patients will be closed which must be:
31.76.1.1 the period specified in the application to close the List of Patients; or
31.76.1.2 in the case where the Commissioner and the Contractor have agreed in writing a different period, that different period,
and in either case, the period must be not less than three
(3) months and not more than 12 months;

31.76.2 the date from which the closure of the List of Patients is to take effect; and
31.76.3 the date from which the List of Patients is to re-open.

31.77 Subject to Clause 31.100, the Contractor must close its List of Patients with effect from the date the closure of the List of Patients is to take effect and the List of Patients must remain closed for the duration of the closure period as specified in the Closure Notice.
31.78 Not used

31.79 Not used

31.80 Not used

31.81 Not used

[bookmark: _bookmark155]Rejection of an Application to Close the Contractor’s List of Patients
31.82 [bookmark: _bookmark156]Where the Commissioner rejects an application to close the Contractor’s List of Patients it must--
31.82.1 notify the Contractor of its decision in writing as soon as possible and the notification must include the reasons for the rejection of the application; and
31.82.2 at the same time as it notifies the Contractor, send a copy of the notification to the Local Medical Committee for the area in which the Contractor provides Services under the Contract and to any person it consulted in accordance with Clause 31.70.
31.83 Subject to Clause 31.84, if the Commissioner makes a decision to reject the Contractor’s application to close its List of Patients, the Contractor must not make a further application until--
31.83.1 the end of the period of three (3) months, starting on the date of the decision of the Commissioner to reject; or
31.83.2 the end of the period of three (3) months, starting on the date of the final determination in respect of a dispute arising from the decision to reject the application made pursuant to the Dispute Resolution Procedure,
whichever is the later.

31.84 [bookmark: _bookmark157]The Contractor may make a further application to close its List of Patients where there has been a change in the circumstances of the Contractor which affects its ability to deliver services under the Contract.
31.85 Not used

31.86 Not used

31.87 Not used

[bookmark: _bookmark158]Application for an Extension of a closure period

31.88 [bookmark: _bookmark159]The Contractor may apply to extend a closure period by sending a written application to extend the closure period no later than eight (8) weeks before the date that period is due to expire.
31.89 [bookmark: _bookmark160]The application to extend the closure period must include:

31.89.1 details of the options the Contractor has considered, rejected or implemented in an attempt to relieve the difficulties which have been encountered during the closure period or which may be encountered when the closure period expires;
31.89.2 the period of time during which the Contractor wishes its List of Patients to remain closed, which extended period of desired closure must not be more than 12 months;
31.89.3 details of any reasonable support from the Commissioner which the Contractor considers would enable its List of Patients to re-open or would enable the proposed extension of the closure period to be minimised;
31.89.4 details of any plans the Contractor may have to alleviate the difficulties mentioned in the application to extend the closure period in order for the List of Patients to re-open at the end of the proposed extension of the closure period without the existence of those difficulties; and
31.89.5 any other information which the Contractor considers ought to be drawn to the attention of the Commissioner.
31.90 The Commissioner must acknowledge receipt of the application for an extension of the closure period within a period of seven (7) days starting on the date the application was received by the Commissioner.
31.91 The Commissioner must consider the application for an extension of the closure period and may request such other information from the Contractor which it requires to enable it to consider that application.

31.92 The Commissioner may enter into discussions with the Contractor concerning--
31.92.1 the support which the Commissioner may give the Contractor; or
31.92.2 changes which the Commissioner or Contractor may make to enable the Contractor to re-open its List of Patients.
31.93 Within a period of fourteen (14) days starting on the date of receipt of the application to extend the closure period (or within such longer period as the parties may agree), the Commissioner must make a decision as to whether to approve or reject the application to extend the closure period.
31.94 The Commissioner must notify the Contractor of its decision to approve or reject the application to extend the closure period as soon as possible after making its decision.
31.95 Where the Commissioner approves the application to extend the closure period, it must--
31.95.1 notify the Contractor of its decision in writing and the notification (the “Extended Closure Notice”) shall include the details referred to in Clause 31.96; and
31.95.2 at the same time as it notifies the Contractor, send a copy of the Extended Closure Notice to the Local Medical Committee for the area in which the Contractor provides the Services under the Contract and to any person it consulted in accordance with Clause 31.70.
31.96 [bookmark: _bookmark161]The Extended Closure Notice must include:

31.96.1 the period of time for which the Contractor's List of Patients will remain closed which must be--
31.96.1.1 the period specified in the application to extend the closure period; or

31.96.1.2 in the case where the Commissioner and the Contractor have agreed in writing a different period to the period specified in the application to extend the closure period, the period which is agreed,
and in either case, the period (the "Extended Closure Period"), must not be less than three
(3) months and not more than 12 months;

31.96.2 the date from which the Extended Closure Period is to take effect; and
31.96.3 the date on which the List of Patients is to re-open.

31.97 Where the Commissioner rejects an application to extend the closure period it must:
31.97.1 notify the Contractor of its decision in writing and the notification must include the reasons for the rejection of the application; and
31.97.2 at the same time as it notifies the Contractor, send a copy of the notification to the Local Medical Committee for the area in which the Contractor provides the Services under the Contract.
31.98 Where an application for an extension of the closure period is made in accordance with Clauses 31.88 and 31.89, the List of Patients will remain closed pending:
31.99 the determination by the Commissioner of the application for an extension of the closure period; or
31.99.1 the Contractor ceasing to pursue any dispute arising from the application for an extension of the closure period pursuant to the NHS Dispute Resolution Procedure (or any court proceedings),
whichever is the later.

[bookmark: _bookmark162]Re-opening of List of Patients

31.100 [bookmark: _bookmark163]The Contractor may re-open its List of Patients if, before the expiry of the closure period, the Commissioner and the Contractor agree that the Contractor should re-open its List of Patients.
[bookmark: _bookmark164]Assignment of patients to lists - general

31.100A	Clauses 31.101 to 31.120 apply in respect of the assignment by the Commissioner of:

31.100A.1	a person as a new Patient to the Contractor's List of Patients where that person:

31.100A.1.1 has been refused inclusion in a contractor's list of patients or has not been accepted as a temporary resident by a contractor; and

31.100A.1.2 would like to be included in the list of a contractor in whose CCG area that person resides;

31.100A.2	any person who is part of a List Dispersal resulting from the closure of a practice where that person:

31.100A.2.1 has not registered with another contractor, and

31.100A.2.2 would like to be included in the list of patients of a contractor in whose CCG area that person resides; or

31.100A.3	any person who is part of a List Dispersal resulting from the closure of a practice where that person has not registered with another contractor and the Commissioner has been unable to contact that person.

31.100 B	In clause 31.100A, "List Dispersal" means the allocation of patients from a contractor's list of patients by the Commissioner following termination of the contract or during the period set out in the notice of termination or agreement to terminate.

[bookmark: _bookmark165]Assignment of patients to lists - open lists

31.101 [bookmark: _bookmark166]The Commissioner may, subject to Clause 31.105, assign a new Patient to the Contractor whose List of Patients is open.
31.102 Not used.

[bookmark: _bookmark167]Assignment of patients to lists - closed lists

31.103 The Commissioner may not assign a Patient to the Contractor where it has closed its List of Patients except in the circumstances specified in Clause 31.104.
31.104 [bookmark: _bookmark168]The Commissioner may, subject to Clause 31.105, assign a new patient to the Contractor when it has closed its List of Patients if:
31.104.1 the Assessment Panel has determined under the applicable provision of Schedule 5 of the PMS Agreements Regulations that patients may be assigned to the Contractor, and that determination has not been overturned
either by a determination of the Secretary of State or (where applicable) by a court; and
31.104.2 the Commissioner has entered into discussions with the Contractor regarding the assignment of a patient if such discussions are required under Clauses 31.118to 31.120.
[bookmark: _bookmark169]Factors relevant to assignments

31.105 [bookmark: _bookmark170]In making an assignment to the Contractor under Clauses 31.101 to 31.104, the Commissioner shall have regard to:
31.105.1 the wishes and circumstances of the Patient to be assigned;

31.105.2 the distance between the Patient’s place of residence and the Practice Premises;
31.105.3 any request made by the Contractor to remove the Patient from its List of Patients within the preceding period of six (6) months starting on the date on which the application for assignment is received by the Commissioner;
31.105.4 whether, during the six (6) months ending on the date on which the application for assignment is received by the Commissioner, the Patient’s name has been removed from the List of Patients on the grounds referred to in:
31.105.4.1 Clauses 31.28 to 31.35 (Removals from the List at the request of the Contractor);
31.105.4.2 [bookmark: _bookmark171]Clauses 31.36 to 31.43 (Removal of Violent Patients from the List of Patients); or
31.105.4.3 [bookmark: _bookmark172]the equivalent provision in relation to arrangements made under section 83(2) of the 2006 Act, or under a contract made in accordance with the GMS Contracts Regulations;
31.105.5 in a case in which Clause 31.105.4.2 applies (or the equivalent provisions as mentioned in Clause 31.105.4.3 apply) whether the Contractor has appropriate facilities to deal with such Patients; and
31.105.6 such other matters as the Commissioner considers to be relevant.
[bookmark: _bookmark173]Assignment of patients from outside practice area

31.105 A	Where the Commissioner has assigned a person to the Contractor's List of Patients in accordance with clauses 31.101 to 31.120, and that person resides outside the Contractor's Patient Registration Area, clauses 31.125C, 31.125D and 31.125E are to apply as if the Contractor

had accepted that Patient onto its List of Patients in accordance with clause 31.125, unless the Contractor chooses to include that person in its List of Patients for its practice area on assignment by the Commissioner.
[bookmark: _bookmark174]Assignments to closed lists: determination of the Assessment Panel
31.106 [bookmark: _bookmark175]If the Commissioner wishes to assign new patients to providers who have closed their list of patients (including the Contractor), it must prepare a proposal to be considered by the Assessment Panel.
31.107 The Commissioner must notify in writing:

31.107.1 [bookmark: _bookmark176]providers (including the Contractor) who provide primary medical services under arrangements made under section 83(2) of the 2006 Act or under a Contract made in accordance with the GMS Contracts Regulations 2004, which:
31.107.1.1 have closed their list of patients; and

31.107.1.2 may, in the opinion of the Commissioner, be affected by the determination of the Assessment Panel; and
31.107.2 the Local Medical Committee (if any) for the area in which the providers (including the Contractor) referred to in clause
31.107.1 provide Essential Services (or their equivalent), that it has referred the matter to the Assessment Panel.
31.108 [bookmark: _bookmark177]The Commissioner must ensure that the Assessment Panel is appointed to consider and determine its proposal made under Clause 31.106, and the composition of the Assessment Panel shall be as described in Clause 31.109.
31.109 [bookmark: _bookmark178]The members of the Assessment Panel must be:

31.109.1 a member of the Commissioner who is a director;

31.109.2 a patient representative who is a member of the Local Health and Wellbeing Commissioner or Local Healthwatch organisation; and
31.109.3 a member of a Local Medical Committee but not a member of the Local Medical Committee formed for the area in which the Contractor provides Essential Services.
31.110 [bookmark: _bookmark179]In reaching its determination, the Assessment Panel must have regard to relevant factors including:
31.110.1 whether the Commissioner has attempted to secure the provision of Essential Services (or their equivalent) for new patients other than by means of its proposed assignment to a provider (including the Contractor) with a closed list of patients; and
31.110.2 whether the workload of those providers (including the Contractor) is likely to be affected by any decision to assign such patients to their list of patients.
31.111 The Assessment Panel must reach a determination within a period of 28 days starting on the date on which the Assessment Panel was appointed.
31.112 The Assessment Panel:

31.112.1 must determine whether the Commissioner may assign patients to a provider (including the Contractor) which has a closed list of patients; and
31.112.2 if it so determines that the Commissioner may make such an assignment, must determine in the case where there is more than one provider, those providers to which patients may be assigned.
31.113 The Assessment Panel may determine that the Commissioner may assign new patients to provider other than the providers (including the

Contractor) specified in Clause 31.106, as long as the Contractors were notified under Clause 31.107.1.
31.114 The Assessment Panel’s determination must include its comments on the matters referred to in Clause 31.110, and must be notified in writing to those Contractors referred to in Clause 31.107.1.
[bookmark: _bookmark180]Assignments to closed lists: Dispute Resolution Procedure relating to determinations of the Assessment Panel
31.115 [bookmark: _bookmark181]Where the Assessment Panel determines in accordance with the applicable provisions of Schedule 5 to the PMS Agreements Regulations that the Commissioner may assign new patients to Contractors which have closed their lists of patients, and the Contractor is specified in that determination, the Contractor may refer the matter to the Secretary of State to review the determination of the Assessment Panel.
31.116 Where, pursuant to Clause 31.115, the Contractor wishes to refer the matter to the Secretary of State either by itself, or jointly with other provider specified in the determination of the Assessment Panel, it must, either by itself or together with the other providers, within the period of seven (7) days beginning with the date of the determination of the Assessment Panel, send to the Secretary of State a written request for dispute resolution which shall include or be accompanied by:
31.116.1 the names and addresses of the parties to the dispute;

31.116.2 a copy of the Contract (or contracts); and

31.116.3 a brief statement describing the nature and circumstances of the dispute.
31.117 Where a matter is referred to the Secretary of State in accordance with Schedule 5 to PMS Agreement Regulations it shall be reviewed in

accordance with the procedure specified in Schedule 5, Part 2, paragraph 35.
[bookmark: _bookmark182]Assignments to closed lists: assignments of patients by the Commissioner
31.118 [bookmark: _bookmark183]Before the Commissioner may assign a patient to the Contractor where it has closed its list, it shall, subject to Clause 31.120, enter into discussions with the Contractor regarding additional support that the Commissioner can offer the Contractor, and the Commissioner shall use its best endeavours to provide appropriate support.
31.119 In the discussions referred to in Clause 31.118, both parties shall use reasonable endeavours to reach agreement.
31.120 [bookmark: _bookmark184]The requirement in Clause 31.118 to enter into discussions applies:

31.120.1 to the first assignment of a patient to the Contractor; and

31.120.2 to any subsequent assignment to that Contractor to the extent that it is reasonable and appropriate having regard to the numbers of patients who have been or may be assigned to it and the period of time since the last discussions under Clause 31.118 took place.
[bookmark: _bookmark185]Patients aged 75 and over: Accountable GP

31.121 The Contractor must ensure that for each of its Registered Patients aged 75 and over there is assigned an Accountable GP.
31.122 The Accountable GP must:

31.122.1 [bookmark: _bookmark186]take lead responsibility for ensuring that all Services are, to the extent that their provision is considered necessary to meet the needs of the patient, delivered to the Patient;
31.122.2 take all reasonable steps to recognise and appropriately respond to the physical and psychological needs of the Patient in a timely manner;

31.122.3 ensure that the Patient receives a Health Check if, and within a reasonable period after, one has been requested; and
31.122.4 work co-operatively with other health and social care professionals who may become involved in the care and treatment of the Patient to ensure the delivery of a multi- disciplinary care package designed to meet the needs of the Patient
31.123 The Contractor must –

31.123.1 inform the Patient, in such manner as is considered appropriate by the Practice, of the assignment to them of an Accountable GP which must states the name and contact details of the Accountable GP and the role and responsibilities of the Accountable GP in respect of the Patient;
31.123.2 	inform the Patient as soon as any circumstances arise in which the Accountable GP is not able, for any significant period, to carry out their duties towards the Patient; and
31.123.3 where the Practice considers it to be necessary, assign a replacement Accountable GP to the Patient and give notice to the Patient accordingly.
31.124 The Contractor must comply with the requirement in clause 31.122.1:

31.124.1 in the case of any person who is included in the List of Patients immediately before 1 April 2014 and:
31.124.1.1 is aged 75 or over on or before that date, by 30 June 2014; or
31.124.1.2 who attains the age of 75 after that date, within 21 days from the date on which that person attained that age; or

31.124.2 in the case of any person aged 75 or over who is accepted by the Contractor as a Registered Patient on or after 1 April 2014, within 21 days from the date on which that person is so accepted.
[bookmark: _bookmark187]NHS e-Referral Service (e-RS)

31.124A	Except in the case of a contactor to which Clause 31.124A.1 or 31.124A.2 applies, the Contractor must require the use in its Practice Premises of the system for electronic referrals known as the NHS e- Referral Service (“e-RS”) in respect of each referral of any of its registered patients to a first consultant-led out-patient appointment for medical services under the Act in respect of which the facility to use e- RS is available.
31.124A.1	This Clause applies to a contractor which does not yet have e-RS in place for use in the contractor’s Practice Premises.
31.124A.2	This Clause applies to a contractor which:

31.124A.2.1 is experiencing technical or other practical difficulties which are preventing the use, or effective use, of e-RS in its Practice Premises; and
31.124A2.2 has notified the Commissioner that this is the case.

31.124A.3	A contractor to which Clause 31.124A.1 applies must require the use in its Practice Premises of alternative means of referring its registered patients to a first consultant-led outpatient appointment for medical services under the Act until such time as the contractor has e-RS in place for use in its practice premises.
31.124A.4	A contractor to which clause 31.124A.2 applies:

31.124A.4.1 must ensure that a plan is agreed between the contractor’s practice and the Commissioner for resolving the technical or other practical difficulties which are preventing the use, or effective use, of e-RS in the contractor’s Practice Premises; and;

31.124A.4.2 must require the use in its Practice Premises of alternative means of referring its registered patients to a first consultant-led out-patient appointment for medical services under the Act until such time as those technical or other practical difficulties have been resolved to the satisfaction of the Commissioner.
[bookmark: _bookmark188]Direct booking by NHS 111 or via a Connected Service

31.124B	The Contractor must ensure that as a minimum the following number of appointments during Core Hours for its Registered Patients are made available per day for direct booking by or via a service ("a Connected Service") approved by the Commissioner that is or may be accessed via NHS 111:
31.124B.1	one, where a contractor has 3,000 Registered Patients or fewer; or
31.124B.2	one for each whole 3,000 Registered Patients, where a Contractor has more than 3,000 Registered Patients.
31.124C	The Contractor must:

31.124C.1	configure its computerised systems to allow direct booking by NHS 111 or via a Connected Service;
31.124C.2	monitor its booking system for appointments booked by NHS 111 or via a Connected Service;
31.124C.3	assess the Post Event Message received from NHS 111 or via a Connected Service in order to decide whether an alternative to the booked appointment should be arranged, such as a telephone call to the Patient or an appointment with another Health Care Professional and where appropriate, make those arrangements; and
31.124C.4	co-operate with the Commissioner in its oversight of direct booking by NHS 111 or via a Connected Service by providing any information relating to direct booking by

NHS 111 or via a Connected Service which is reasonably required by the Commissioner.
31.124D	The requirements in Clauses 31.124B and 31.124C do not apply where:

31.124D.1	the Commissioner and the Contractor have agreed to suspend the requirements for operational reasons; or
31.124D.2	the Contractor does not have access to computer systems and software which would enable it to offer the service described in Clause 31.124B.
31.124E	In Clauses 31.124B to 31.124D, "Post Event Message" means the electronic message which is sent to a contractor at the end of a telephone call to NHS 111 or via a Connected Service.
31.124F	In order to assist in the management of a serious or potentially serious risk to human health arising as a consequence of a disease being, or in anticipation of a disease being imminently:
31.124 F.1	pandemic; and

31.124 F2	a serious risk or potentially a serious risk to human health;
the Commissioner may with the agreement of the Secretary of State make an announcement to the effect that the minimum numbers of appointments mentioned in clause 31.124B are modified in the circumstances specified (which may limit the area to which the modification relates), and for the duration of the period specified, in the announcement, and where the Commissioner does so, the minimum numbers are as so modified.

[bookmark: _bookmark189]Registered Patients from outside Patient Registration Area; variation of contractual terms
31.125 Where the Contractor provides Essential Services, the Contractor may accept on its List of Patients a person who resides outside of the Patient Registration Area. Where the Contractor accepts any such

person in accordance with this clause 31.125, clauses 31.125A to 31.125E shall apply.
31.125 A  Subject to clauses 31.125D and 31.125E, the terms of the Contract specified in clause 31.125B are varied so as to require the Contractor to provide to the person any services which the Contractor is required to provide to its Registered Patients under the Contract as if the person resided within the Patient Registration Area.

31.125B   The terms of the Contract specified for the purposes of clauses 31.125 to 31.125E are:

31.125B.1 the terms under which the Contractor is to provide Essential Services;
31.125B.2 any terms under which the Contractor is required to provide Out of Hours Services to patients to whom it provides Essential Services; and

31.125B.3 clause 3.2 (attendance at practice premises).

31.125C  Where, under clause 31.125, a Contractor accepts onto its List of Patients a person who resides outside of the Patient Registration Area and the Contractor subsequently considers that it is not clinically appropriate or practical to continue to provide that Patient with services in accordance with the terms specified in clause 31.125B, or to comply with those terms, clause 31.28 (which relates to the removal of a patient from the list at the Contractor's request) is deemed modified in relation to that patient so that:

31.125C.1 in clause 31.28 the Contractor is permitted to remove a Patient on the grounds of the Patient's disability or medical condition if the reason for the removal is that the Contractor considers that it is not clinically appropriate or practical to continue to provide Services under the Contract to the Patient which do not include the provision of such Services at the Patient's home address.

31.125D  Where the Contractor accepts a Patient in accordance with clause 31.125, the Contractor and the Commissioner are each released, in relation to that Patient, from all obligations, rights and liabilities relating to the terms specified in clause 31.125B (including any right to enforce those terms) where, in the opinion of the Contractor, it is not clinically appropriate or practical under those arrangements:

31.125D.1 to provide the services or access to services in accordance with those terms; or

31.125D.2 to comply with those terms.

31.125E  The Contractor must notify a person in writing, where the Contractor is minded to accept that person on its List of Patients in accordance with clause 31.125, that the Contractor is under no obligation to provide:

31.125E.1 Essential Services, and any other service in Core Hours, if, at the time treatment is required, it is not clinically appropriate or practical to provide Primary Medical Services given the particular circumstances of the Patient; or

31.125 E.2 Out of Hours Services if, at the time treatment is required, it is not clinically appropriate or practical to provide such services given the particular circumstances of the Patient.






[bookmark: _bookmark190]Savings in respect of the Patient Choice Extension Scheme
31.126 Where, before 1 April 2014 a Patient is included in the Contractor’s List of Patients pursuant to arrangements entered into by the Contractor and the Commissioner under the Patient Choice Extension Scheme and the terms of the Contract were varied pursuant to Direction 14 of

the APMS Directions as it had effect immediately before that date,12 the Patient may remain registered with the Contractor’s Practice and any variation to the Contract which exempts the Contractor’s Practice from obligations or liabilities under those arrangements continues to operate for such period as the patient remains so registered and paragraph 6 of the above mentioned Direction 14 as it had effect immediately before 1 April 2014 continues to have effect in relation to an APMS contract where, before that date, the Contractor had entered into arrangements with the Commissioner under the Patient Choice Extension Scheme.
[bookmark: _bookmark191]Newly registered patients – alcohol dependency screening
31.127 Where under clause 31.7 a Patient has been:

31.127.1 accepted onto the Contractor's List of Patients; or

31.127.2 assigned to that list by the Board,

the Contractor must take action to identify any such Patient over the age of 16 who is drinking alcohol at increasing or higher risk levels with a view to seeking to reduce the alcohol related health risks to that Patient.
31.128 The Contractor must comply with the requirement in clause 31.127 by screening the Patient using either one of the two shortened versions of

the World Health Organisation Alcohol Use Disorders Identification ("AUDIT") questionnaire13 which are known as:
31.128.1 FAST (which has four questions); or



12 i.e. Direction 14 (Mandatory terms for an APMS contract under which Patient Choice Extension Scheme arrangements are to be provided) of the Alternative Provider Medical Services Directions 2013.
13	The World Health Organisation Alcohol Use Disorders Identification Test (AUDIT) questionnaire can be accessed at http://www.who.int/substance_abuse/activities/sbi/en/. Further information about the test, and the questionnaires themselves, are available in hard copy from NHS England, PO Box 16738, Redditch, B97 7PT

31.128.2 AUDIT-C (which has three questions).

31.129 Where, under clause 31.128, the Contractor identifies a Patient as positive using either of the shortened versions of the AUDIT questionnaire specified in clause 31.128, the remaining questions of the full ten question AUDIT questionnaire are to be used by the Contractor
to determine increasing risk, higher risk or likely dependent drinking.

31.130 Where a Patient is identified as drinking at increasing or higher risk levels, the Contractor must:
31.130.1 offer the Patient appropriate advice and lifestyle counselling;

31.130.2 respond to any other need identified in the Patient which relates to the Patient's levels of drinking, including by providing any additional support or treatment required for people with mental health issues; and
31.130.3 in any case where the Patient is identified as a dependent drinker, offer the Patient a referral to such specialist services as are considered clinically appropriate to meet the needs of the Patient.
31.131 Where a patient is identified as drinking at increasing or higher risk levels or as a dependent drinker, the Contractor must ensure that the Patient is:
31.131.1 assessed for anxiety and depression;

31.131.2 offered screening for anxiety or depression; and

31.131.3 where anxiety or depression is diagnosed, provided with any treatment and support which may be required under the agreement, including referral for specialist mental health treatment.
31.132 The Contractor must make relevant entries, including the results of the completed questionnaire referred to in clause 31.128, in the Patient's record that the Contractor is required to keep under clause 32.



[bookmark: _bookmark192]Patients Living with Frailty

31.132A	The Contractor must take steps each year to identify any Registered Patient aged 65 years and over who is living with moderate to severe frailty.
31.132B	The Contractor must comply with the requirements of Clause 31.132A by using the Electronic Frailty Index 14 or any other appropriate assessment tool.

31.132C	Where the Contractor identifies a Patient aged 65 or over who is living with severe frailty, the Contractor must:

31.132C.1	undertake a clinical review in respect of the Patient which includes:

(a) an annual review of the Patient's medication; and


(b) where appropriate, a discussion with the Patient about whether the Patient has fallen in the last 12 months,

31.132C.2	provide the Patient with any other clinically appropriate interventions; and

31.132C.3	where the Patient does not have an enriched Summary Care Record15 , advise the Patient about the benefits of

14	Information about the Electronic Frailty Index is available in guidance published by the Commissioner entitled "Supporting Routine Frailty Identification through the GP Contract 2017/18". This guidance is available at: https//www.england.nhs.uk/publication/supportingroutine-frailty- identification-and-frailty-through-the-gp-contract-20172018/ or from NHS England, PO Box 16738, Redditch, B97 7PT.
15	Guidance about enriching a patient's Summary Care Record with additional information published by the Health and Social Care Information Centre is available at: http://webarchive.nationalarchives.gov.uk/20160921135209/http:/systems.digital.nhs.uk/scr/additional/ patientconsent.pdf or from NHS Digital, 4 Trevelyan Square, Boar Lane, Leeds LS1 6AA.

having an enriched Summary Care Record and activate that record at the Patient's request.

31.132 D The Contractor must, using codes agreed by the Commissioner for the purpose, record in the Patient's Summary Care Record any appropriate information relating to clinical interventions provided to a Patient under this Clause.
[bookmark: _bookmark193]Accountable GPs

31.133 A Contractor must ensure that for each of its Registered Patients (including patients under the age of 16) there is assigned an Accountable GP.
31.134 The Accountable GP must take the lead responsibility for ensuring that any services which the Contractor is required to provide under the Contract are, to the extent that their provision is considered necessary to meet the needs of the Patient, coordinated and delivered to the Patient.
31.135 The Contractor must –

31.135.1 inform the Patient, as soon as reasonably practicable and in such manner as is considered appropriate by the Practice, of the assignment to the Patient of an Accountable GP and must state the name and contact details of the Accountable GP and the role and responsibilities of the Accountable GP in respect of the Patient;
31.135.2 	inform the Patient as soon as any circumstances arise in which the Accountable GP is not able, for any significant period, to carry out the duties of an Accountable GP in respect of the Patient; and
31.135.3 where the Practice considers it to be necessary, assign a replacement Accountable GP to the Patient and give notice to the Patient accordingly.

31.136 The Contractor must comply with the requirement in sub-clause 31.135.1:
31.136.1 by 30th June 2015, in the case of any person who is included in the Contractor's List of Patients immediately before 1 April 2015; or
31.136.2 in the case of any person who is accepted by the Contractor as a Registered Patient on or after 1 April 2015, within 21 days from the date on which that patient is so accepted.
31.137 The requirement in clause 31.133 does not apply to:

31.137.1 any Patient of the Contractor who is aged 75 or over, or who attains the age of 75, on or after 1 April 2015; or
31.137.2 any other patient of the Contractor if the Contractor has been informed that the Patient does not wish to have an Accountable GP.
31.138 Where, under sub-clause 31.135.1, the Contractor informs a Patient of the assignment to them of an Accountable GP, the Patient may express a preference as to which general medical practitioner within the Contractor's Practice the Patient would like to have as the Patient's Accountable GP and, where such a preference has been expressed, the Contractor must make reasonable efforts to accommodate the request.
31.139 Where, under sub-clause 31.137.2, the Contractor has been informed by or in relation to a Patient that the Patient does not wish to have an Accountable GP, the Contractor must record that fact in the Patient's record that the Contractor is required to keep under clause 32.
31.140 The Contractor must include information about the requirement to assign an Accountable GP to each of its new and existing Registered Patients:
31.140.1 on the Contractor's Practice Website or Online Practice Profile; and

31.140.2 in the Contractor's Practice Leaflet.

31.141 Not used.

[bookmark: _bookmark194]Inclusion in list of patients: armed forces personnel

31.142 The Contractor may, if its List of Patients is open, include a person to whom clause 31.143 applies in its List of Patients for a period of up to two years and clause 31.50.2 does not apply in respect of any person included in the Contractor's List of Patients by virtue of clauses 31.142 to 31.146.
31.143 This clause applies to a person who is:

31.143.1 a serving member of the Armed Forces of the Crown who has received written authorisation from defence Medical Services16 to receive primary medical services from the Contractor's Practice; and
31.143.2 living or working within the Contractor's Patient Registration Area during the period in respect of which that written authorisation is given.
31.144 Where the Contractor has accepted a person to whom clause 31.143 applies onto its List of Patients, the Contractor must:
31.144.1 obtain a copy of the patient's medical record or a summary of that record from Defence Medical Services; and
31.144.2 provide regular updates to Defence Medical Services at such intervals as are agreed with Defence Medical Services about any care and treatment which the Contractor has provided to the Patient.
31.145 At the end of the period of two years, or on such earlier date as the Contractor's responsibility for the Patient has come to an end, the Contractor must:


16 Defence Medical Service is an umbrella organisation within the Ministry of Defence which is responsible for the provision of medical, dental and nursing services in the United Kingdom to members of the armed forces of the Crown.

31.145.1 Notify Defence Medical Services in writing that its responsibility for that person has come to an end; and
31.145.2 Update the Patient's medical record, or summary of that record, and return it to Defence Medical Services.
31.146 In clauses 31.142 to 31.145, "primary medical services" are the medical services which are provided by the Contractor's Practice under the Contract to which Part 4 of the 2006 Act applies.

Inclusion in List of Patients: Detained Persons

31.147 The Contractor must, if the List of Patients is open, include a person to whom Clause 31.148 applies (a "detained person") in that list and Clause
31.50.2 does not apply in respect of a detained person who is included
in the List of Patients by virtue of this Clause.


31.148 This Clause applies to a person who:


31.148.1 is serving a term of imprisonment of more than two (2) years, or more than one (1) term of imprisonment totalling, in the aggregate, more than two (2) years;

31.148.2 is not registered as a Patient with a provider of Primary Medical Services; and

31.148.3 makes an application under this Clause in accordance with Clause 31.149 to be included in the List of Patients by virtue of either Clause 31.147 or Clause 31.152 before the Scheduled Release Date.

31.149 An application under Clause 31.148.3 may be made during the period commencing one month prior to the Scheduled Release Date, and ending twenty-four (24) hours prior to that date.

31.150 Subject to Clauses 31.151 and 31.152, the Contractor may only refuse an application under Clause 31.148.3 if the Contractor has reasonable grounds for doing so which do not relate to the applicant's age, appearance, disability or medical condition, gender or gender reassignment, marriage or civil partnership, pregnancy or maternity, race, religion or belief, sexual orientation or social class.

31.151 The reasonable grounds referred to in Clause 31.150 may include the ground that the applicant will not, on or after the Scheduled Release Date, live in the Patient Registration Area or does not intend to live in that area.

31.152 Where the List of Patients is closed, the Contractor may, by virtue of this Clause, accept an application under Clause 31.148.3 if the applicant is an immediate family member of a Registered Patient.

31.153 Where the Contractor accepts an application from a person under Clause 31.148.3 for inclusion in the List of Patients, the Contractor:

31.153.1 must give notice in writing to the provider of the Detained Estate Healthcare Service or to the Commissioner of that acceptance as soon as possible, and

31.153.2 is not required to provide Primary Medical Services to that person until after the Scheduled Release Date.

31.154 The Commissioner must, on receipt of a notice given under Clause 31.153.1:

31.154.1 include the applicant in the List of Patients from the date notified to the Commissioner the provider of the Detained Estate Healthcare Service; and

31.154.2 give notice in writing to the provider of the Detained Estate Healthcare Service of that acceptance.

31.155 Where the Contractor refuses an application made under Clause 31.148.3, the Contractor must give notice in writing of that refusal, and the reasons for it, to the provider of the Detained Estate Healthcare Service or to the Commissioner before the end of the period of fourteen
(14) days beginning with the date of the Contractor's decision to refuse.


31.156 The Contractor must:


31.156.1 keep a written record of:


(a) the refusal of any application under Clause 31.148.3; and
(b) the reasons for that refusal; and


31.156.2 make such records available to the Commissioner on request.

RECORDS, INFORMATION, NOTIFICATION AND RIGHTS OF ENTRY

32 [bookmark: _bookmark195]Patient Records
32.1 In this Clause “computerised records” means records created by way of entries on a computer.
32.2 [bookmark: _bookmark196]The Contractor shall keep adequate records of its attendance on and treatment of its Patients and shall do so:
32.2.1 on forms supplied to it for the purpose by the Commissioner; or
32.2.2 [bookmark: _bookmark197]with the written consent of the Commissioner, by way of computerised records; or

32.2.3 in a combination of those two (2) ways.

32.3 The Contractor shall include in the records referred to in Clause 32.2 clinical reports sent in accordance with Clause 10.1.
32.4 The consent of the Commissioner required by Clause 32.2.2 shall not be withheld or, once given, withdrawn provided the Commissioner is satisfied, and continues to be satisfied, that:


32.4.1 [bookmark: _bookmark198]the computer system upon which the Contractor proposes to keep the records has been accredited by the Secretary of State or another person on his behalf in accordance with “General Practice Systems of Choice Level 2”;
32.4.2 [bookmark: _bookmark199]the security measures audit and system management functions incorporated into the computer system as accredited in accordance with Clause 32.4.1 have been enabled; and
32.4.3 the Contractor is aware of, and has signed an undertaking that it will have regard to the guidelines contained in “the Good Practice Guidelines for GP Electronic Records (Version 4)”, published on 21 March 2011 or in any document which it has been notified by the Commissioner has replaced that document.
32.5 Where a Patient’s records are computerised records the Contractor shall, as soon as possible following a request from the Commissioner, allow the Commissioner to access the information recorded on its computer system by means of the audit function referred to in Clause
32.4.2 to the extent necessary for the Commissioner to check that the audit function is enabled and functioning correctly.
32.6 [bookmark: _bookmark200]The Contractor shall send the complete records relating to a Patient to the Commissioner:
32.6.1 as soon as possible, at the request of the Commissioner; or

32.6.2 where a person on its list dies, before the end of the period of fourteen (14) days beginning with the date on which it was informed by the Commissioner of the death, or (in any other case) before the end of the period of one month beginning with the date on which it learned of the death and the Contractor’s obligations pursuant to this Clause, and Clause 32.7 below shall survive the termination or expiry of the Contract.
32.7 [bookmark: _bookmark201]To the extent that a Patient’s records are computerised records, the Contractor complies with Clause 32.6 if it sends to the Commissioner a copy of those records:
32.7.1 in written form; or

32.7.2 [bookmark: _bookmark202]with the written consent of the Commissioner in any other form.
32.8 The consent of the Commissioner to the transmission of information other than in written form for the purposes of Clause 32.7.2 shall not be withheld or withdrawn provided it is satisfied, and continues to be satisfied, with the following matters:
32.8.1 the Contractor’s proposals as to how the record will be transmitted;
32.8.2 the Contractor’s proposals as to the format of the transmitted record;
32.8.3 how the Contractor will ensure that the record received by the Commissioner is identical to that transmitted; and
32.8.4 how a written copy of the record can be produced by the Commissioner.
32.9 Where the Contractor keeps computerised records, the Contractor shall not disable, or attempt to disable, either the security measures or the audit and system management functions referred to in Clause 32.4.2.

32.9A	Record of Ethnicity Information

32.9A.1  This Clause applies if the Contractor, or a person acting on behalf of the Contractor, makes a request to a Patient (“P”) for P to disclose their ethnicity to the Contractor so that information can be recorded in P’s medical record (a “Relevant Request”).

32.9A.2  If P, or where P is a person to whom Clause 32.9A.4 applies, an Appropriate Person acting on behalf of P, discloses P’s ethnicity in response to the Relevant Request, the Contractor must record P’s ethnicity in P’s medical record.

32.9A.3  If P, or where P is a person to whom Clause 32.9A.4 applies, an Appropriate Person acting on behalf of P, indicates that they would prefer not to disclose P’s ethnicity in response to the Relevant Request, the Contractor must record that response in P’s medical record.

32.9A.4  This Clause applies to a person if they: 32.9A.4.1  are a Child; or
32.9A.4.2  lack the capacity to respond to the Relevant Request.

32.9A.5  Any information recorded in accordance with this Clause may only be processed if the processing is necessary for medical purposes.

32.9A.6   Nothing in this Clause 32.9A authorises the Processing of Personal Data in a manner inconsistent with any provision of the Data Protection Legislation.

32.9 A.7	In this Clause 32.9A:

“Data Protection Legislation”, “Personal Data” and “Processing” have the same meanings as in the Data Protection Act 2018 (see section 3 of that Act);

“Medical Purposes” has the meaning given for the purposes of section 251 of the 2006 Act.

[bookmark: _bookmark203]Summary Care Record

32.10 [bookmark: _bookmark204]The Contractor must, in any case where there is a change to the information included in a Patient’s medical record, enable an automated upload of Summary Information to the Summary Care Record, at least on a daily basis, using the approved systems provided to it by the Commissioner.
32.11 The requirement in clause 32.10 does not apply to the Contractor where:
32.11.1 the Contractor does not have access to computer systems and software which would enable it to carry out automated uploads of the Summary Information; and
32.11.2 the Contractor has, by 30 September 2014, publicised its plans to enable it to achieve that requirement by no later than 31 March 2015 by displaying a statement of intent at the Practice Premises and, where the Practice has a website, on the Practice Website.
[bookmark: _bookmark205]Electronic transfer of patient records

32.12 The Contractor must use the GP2GP Facility for the safe and effective transfer of any Patient Records:
32.12.1 in a case where a new Patient registers with the Practice, to the Practice from another provider of primary medical services (if any) with which the Patient was previously registered; or
32.12.2 in a case where the Contractor receives a request from another provider of primary medical services with which the Patient has registered, in order to respond to that request.
32.13 Not used.

32.13A	Clause 32.12 does not apply in the case of a Temporary Resident.

32.13B	Transfer of patient records between GP practices: time limits
32.13B.1	This Clause applies where:

32.13B.1.1	a Patient on the Contractor’s list of Patients has registered with another provider of Primary Medical Services; and
32.13B.1.2	the Contractor receives a request from that provider for the complete records relating to that Patient.
32.13B.2	The Contractor must, before the end of the period of 28 days beginning with the day on which it receives the request from the provider:
32.13B.2.1	send the complete records (other than any part of the records held only in paper form) to the provider via the GP2GP Facility in accordance with Clauses 32.12; and
32.13B.2.2	send to the Board in accordance with Clause 32.12, the complete records, or any part of the records:
32.13B.2.2.1 for which the Contractor does not receive a Confirmation; or
32.13B.2.2.2 held only in paper form.

32.13 B.3	In this Clause 32.13B:

“Confirmation”, in relation to records sent via the GP2GP Facility, means Confirmation of safe and effective transfer via that facility.
[bookmark: _bookmark206]Clinical correspondence: requirement for NHS number

32.14 The Contractor must include the NHS Number of a Registered Patient as the primary identifier in all Clinical Correspondence issued by the Contractor which relates to that Patient except where, in exceptional

circumstances outside of the Contractor’s control, it is not possible for the Contractor to ascertain the patient’s NHS Number.
[bookmark: _bookmark207]Use of fax machines

32.14A	Where the Contractor can transmit information by electronic means (other than facsimile transmission) securely and directly to a Relevant Person, the Contractor must not:
32.14A.1	transmit any information to that person by facsimile transmission; or
32.14A.2	agree to receive any information from that person by facsimile transmission.
32.14B   Clause 32.14A does not apply to any information which relates solely to the provision of clinical services or treatment to a Patient under a private arrangement.
32.14C  In clauses 32.14A to 32.14C, "Relevant Person" means: 32.14C.1   an NHS Body;
32.14C.1	another health service provider;

32.14C.1	a Patient; or

32.14 C.1	a person acting on behalf of a Patient.

[bookmark: _bookmark208]Patient online services: appointments and prescriptions

32.15 [bookmark: _bookmark209]The Contractor must promote and offer to its Registered Patients the facility for a Patient:
32.15.1 [bookmark: _bookmark210]to book, view, amend, cancel and print appointments online;

32.15.2 [bookmark: _bookmark211]to order repeat prescriptions for drugs, medicines or appliances online; and
32.15.3 to view and print a list of any drugs, medicines or appliances in respect of which the Patient has a repeat prescription

in a manner which is capable of being electronically integrated with the computerised clinical systems of the Contractor using appropriate systems authorised by the Commissioner.
32.15A	The Contractor must, when complying with the requirements in Clause 32.15.1:
32.15A.1	ensure that a minimum of 25% of its appointments per day during Core Hours are made available for online booking, whether or not those appointments are booked online, by telephone or in person, to include all appointments which must be made available for direct booking by NHS 111 in accordance with Clauses 31.124B to 31.124E); and
32.15A.2	consider whether it is necessary, in order to meet the needs of its Registered Patients, to increase the proportion of appointments which are available for its Registered Patients to book online and, if so, increase that number.
32.15 B	In the case of appointments required to be made available for direct booking by NHS 111 in accordance with Clauses 31.124B to 31.124E, those appointments can be released to be booked by a Contractor's Registered Patients by any means in the two hour period within Core Hours prior to the appointment time, or such other period agreed pursuant to a Local Arrangement, if they have not been booked by NHS 111 prior to this time.
32.16 Not used.

32.16A	Not used.
32.16 B	Not used.

32.17 The Contractor must also promote and offer to its Registered Patients the facility referred to in clauses 32.15.1 and 32.15.2 on the home page (or equivalent) of its Practice Website or Online Practice Profile.

32.18 [bookmark: _bookmark212]The requirements in clause 32.15 do not apply where the Contractor does not have access to computer systems and software which would enable it to offer the online services described in clause 32.15 to its Registered Patients.
32.18A	In Clauses 32.15 to 32.18:

32.18A.1	“Local Arrangement" means an arrangement between the Contractor and the Commissioner as to the timeframe within which appointments not booked by NHS 111 can be released for booking by the Contractor's Registered Patients.
32.18 A.2	Not used.


32.19 Not used.

32.20 Not used.


Patient online services: provision of online access to coded information in medical record and Prospective Medical Record

32.20A	Where the Contractor holds the medical record of a Registered Patient ("P") on its computerised clinical systems, the Contractor must promote and offer to P the facility to access online the information from P's medical record which is held in coded form other than:
32.20A.1	any Excepted Information; or

32.20A.2	any information which the Contractor's computerised clinical systems cannot separate from any free-text entry in P's medical record.
32.20B	The Contractor must, if its computerised clinical systems and redaction software allow, offer to P the facility to access online the information

(other than any Excepted Information) entered onto P's medical record on or after the relevant date (the "Prospective Medical Record").
32.20C	If P accepts an offer made under clause 32.20B, the Contractor must, as soon as possible, provide P with the facility to access online P's Prospective Medical Record.
32.20D	But the Contractor may:

32.20D.1	delay providing the facility to P, if the Contractor considers that providing P with it is likely to have an adverse impact on its provision of Essential Services;
32.20D.2	delay giving P online access to any information added to P's Prospective Medical Record after the facility is provided to P, if the Contractor considers that providing P with access to that information is likely to have an adverse impact on its provision of Essential Services.
32.20E	If the Contractor decides to delay providing P with access to the facility or giving P access to any information, it must notify P:
32.20E.1	of that decision (including the period for which it anticipates access will be delayed); and
32.20E.2	when the facility, or that information, becomes available.

32.20F	In clauses 32.20A to 32.20H, "Relevant Date" means:

32.20F.1	1 April 2020, where P became a registered patient before 1 October 2019;
32.20F.2	in any other case, 1 October 2019.

32.20G  For the purposes of clauses 32.20A to 32.20J, information is "Excepted Information" if the Contractor would not be required to disclose it to P in response to a request made by P in exercise of a right under Article 15 of the GDPR.
32.20H	For the purposes of clause 32.20G, "GDPR" has the meaning given in section 3(10) of the DPA 2018.


Patient online services: provision of online access to full digital medical record

32.20I	The Contractor must provide a Registered Patient ("P") with the facility to access online Relevant Medical Information if:
32.20I.1	its computerised clinical systems and redaction software allow it to do so; and
32.20I.2	P requests, in writing, that it provide that facility.

32.20J	In clauses 32.20I and 32.20J "Relevant Medical Information" means any information entered on P's medical record other than:
32.20J.1	any information which P can access online via a facility offered in accordance with clauses 32.20A or 32.20B; or
32.20J.2	any Excepted Information.

32.20K Patient online services: providing and updating personal or contact information
32.20K.1 The Contractor must offer and promote to its registered Patients a facility for providing their personal or contact information or informing the Contractor of a change to that information, which meets the condition in Clause 32.20K.2.

32.20K.2 A facility meets the condition in this Clause if it enables: 32.20K.2.1   P; or
32.20K.2.2  where P is a person to whom Clause 32.20K.3 applies, an Appropriate Person acting on behalf of P;
to provide the Contractor with, or inform it of any change to, P’s personal or contact information in P’s medical record, either online or by other electronic means.

32.20K.3 This Clause applies to a person if they: 32.20K.3.1   are a Child; or
32.20K.3.2  lack the capacity to provide the Contractor with their personal or contact information or to authorise a person to provide such information on their behalf.

32.20K.4 For the purposes of this Clause, P’s personal and contact information is: 32.20K.4.1  their name;
32.20K.4.2 their ethnicity; 32.20K.4.3  their address;
32.20K.4.4  their telephone number or mobile telephone number (if any); and
32.20K.4.5	their electronic mail address (if any).

32.20L Patient	online services:	provision	of	an	online consultation tool
32.20L.1	The Contractor must offer and promote an Online Consultation Tool to its registered Patients.

32.20L.2	An Online Consultation Tool is an online facility provided using Appropriate Software:

32.20L.2.1	through which:

32.20L.2.1.1 a Patient; or

32.20L.2.1.2	where the Patient is a person to whom
Clause 32.20L.4 applies, an Appropriate Person acting on behalf of the Patient;

may, in writing in electronic form, seek advice or information related to the Patient’s health or make a clinical or administrative request; but
32.20L.2.2  which does not require the response to be given by the Contractor in real time.

32.20L.3	An Online Consultation Tool may incorporate:

32.20L.3.1  any of the facilities which the Contractor is required to offer under Clauses 32.15 to 32.20K; or

32.20L.3.2  the communication method which the Contractor is required to offer under Clause 32.20M.

32.20L.4 This Clause applies to a person if they: 32.20L.4.1   are a Child; or
32.20L.4.2  lack the capacity to communicate with the Contractor through an online facility or to authorise a person to communicate with the Contractor through such a facility on their behalf.

32.20M Secure electronic communications

32.20M.1	The Contractor must:

32.20M.1.1 offer and promote to its registered Patients a Relevant Electronic Communication Method; and

32.20M.1.2 use the Relevant Electronic Communication Method to communicate with:

32.20M.1.2.1	a registered Patient; or

32.20M.1.2.2	where the registered	Patient	is	a
person	to whom Clause 32.20M.4

applies, an Appropriate Person acting on behalf of the Patient.

32.20M.2 But Clause 32.20M.1.2 does not require the Contractor to use the Relevant Electronic Communication Method where:

32.20M.2.1  it would not be clinically appropriate to do so for the Patient on that occasion; or

32.20M.2.2 it is otherwise not appropriate to the needs or circumstances of the Patient.

32.20M.3 For the purposes of this regulation, a “Relevant Electronic Communication Method” is a method of electronic communication which is provided using Appropriate Software and which can be used:
32.20M.3.1  by the Contractor to respond, in writing in electronic form, to requests made through the Online Consultation Tool; and

32.20M.3.2  by the Contractor and its registered Patients or Appropriate Persons acting on behalf of registered Patients (as the case may be) to otherwise communicate with each other, in writing in electronic form.

32.20M.4 This Clause applies to a person if they: 32.20M.4.1  are a Child; or
32.20M.4.2  lack the capacity to communicate with the Contractor using the Relevant Electronic Communication Method or to authorise a person to do so on their behalf.

32.20N Video Consultations

32.20N.1 The Contractor must offer and promote to its registered Patients the facility of participating in their consultations with the Contractor by video conference provided using Appropriate Software (“Video Consultations”).

32.20N.2 But Clause 32.20N.1 does not require the Contractor to offer a Patient a Video Consultation where:

32.20N.2.1  it would not be clinically appropriate to do so for the Patient on that occasion; or

32.20N.2.2 it is otherwise not appropriate to the needs or circumstances of the Patient.

32.20N.3 The Contractor must not be party to a contract or other arrangement under which the software mentioned in Clause 32.20N.1 is provided unless:

32.20N.3.1  it is satisfied that any software which a Patient needs to participate in a Video Consultation with the Contractor’s practice is available free of charge to the Patient; and
32.20N.3.2 it has taken reasonable steps, having regard to the arrangement as a whole and disregarding the costs of any software, to satisfy itself that Patients will not have to pay more to participate in Video Consultations with the Contractor’s practice than they would to participate in a meeting by video conference with any other person in the Contractor’s area.

32.20O Meaning of appropriate software for the purposes of clauses 32.20L, 32.20M and 32.20N
32.20O.1 For the purposes of Clauses 32.20L, 32.20M and 32.20N software which is used to provide a method of communication or facility (as the case may be) is appropriate if the software meets:

32.20O.1.1  the requirements in the GPIT Operating Model relevant to that software; or

32.20O.1.2 requirements which are equivalent in their effect to the relevant requirements in the GPIT Operating Model.

32.20 O.2 In this Clause 32.20O “GPIT Operating Model” means the document published by the Board which sets out the commissioning framework for the provision of general practice digital services.

Patient access to online services

32.21 This Clause applies to any contractor which has less than ten per cent of its registered patients registered with the contractor’s practice to use the online services which the contractor is required under Clauses
32.15 - 32.17 or clauses 32.20A or 32.20B to promote and offer to its registered patients (“patient online services”).
32.22 A contractor to which this Clause applies must agree a plan with the Commissioner aimed at increasing the percentage of the contractor’s registered patients who are registered with the contractor’s practice to use patient online services.


33 [bookmark: _bookmark213]Confidentiality of Personal Data
33.1 The Contractor shall nominate a person with responsibility for practices and procedures relating to the confidentiality of Personal Data (as defined in the Data Protection Legislation) held by it.
33.2 The Contractor shall maintain the confidentiality of Personal Data entrusted to it in accordance with the provisions of the Data Protection Legislation.
33.3 The Contractor shall have regard to the Provisions of the Confidentiality and Disclosure of Information: General Medical Services, Personal Medical Services and Alternative Contractor Medical Services Code of Practice (as amended or reissued from time to time).

[bookmark: _bookmark214]33A	Requirement to have and maintain an online presence
33A.1	The Contractor must have:

32A.1.1	a Practice Website; or 32A.1.2	an Online Practice Profile.
33A.2	The Contractor must publish on its Practice Website or Online Practice
Profile (as the case may be) all the information which is required to be included in its Practice Leaflet.
33A.3	The Contractor must publish that information otherwise than by making its Practice Leaflet available for viewing or downloading.
33A.4	The Contractor must review the information available on its Practice Website or Online Practice Profile at least once in every period of (twelve)12 months.
33A.5	The Contractor must make any amendments necessary to maintain the accuracy of the information on its Practice Website or Online Practice Profile following:
33A.5.1	a review under clause 33A.4; 33A.5.2	a change to:
33A.5.2.1	the address of any of the Contractor's
Practice Premises,
33A.5.2.2	the Contractor's telephone number, 33A.5.2.3	the Contractor's electronic-mail address (if
made available on its Practice Website or Online Practice Profile); or
33A.5.2.4	any other stated means by which a Patient may contact the Contractor to book or amend an appointment, or to order repeat

prescriptions for drugs, medicines or Appliances.
33.5A	The Contractor must also ensure there are links on its Practice Website or Online Practice Profile which direct people to:

33.5A.1	its Online Consultation Tool; and

33.5A.2	the symptom checker and self-care information available on the NHS website.17

33.5B		The links mentioned in Clause 33.5A must be displayed prominently on the home page (or equivalent) of its Practice Website or Online Practice Profile (as the case may be).

33A.6	The requirements in this clause 33A are in addition to those in clauses 35B and 31.140.
33A.7	In this Contract, "Online Practice Profile" means a profile:

[bookmark: _bookmark215]33A.7.1	which is on a website (other than the NHS website18), or an online platform, provided by another person for use by the Contractor; and
33A.7.2	through which the Contractor advertises the Primary Medical Services it provides.

[bookmark: _bookmark216]33B	Requirement to maintain profile page on NHS website
33B.1	The Contractor must review the information available on its profile page on the NHS website18 at least once in every period of twelve (12) months.
33B.2	The Contractor must make any amendments necessary to maintain the accuracy of the information its profile page following:

17 The symptom checker is currently available at: https://www.nhs.uk/conditions/.
18 The NHS website is available at: https://www.nhs.uk/.

33B.2.1	a review under clause 33B.1; 33B.2.2	a change to:
33B.2.2.1	the address of any of the Contractor's Practice Premises;
33B.2.2.2	the Contractor's telephone number;

33B.2.2.3	the Contractor's electronic-mail address (if made available on its profile page); or
33B.2.2.4	any other stated means by which a Patient may contact the Contractor to book or amend an appointment, or to order repeat prescriptions for drugs, medicines or Appliances.



34 [bookmark: _bookmark217]Provision of Information to a Medical Officer Etc.

34.1 The Contractor must, if satisfied that the Patient consents:

34.1.1 supply in writing to any person specified in Clause 34.3, within such reasonable period as that person may specify, such clinical information as any of the persons mentioned in Clauses 34.3.1 to 34.3.4 considers relevant about a Patient to whom the Contractor or a person acting on behalf of the Contractor has issued or has refused to issue a medical certificate; and
34.1.2 answer any inquiries by any person mentioned in Clause
34.3 about:

34.1.2.1 a Prescription Form or medical certificate issued or created by, or on behalf of, the Contractor, or

34.1.2.2 any statement which the Contractor or a person acting on behalf of the Contractor has made in a report.
34.2 For the purposes of being satisfied that a Patient consents, a Contractor may rely on an assurance in writing from any person mentioned in Clause 34.3 that the consent of the Patient has been obtained, unless the Contractor has reason to believe that the Patient does not consent.
34.3 [bookmark: _bookmark218]For the purposes of Clauses 34.1 and 34.2, the persons are:

34.3.1 [bookmark: _bookmark219]a Medical Officer;

34.3.2 a Nursing Officer;

34.3.3 an Occupational Therapist;

34.3.4 [bookmark: _bookmark220]a Physiotherapist; or

34.3.5 an officer of the Department for Work and Pensions who is acting on behalf of, and at the direction of, any person specified in paragraphs 34.3.1 to 34.3.4.

[bookmark: _bookmark221]34A	National Diabetes Audit
34A.1	The Contractor must record any data required by the Commissioner for the purposes of the National Diabetes Audit in accordance with Clause 34A.2.
34A.2	The data referred to in Clause 34A.1 must be appropriately coded by the Contractor and uploaded onto the Contractor's computerised clinical systems in line with the requirements of guidance published by NHS Employers for these purposes19.
34A.3		The Contractor must ensure that the coded data is uploaded onto its computerised clinical systems and available for collection by the Health

19	See section 2 of the guidance entitled "2017/18 General Medical Services (GMS) Contract" published by NHS Employers which is available at https://www.england.nhs.uk/gp/investment/gp- contract/.

and Social Care Information Centre at such intervals during each financial year as are notified to the Contractor by NHS Digital.


[bookmark: _bookmark222]34B		Information relating to indicators no longer in the Quality and Outcomes Framework20
34B.1	The Contractor must allow the extraction from the Contractor's computerised clinical systems by the Health and Social Care Information Centre specified in the table set out at Schedule 11 to this Contract relating to clinical indicators which are no longer in the Quality Outcomes Framework at such intervals during each financial year as are notified to the Contractor by NHS Digital.

[bookmark: _bookmark223]34C	Information relating to alcohol related risk reduction and dementia diagnosis and treatment
34C.1		The Contractor must allow the extraction by the Health and Social Care Information Centre of the information21 specified in:
34C.1.1  Clause 34C.2 in relation to alcohol related risk reduction; and
34C.1.2  Clause 34C.3 in relation to dementia diagnosis and treatment;
from the record that the Contractor is required to keep in respect of each Registered Patient under regulation 60 of the PMS Agreements Regulations by such means, and at such intervals during each Financial




20	The Quality and Outcomes Framework (QOF) is provided for in General Medical Services Statement of Financial Entitlements Directions 2021. Participation by contractors in the QOF is voluntary. However, contractors which participate in the QOF are required to accomplish the specified tasks or achieve the specified outcomes which are included in the QOF as “indicators” in return for payments which are measured against their achievements in respect of particular indicators. The General Medical Services Statement of Financial Entitlements Directions 2021 are available at: https://www.gov.uk/government/publications/nhs-primary-medical-services-directions-2013. Hard copies may be obtained by post from the General Practice Team, Quarry House, Quarry Hill, Leeds LS2 7UE.
21	See section 4 of the guidance entitled "2017/18 General Medical Services (GMS) Contract"
published by NHS Employers which is available at http://www.nhsemployers.org/gms201718 or from NHS Employers, 2 Brewery Wharf, Kendall Street, Leeds, LS10 1JR.

Year, as are notified to the Contractor by the Health and Soc ial Care Information Centre.
34C.2		The information specified in this Clause is information required in connection with the requirements under Clauses 31.127 to 31.132.
34C.3		The information specified in this Clause is information relating to any clinical interventions provided by the Contractor in the preceding 12 months in respect of a Patient who is suffering from, or who is at risk of suffering from, dementia.
[bookmark: _bookmark224]34D	NHS Digital Workforce Collection
34D.1	The Contractor must record and submit any data required by the Health and Social Care Information Centre for the purposes of the NHS Workforce Collection (known as the "Workforce Minimum Data Set") in accordance with Clause 34D.2.
34D.2	The data referred to in clause 34D.1 must be appropriately coded by the Contractor in line with agreed standards set out in guidance published by the Health and Social Care Information Centre, and must be submitted to the Health and Social Care Information Centre using the data entry module on the National Workforce Reporting System,22 which is a facility provided by the Centre to the Contractor for this purpose.
34D.3		The Contractor must ensure that the coded data is available for collection by the Health and Social Care Information Centre at such intervals during each Financial Year as are notified to the Contractor by Health and Social Care Information Centre.
[bookmark: _bookmark225]34E	Information relating to overseas visitors

34E.1	The Contractor must:





22 The National Workforce Reporting System is the approved web tool made available by the Health and Social Care Information Centre to contractors for the purposes of submitting data online. Further information regarding the collection and recording of data by contractors for the purposes of the NHS Digital Workforce Survey is available at: http://bit.ly/NWRS_Webpage, or may be obtained by post
f rom NHS Digital, 1 Trevelyan Square, Boar Lane, Leeds, West Yorkshire LS1 6AE.

34E.1.1   record the information specified in Clause 34E.1.2 relating to overseas visitors, where that information has been provided to it by a newly registered Patient on a form supplied to the Contractor by the Contractor for this purpose; and
34E.1.2   where applicable in the case of a Patient, record the fact that the Patient is the holder of a document:
34E.1.2.1   which is:

34E.1.2.1.1  a European Health Insuranc e
Card;

34E.1.2.1.2  an S1 Healthcare Certificate23;
or

34E.1.2.1.3  a  document  which,  for the
purposes of a listed healthcare arrangement as defined in regulation 1(3) of the Healthcare	(European
Economic    Area    and
Switzerland Arrangements) (EU Exit) Regulations 2019, is treated as equivalent to a document referred to in sub- Clause  34E.1.2.1.1  (“EHIC
Equivalent Document”) or sub- Clause   34E.1.2.1.2   (“S1
Equivalent Document”); and




23 An S1 Healthcare Certificate is issued to those who are posted abroad and who pay National Insurance Contributions in the United Kingdom or to people in receipt of UK exportable benefits (e.g. retirement pensions). Further information is available at: https://contactcentreservices.nhsbsa.nhs.uk/selfnhsukokb/AskUs_EHIC/template.do?name=S1+form+
-+what+is+this+and+=how+do+I+obtain+one%253F&id=16477 or from NHS BSA, Stella House, Goldcrest Way, Newbury Riverside, Newcastle Upon Tyne, NE15 8NY.

34E.1.2.2  which has not been issued to or in respect of the Patient by the United Kingdom.34E.2	The information specified in this Clause is:
34E.2.1  in the case of a Patient who holds a European Health Insurance Card or EHIC Equivalent Document which has not been issued to the Patient by the United Kingdom, the information contained on that card or document in respec t of the Patient; and
34E.2.2  in the case of a Patient who holds a Provisional Replacement Certificate24 issued in respect of the Patient's European Health Insurance Card, the information contained on that certificate in respect of the Patient.
34E.3	The information referred to in Clause 34E.2 must be submitted by the Contractor to NHS Digital:
34E.3.1   electronically at nhsdigital.costrecovery@nhs.net; or

34E.3.2  by post in hard copy form to EHIC, PDS NBO, NHS Digital, Smedley Hydro, Trafalgar Road, Southport, Merseyside PR8 2HH.
34E.4	Where the Patient is a holder of a S1 Healthcare Certificate or S1 Equivalent Document, the Contractor must send that certificate or document, or a copy of that certificate or document, to the NHS Business Services Authority:
34E.4.1   electronically to nhsbsa.faregistrationsohs@nhs.net; or

34E.4.2  by post in hard copy form to Cost Recovery, Overseas Healthcare Service, Bridge House, 152 Pilgrim Street, Newcastle Upon Tyne, NE1 6SN.
[bookmark: _bookmark226]34F     MHRA Central Alerting System

34F.1	The Contractor must:


24	Further information about Provisional Replacement Certificates is available at: http://www.nhs.uk/NHSEngland/Healthcareabroad/EHIC/Pages/about-the-ehic.aspx or from NHS England, PO Box 16738, Redditch, B97 7PT.

34F.1.1  provide to the MHRA on request, an electronic mail address which is registered to the Contractor's Practice;
34F.1.2	monitor that address;

34F.1.3  if that address ceases to be registered to the Practice, notify the MHRA immediately of its new electronic mail address; and
34F.1.4  provide to the MHRA on request, one or more mobile telephone numbers for use in the event the Contractor is unable to receive electronic mail.


[bookmark: _bookmark227]34G	Collection of data relating to appointments in general practice
34G.1	The Contractor must participate in the collection of anonymised data relating to appointments for its Registered Patients ("GP Practice Data") in accordance with the "GP Appointments Data Collection in Support of Winter Pressures"25 referred to in the Health and Social Care Information Centre (Establishment of Information Systems for NHS Services: General Practice Appointments Data Collection in Support of Winter Pressures) Directions 2017.26
34G.2	The Contractor must ensure that all GP Practice Data relating to the provision of Primary Medical Services under this Contract is recorded




25 Originally introduced in support of winter pressures and still referred to that way. NHS Digital: https://digital.nhs.uk/about-nhs-digital/corporate-information-and-documents/directions-and-data- provision-notices/data-provision-notices-dpns/gp-appointments-data-collection-in-support-of-winter- pressures-version-2. Hard copies can be obtained by post from NHS Digital, 1 Trevelyan Square, Boar Lane, Leeds LS1 6AE.
26 The Health and Social Care Information Centre (Establishment of Information Systems for NHS Services: General Practice Appointments Data Collection in Support of Winter Pressures) Directions 2017, which were signed on 15th September 2017, are made under section 254 of the Health and Social Care Act 2012 (c.7). See: https://digital.nhs.uk/about-nhs-digital/corporate-information-and- documents/directions-and-data-provision-notices/data-provision-notices-dpns/gp-appointments-data- collection-in-support-of-winter-pressures-version-2, or hard copies may be obtained by post from NHS Digital, 1 Trevelyan Square, Boar Lane, Leeds, West Yorkshire LS1 6AE.

within the appointment book in accordance with the guidance entitled "More accurate General Practice appointment data".27
34G.3	The Contractor must ensure that the GP Practice Data is uploaded onto its computerised clinical systems and available for collection by the Health and Social Care Information Centre at such intervals during each Financial Year as notified to the Contractor by the Health and Social Care Information Centre.
34G.4	For the purposes of this clause 34G, "Appointment Book" means a capability provided by the Contractor's computerised clinical systems and software supplier which supports the administration, scheduling, resourcing and reporting of appointments.

34H Collection of data concerning use of online consultation tools and video consultations
34H.1	The Contractor must submit to the Board such anonymised data relating to the use of its Online Consultation Tool and video consultation facility as the Board may require.

35 [bookmark: _bookmark228]Provision of Information to the Commissioner
35.1 [bookmark: _bookmark229]The Contractor must, at the request of the Commissioner, produce to it, or a person authorised in writing by it, or allow the Commissioner, or a person authorised by it to access, on request within a maximum period of 28 days of the request being made:
35.1.1 any information which is reasonably required by the Commissioner for the purposes of or in connection with the Contract; and





27 The guidance can be found at: https://www.england.nhs.uk/publication/more-accurate-general- practice-appointment-data-guidance/ or hard copies can be obtained by post from Primary Care Strategy and NHS Contracts Group, NHS England, Area 2D, Skipton House, 80 London Road, London SE1 6HL.

35.1.2 any other information which is reasonably required in connection with the Commissioner’s functions,
but the Contractor shall not be required to comply with any request made in accordance with this Clause 35.1 unless it has been made by the Commissioner in accordance with directions made by the Secretary of State under section 98A (Exercise of Functions) of the 2006 Act relating to the provision of information by Contractors, the Confidentiality Directions and the parts of the Code of Practice referred to therein.
35.2 Not used.

35.3 Not used.

35.4 Not used.

35.5 Not used.

[bookmark: _bookmark230]35A	Friends and Family Test
35A.1		A Contractor which provides Essential Services must give all Patients who use the Contractor's Practice the opportunity to provide feedback about the service received from the Practice through the Friends and Family Test.
35A.2	The Contractor must:

35A.2.1	report the results of completed Friends and Family Tests to the Commissioner; and
35A.2.2	publish the results of such completed Tests, in the manner approved by the Commissioner.
35A.3	In this Clause 35A, "Friends and Family Test" means the arrangements
that a Contractor is required by the Commissioner to implement to enable its Patients to provide anonymous feedback about the patient experience at the Contractor's Practice.

[bookmark: _bookmark231]35B	Publication of earnings information

35B.1		The Contractor must publish each year on its Practice Website or Online Practice Profile the information specified in clause 35B.2.
35B.2	The information specified in this sub-paragraph is:

35B.2.1	the mean net earnings in respect of the previous financial year of:
35B.2.1.1	all general medical practitioners who were party to the agreement for a period of at least six months during that financial year, and
35B.2.1.2	any general medical practitioners who were employed or engaged by the Contractor to provide services under the Contract in the Contractor's Practice, whether on a full-time or part-time basis, for a period of six months during that financial year; and
35B.2.2	the:

35B.2.2.1	total number of any general medical practitioners to whom the earnings information referred to in clause 35B.2.1 relates, and
35B.2.2.2	(where applicable) the number of those practitioners who have been employed or engaged by the Contractor to provide services under the Contract in the Contractor's Practice on a full time or a part time basis and for a period of at least six months during the financial year in respect of which that information relates.
35B.3	The information specified in clause 35B.2 must be:

35B.3.1	published by the Contractor before the end of the financial year following the financial year to which that information relates; and
35B.3.2	made available by the Contractor in hard copy form on request.
35B.4		For the purposes of clause 35B, "mean net earnings" are to be calculated by reference to the earnings of a general medical practitioner that, in the opinion of the Board, are attributable to the performance or provision by the practitioner under the agreement of medical services to which Part 4 of the 2006 Act applies, after having
disregarded any expenses properly incurred in the course of performing or providing those services.

35C		Disclosure of information about NHS Earnings: APMS Contractors and Sub-Contractors
35C.1	If the Contractor is an individual Medical Practitioner, the Contractor must comply with the Disclosure Obligation for each Relevant Financial Year in which:

35C.1.1	they are a Contractor; and
35C.1.2	their NHS Earnings exceed the Relevant Threshold. 35C.2	If the Contractor is a partnership, each Partnership Member must
comply with the Disclosure Obligation for each Relevant Financial Year in which:

35C.2.1	the partnership is a Contractor; and

35C.2.2	the Partnership Member’s NHS Earnings exceed the Relevant Threshold.

35C.3	In this Clause 35C:

35C.3.1	the “Disclosure Obligation”, in relation to a Relevant Financial Year, is the requirement for an individual (“I”) to submit the following information for publication to the Health and Social Care Information Centre by the Disclosure Date:

35C.3.1.1	I’s name;

35C.3.1.2	I’s job title;

35C.3.1.3	the details of each organisation from which I has derived NHS Earnings in that financial year; and

35C.3.1.4	the amount of I’s NHS Earnings for that financial year;

35C.3.2	“Relevant Financial Year” means a financial year ending: 35C.3.2.1	on or after 31 March 2020; but
35C.3.2.2	on or before 31 March 2024; 35C.3.3	“Relevant Threshold” means:
35C.3.3.1	for the financial year ending on 31 March 2020, £150,000;

35C.3.3.2	for the financial year ending on 31 March 2021, £153,000;

35C.3.3.3	for the financial year ending on 31 March 2022, £156,000;

35C.3.3.4	for the financial year ending on 31 March 2023, £159,000;

35C.3.3.5	for the financial year ending on 31 March 2024, £163,000.

35C.4	For the purposes of sub-Clause 35C.3.1 “the Disclosure Date” is:

35C.4.1	in relation to the financial year ending 31 March 2020, 12 November 2021;
35C.4.2	in relation to any subsequent financial year, 30 April in the financial year which begins immediately after the end of the Next Financial Year.

35C.5	For the purposes of Clause 35C.4 “the Next Financial Year”, in relation to a financial year (“FY1”), is the financial year which begins immediately after the end of FY1 (this means, for example, that “the Next Financial Year”, in relation to the financial year ending 31 March 2021, is the financial year ending 31 March 2022).
35C.6	The Contractor must not sub-contract any of its obligations to provide clinical services under the Contract unless:

35C.6.1	where the Sub-Contractor is an individual, the sub- contract entered into by the Contractor requires the individual to comply with the Disclosure Obligation for each Relevant Financial Year in which the individual’s NHS Earnings exceed the Relevant Threshold;

35C.6.2	where the Sub-Contractor is a partnership, the sub- contract entered into by the Contractor requires each Sub-Contractor Partnership Member to comply with the Disclosure Obligation for each Relevant Financial Year in which the Sub-Contractor Partnership Member’s NHS Earnings exceed the Relevant Financial Threshold;

35C.6.3	in all cases, the sub-contract prohibits the Sub-Contractor (“S”) from sub-contracting, where such further sub- contracting is permitted by this Contract, any of the clinical services S has agreed with the Contractor to provide under the sub-contract unless:

35C.6.3.1	where the Sub-Contractor is an individual (“I”), the sub-contract entered into by S requires I to comply with the Disclosure Obligation for each financial year in which I’s NHS Earnings exceed the Relevant Threshold;

35C.6.3.2	where the Sub-Contractor is a partnership, the sub-contract entered into by S requires each Sub-Contractor Partnership Member of that partnership to comply with the Disclosure Obligation for each Relevant Financial Year in which the Sub-Contractor Partnership Member’s NHS Earnings exceed the Relevant Threshold.

35C.7	The Contractor must use reasonable endeavours to ensure that any Relevant Sub-Contract is amended to contain the terms specified in Clause 35C.9.

35C.8	For the purposes of Clause 35C.7 “Relevant Sub-Contract” means a sub-contract:
35C.8.1	for the provision of any of the clinical services which the Contractor is required to provide under the Contract by any other person; and

35C.8.2	which is in force at the time when this Clause comes into force.

35C.9	The terms are:

35C.9.1	a term which requires:

35C.9.1.1	the Sub-Contractor (“S”), where S is an individual; or

35C.9.1.2	each Sub-Contractor Partnership Member, where S is a partnership;

to comply with the Disclosure Obligation for each Relevant Financial Year in which the individual’s, or as the case may be, Sub-Contractor Partnership Member’s NHS Earnings exceed the Relevant Threshold; and

35C.9.2	a term which prevents S from sub-contracting obligations to provide clinical services under the contract, where permitted by Clause 54.2; unless:

35C.9.2.1	where the Sub-Contractor is an individual (“I”), the sub-contract entered into by S requires I to comply with the Disclosure Obligation in relation to each financial year in which I’s earnings exceed the Relevant Threshold;

35C.9.2.2	where the Sub-Contractor is a partnership, the sub-contract entered into by S requires each Sub-Contractor Partnership Member of that partnership to comply with the Disclosure Obligation in relation to each Relevant Financial Year in which the Sub- Contractor Partnership Member’s NHS Earnings exceed the Relevant Threshold.

35C.10	Nothing in Clauses 35C.6, 35C.7, or 35C.9 requires any individual to comply with the Disclosure Obligation for any Relevant Financial Year which:

35C.10.1	ends before the individual or partnership (as the case may be) enters into a sub-contract with the Contractor or a Sub-Contractor;

35C.10.2	begins after the individual’s, or, as the case may be, partnership’s, sub-contract with the Contractor or Sub- Contractor has terminated.
35C.11	In this Clause 35C:

“Locum Practitioner” has the meaning given in Schedule 15 to the National Health Service Pension Scheme Regulations 2015;

“NHS Earnings” has the meaning given in Clause 35D;

“Partnership Member”, in relation to a Contractor who is a partnership, means an individual who is a partner in that partnership;

“Sub-Contractor” means a person to whom any rights or duties under the contract in relation to clinical matters are, or have been, sub- contracted under Clause 54.1, and includes an individual who is a Locum Practitioner;

“Sub-Contractor Partnership Member”, in relation to a sub-Contractor who is a partnership, means an individual who is a partner in that partnership.

35D	Calculation of NHS Earnings for the purposes of clause 35C

35D.1	This Clause sets out how an individual’s NHS Earnings are to be calculated for the purposes of Clause 35C.
35D.2	An individual’s NHS Earnings for a Relevant Financial Year are those earnings which constitute Relevant Income in respect of that financial year.

35D.3	In this Clause 35D “Relevant Income”:

35D.3.1	in relation to an individual who is an Active Member of the Scheme and is a Medical Practitioner (other than a Locum Practitioner) or a Non-GP Provider, means income (including any form of remuneration and any salary,

wages, fees, director’s remuneration or dividends) which is practitioner income as determined under Schedule 10 to the NHS Pension Scheme Regulations, as modified in accordance with Clause 35D.4, in respect of the financial year in question;

35D.3.2	in relation to a person (“P”) who is an Active Member of the Scheme and a Locum Practitioner, means:

35D.3.2.1	any income which is Locum Practitioner income as determined under paragraph 7 of Schedule 10 to the NHS Pension Scheme Regulations in respect of the financial year in question; and

35D.3.2.2	any income (including any form of remuneration and salary, wages, fees, director’s remuneration or dividends) received by P in the financial year in question from any organisation which would have been treated as practitioner income under Schedule 10 to the NHS Pension Scheme Regulations, as modified in accordance with 35D.4, if P had been a Medical Practitioner but not a Locum Practitioner;

35D.3.3	in relation to any other person (“P”), means income (including any form of remuneration and any salary, wages, fees, director’s remuneration or dividends) received by P in the financial year in question from any organisation which would have been treated as practitioner income under Schedule 10 to the NHS Pension Scheme Regulations, as modified in accordance with Clause 35D.4, if P had been:

35D.3.3.1	an Active Member of the Scheme; and 35D.3.3.2	a Medical Practitioner or Non-GP Provider.
35D.4	For the purposes of determining a person’s Relevant Income under sub-Clauses 35D.3.1, 35D.3.2.2 or 35D.3.3, Schedule 10 to the NHS Pensions Regulations applies as if the following provisions of that Schedule were omitted:

35D.4.1	paragraph 2(1)(b) and the “and” immediately preceding it; 35D.4.2	paragraph 3; and
35D.4.3	paragraph 7.

35D.5	In this Clause 35D:

“the NHS Pension Scheme Regulations” means the National Health Service Pension Scheme Regulations 2015 and “Active Member” , “Locum Practitioner”, “Medical Practitioner” , “Member” and “Non-GP Provider” have the meanings given for the purposes of those Regulations;

“Relevant Financial Year” has the meaning given in Clause 35C; and
“the Scheme” means the National Health Service Pension Scheme established by the NHS Pension Scheme Regulations.

36 [bookmark: _bookmark232]Practice Leaflet

36.1 The Contractor shall:
compile a Practice Leaflet which shall include the information specified in Schedule 8;
36.1.1 review its Practice Leaflet at least once in every period of twelve (12) months and make any amendments necessary to maintain its accuracy;

36.1.2 make available a copy of the Practice Leaflet, and any subsequent updates, to its Patients and prospective patients and to the Commissioner;
36.1.3 amend the Practice Leaflet if there are any material changes to the Services or to the information provided therein within three (3) months of such change(s).

[bookmark: _bookmark233]36A	Use of NHS primary care logo
36A.1	Where the Contractor chooses to apply the NHS primary care logo to signage, stationery, leaflets, posters, its Practice Website or to any other form of written representation relating to the primary care services it provides, it must have regard to guidance concerning use of the NHS primary care logo produced by the Commissioner.28

[bookmark: _bookmark234]36B	Marketing campaigns
36B.1	The Contractor must participate in a manner reasonably requested by the Commissioner in up to six (6) marketing campaigns in each Financial Year.




[bookmark: _bookmark235]36C	Advertising Private Services
36C.1	The Contractor must not advertise the provision of Private Services, either itself or through any other person, whether the Contractor provides the Private Services itself or they are provided by another person, by any written or electronic means where the same are used to advertise the Primary Medical Services it provides.

37 [bookmark: _bookmark236]Provision of Practice Information on the Internet



28 This guidance is available on the Commissioner’s website at: https://www.england.nhs.uk/nhsidentity/identity-guidelines/primary-care-logo/.

37.1 Where the Contractor has a website, the Contractor must publish on that website details of the Patient Registration Area, including the area known as the Outer Boundary Area, by reference to a sketch diagram, plan or postcode as set out in Annex 3.
37.2 The Contractor shall maintain its practice details on the NHS Choices Website.

38 [bookmark: _bookmark237]Inquiries about Prescriptions and Referrals
38.1 [bookmark: _bookmark238]The Contractor shall, subject to Clauses 38.2 and 38.3, sufficiently answer any inquiries whether oral or in writing from the Commissioner concerning:
38.1.1 [bookmark: _bookmark239]any Prescription Form or Repeatable Prescription issued or created by a Prescriber;
38.1.2 [bookmark: _bookmark240]the considerations by reference to which Prescribers issue such forms;
38.1.3 [bookmark: _bookmark241]the referral by or on behalf of the Contractor of any Patient to any other services provided under the 2006 Act or the 2012 Act (as the case may be); or
38.1.4 [bookmark: _bookmark242]the considerations by which the Contractor makes such referrals or provides for them to be made on its behalf.
38.2 [bookmark: _bookmark243]An inquiry referred to in Clause 38.1 may only be made for the purpose either of obtaining information to assist the Commissioner to
discharge its functions or of assisting the Contractor in the discharge of its obligations under the Contract.
38.3 [bookmark: _bookmark244]The Contractor shall not be obliged to answer any inquiry referred to in Clause 38.1 unless it is made:
38.3.1 in the case of Clause 38.1.1 or 38.1.2 by an appropriately qualified Health Care Professional; or
38.3.2 in the case of Clause 38.1.3 or 38.1.4, by an appropriately qualified medical practitioner,

appointed in either case by the Commissioner to assist it in the exercise of its functions under Clause 38.1 and 38.2 who produces, on request, written evidence that that person is authorised by the Commissioner to make such an inquiry on its behalf.

39 [bookmark: _bookmark245]Financial Interests
39.1 In making a decision to refer a Patient for other services under the 2006 Act or the 2012 Act (as the case may be), or in making a decision to prescribe any drug, medicine or other Appliance to any Patient the Contractor shall have regard to all relevant clinical considerations as well as the provisions of Clauses 24 to 30 of this Contract and disregard its own financial interests and other inappropriate financial interests.
39.2 The Contractor shall not inform Patients that any prescription for any drug, medicine or other Appliance must be dispensed only by the Contractor or a person with whom the Contractor is associated.
39.3 The Contractor must not act in any way to encourage a Patient to move to another of the Contractor’s primary care contracts in order for the Contractor to obtain a financial gain.

40 [bookmark: _bookmark246]Performance Management and Monitoring
40.1 The Contractor shall comply with the monitoring arrangements set out in Schedule 6 (Performance Management) to this Contract including but not limited to, providing such data and information as the Authority may require the Contractor to produce under this Contract.
40.2 The Contractor shall cooperate and shall procure that its Sub- Contractors co-operate with the Authority in carrying out the monitoring referred to in this Clause 40.


40A	Patient Participation

40A.1	A Contractor which provides Essential Services must establish and maintain a group known as a "Patient Participation Group" comprising of some of its Registered Patients for the purposes of:

40A.1.1	obtaining the views of Patients who have attended the Contractor's Practice about the services delivered by the Contractor; and
40A.1.2	enabling the Contractor to obtain feedback from its Registered Patients about those services.
40A.2	The Contractor is not required to establish a Patient Participation Group if such group has already been established by the Contractor pursuant to the provisions of any directions about Enhanced Services which were given by the Secretary of State under section 98A of the 2006 Act before 1st April 2015.
40A.3	The Contractor must make reasonable efforts during each financial year to review the membership of its Patient Participation Group in

order to ensure that the Group is representative of its Registered Patients.
40A.4	The Contractor must:

40A.4.1	engage with its Patient Participation Group, at such frequent intervals throughout each financial year as the Contractor must agree with that Group, with a view to obtaining from the Contractor's Registered Patients, in an appropriate and accessible manner which is designed to encourage patient participation, about the services delivered by the Contractor; and
40A.4.2	review any feedback received about the services delivered by the Contractor, whether pursuant to sub- clause 40A.4.1 or otherwise, with its Patient Participation Group with a view to agreeing with that Group the

improvements (if any) which are to be made to those services.
40A.5	The Contractor must make reasonable efforts to implement such improvements to the services delivered by the Contractor as are agreed between the Contractor and its Patient Participation Group.
40A.6	In this clause 40A "financial year" means the 12 month period beginning on 1st April each year and ending on 31st March the following year.




41 [bookmark: _bookmark247]Notifications to the Commissioner
41.1 In addition to any requirements of notification elsewhere in the Contract, the Contractor shall notify the Commissioner in writing, as soon as reasonably practicable, of:

any serious incident that, in the reasonable opinion of the Contractor, affects or is likely to affect the Contractor’s performance of its obligations under the Contract;
41.1.1 any circumstances which give rise to the Commissioner’s right to terminate the Contract under Clauses 60 and 61;
41.1.2 any circumstances which give rise to the Commissioner’s right to terminate the Contract under any other provision of the Contract;
41.1.3 any appointments system which it proposes to operate and the proposed discontinuance of any such system;
41.1.4 any change of which it is aware in the address of a Registered Patient;
41.1.5 the death of any Patient of which it is aware; and

41.1.6 any changes in clinical and non-clinical staff.

41.2 Where the Contractor is a company, it shall give notice in writing to the Commissioner forthwith when:
41.2.1 it passes a resolution or a court of competent jurisdiction makes an order that the Contractor be wound up;
41.2.2 circumstances arise which might entitle a creditor or a court to appoint a receiver, administrator or administrative receiver for the Contractor;
41.2.3 circumstances arise which would enable the court to make a winding up order in respect of the Contractor;
41.2.4 the Contractor is unable to pay its debts within the meaning of section 123 of the Insolvency Act 1986;
41.2.5 [bookmark: _bookmark248]a number of shares equal to 10% or more of the shares in issue in the Contractor are transmitted or transferred (whether legally or beneficially) to another person on a date after the Contract has been entered in;
41.2.6 if there is any change in the Contractor’s Group structure or identity of the ultimate parent within that Group structure within the meaning of section 1159 Companies Act 2006; or
41.2.7 [bookmark: _bookmark249]a new director or secretary is appointed.

41.3 A notice under Clause 41.2.5 shall confirm the new shareholder, or, as the case may be, the personal representative of a deceased shareholder:
41.3.1 falls within section 93(1)(a), (b), (c), (d), (e) or (f) of the 2006 Act; and
41.3.2 meets the further conditions imposed on shareholders by virtue of direction 4 of the APMS Directions.
41.4 A notice under Clause 41.2.7 shall confirm that the new director or, as the case may be, secretary meets the conditions imposed on directors and secretaries by virtue of direction 4 of the APMS Directions.

42 [bookmark: _bookmark250]Notification of Deaths
42.1 The Contractor shall report in writing to the Commissioner the death on the Practice Premises of any Patient no later than the end of the first Working Day after the date on which the death occurred. The report shall include:
42.1.1 the Patient’s full name;

42.1.2 the Patient’s National Health Service number where known;

42.1.3 the date and place of death;

42.1.4 a brief description of the circumstances, as known, surrounding the death;
42.1.5 the name of any doctor or other person treating the Patient whilst on the Practice Premises; and
42.1.6 the name, where known, of any other person who was present at the time of the death.

43 [bookmark: _bookmark251]Entry and inspection by the Commissioner
43.1 [bookmark: _bookmark252]Subject to the conditions in Clause 43.2, the Contractor shall allow persons authorised in writing by the Commissioner to enter and inspect the Practice Premises at any reasonable time. In addition, the Commissioner shall have the right to examine any equipment and/or materials, and/or to interview any staff including any contractors engaged by the Contractor (but only as part of a properly conducted investigation into the clinical performance of the Contractor, such investigation to be proportionate and, for the avoidance of doubt, subject to the Law) that are reasonably connected to the delivery of services under this Contract at any reasonable time.
43.2 [bookmark: _bookmark253]The conditions referred to in Clause 43.1 are that:

43.2.1 reasonable notice of the intended entry (or other proposed action) has been given;

43.2.2 written evidence of the authority of the person seeking entry (or to take any other proposed action) is produced to the Contractor on request; and
43.2.3 entry is not made to any premises or part of the premises used as residential accommodation without the consent of the resident.



44 [bookmark: _bookmark254]Entry and Viewing by Local Healthwatch Organisations
44.1 The Contractor must comply with the requirement to allow an authorised representative to enter and view the Practice Premises and observe the carrying-on of activities on the Practice Premises in accordance with regulations made under section 225 (Duties of Service Contractors to allow entry by Local Healthwatch Organisations or Contractors) of the Local Government and Public Involvement Health Act 2007.


45 [bookmark: _bookmark255]Entry and Inspection by the Care Quality Commission
45.1 The Contractor shall allow persons authorised by the Care Quality Commission to enter and inspect the Practice Premises in accordance with section 62 of the Health and Social Care Act 2008 (entry and inspection).

46 [bookmark: _bookmark256]Counter Fraud and Security Management
46.1 [bookmark: _bookmark257]Upon the request of the Commissioner or the NHS Counter Fraud and Security Management Service (the “CFSMS”), the Contractor shall ensure that the CFSMS is given access as soon as is reasonably

practicable and in any event not later than seven (7) days from the date of the request to:
46.1.1 all property, premises, information (including records and data) owned or controlled by the Contractor relevant to the detection and investigation of cases of fraud and/or corruption directly or indirectly connected to the Contract; and
46.1.2 all members of the Contractor’s staff who may have information to provide that is relevant to the detection and investigation of cases of fraud and/or corruption directly or indirectly connection to the Contract.
46.2 [bookmark: _bookmark258]The Contractor shall put in place appropriate arrangements to ensure the security of Patients whilst in the Practice Premises and for the prevention and detection of fraud by or in relation to Patients and/or in relation to public funds.
46.3 The Contractor shall, on request by the Commissioner permit the Commissioner or its authorised representative or a person duly authorised to act on behalf of the CFSMS, to review the arrangements put in place by the Contractor pursuant to Clause 46.2.
46.4 [bookmark: _bookmark259]The Contractor shall promptly upon becoming aware of any suspected fraud or corruption involving the Patients or public funds, report such matter to the Commissioner.
46.5 The provisions of Clauses 46.1 and 46.4 shall continue following termination of the Contract for any reason whatsoever and without limit in time.

47 [bookmark: _bookmark260]Certificates
47.1 [bookmark: _bookmark261]The Contractor shall issue free of charge to a Patient or his personal representative any medical certificate of a description prescribed in column 1 of the table below which is reasonably required under or for the purposes of the enactments specified in relation to the certif icate in

column 2 of the table below, except where, for the condition to which the certificate relates, the Patient:
47.1.1 [bookmark: _bookmark262]is being attended by a medical practitioner who is not employed or engaged by the Contractor, a party to this Contract or a shareholder in a qualifying body which is a party to this Contract; or
47.1.2 is not being treated by or under the supervision of a Health Care Professional.
Table – List of Prescribed Medical Certificates

	
Description of medical certificate
	Enactment under or for the purpose of which certificate required

	
1. To support a claim or to obtain payment either personally or by proxy; to prove incapacity to work or for self-support for the purposes of an award by the Secretary of State; or to enable proxy to draw pensions etc.
	
Naval and Marine Pay and Pensions Act 1865 Air Force (Constitution) Act 1917 Pensions (Navy, Army, Air Force and Mercantile Marine) Act 1939 Personal Injuries (Emergency Provisions) Act 1939 Pensions (Mercantile Marine) Act 1942 Polish Resettlement Act 1947 Social Security Administration Act 1992 Social Security Contributions and Benefits Act 1992 Social Security Act
1998

	
2. Not used.
	
Not used.

	3. To secure registration of still-birth
	Section 11 of the Births and Deaths Registration Act 1953 (special provision as to registration of still-birth)

	
4. To enable payment to be made to an institution or other person in case of
	
Section 142 of the Mental Health Act
1983 (pay, pensions etc of mentally disordered persons)



	
Description of medical certificate
	Enactment under or for the purpose of which certificate required

	mental disorder of persons entitled
to payment from public funds.
	

	5. To establish unfitness for jury service.
	Juries Act 1974

	
6. To support late application for reinstatement in civil employment or notification of non-availability to take
up employment owing to sickness.
	
Reserve Forces (Safeguarding of Employment) Act 1985.

	
7. To enable a person to be registered
as an absent voter on grounds of physical incapacity
	
Representation of the People Act 1985

	
8. To support applications for certificates conferring exemption from charges in respect of drugs,
medicines and Appliances.
	
National Health Service Act 2006

	
9. To support a claim by or on behalf of a severely mentally impaired person for exemption from liability to pay the Council Tax or eligibility for a discount in respect of the amount of
Council Tax payable.
	
Local Government Finance Act 1992


47.2 The exception referred to in Clause 47.1.1 shall not apply where the certificate is issued pursuant to regulation 2(1) of the Social Security (Medical Evidence) Regulations 1976 or regulation 2(1) of the Statutory Sick Pay (Medical Evidence) Regulations 1985.

47A	Patients who should not be tested for, or vaccinated against, coronavirus: confirmation of exemption
47A.1	Subject to Clause 47A.6, the Contractor must respond to a valid Exemption Confirmation Request.

47A.2	An “Exemption Confirmation Request”:

47A.2.1	is a request to confirm whether a relevant Patient (“P”), for clinical reasons:

47A.2.1.1	should neither be tested for Coronavirus nor vaccinated with an Authorised Vaccine; or

47A.2.1.2	should not be vaccinated with an Authorised Vaccine; and

47A.2.2	is valid if it is made in accordance with the process approved by the Secretary of State.

47A.3	An Exemption Confirmation Request may be made by: 47A.3.1	P; or
47A.3.2	where P is a person to whom Clause 47A.4 applies, an Appropriate Person acting on behalf of P.

47A.4	This Clause applies to a person if they: 47A.4.1	are a child; or
47A.4.2	lack the capacity to make a request under Clause 47A.1.

47A.5	The Contractor must respond to a valid Exemption Confirmation Request:

47A.5.1	free of charge to P or the Appropriate Person; and

47A.5.2	by recording its response on an information hub using a method approved by the Secretary of State.

47A.6	The Contractor is not required to respond to a valid Exemption Confirmation Request if:

47A.6.1	for the medical condition which may mean that P should neither be tested for Coronavirus nor vaccinated with an Authorised Vaccine, or should not be vaccinated with an Authorised Vaccine, P is being attended by a medical practitioner who is not:

47A.6.1.1	engaged or employed by the Contractor;

47A.6.1.2	where the Contract is with two or more persons practising in partnership, one of those persons; or

47A.6.1.3	where the Contract is with a company limited by shares, one of the persons legally or beneficially owning shares in that company; and

47A.6.2	that medical condition is not one to which Clause 47A.7 applies.

47A.7	This Clause applies to a medical condition if no person with that condition should be:

47A.7.1	tested for Coronavirus or vaccinated with an Authorised Vaccine; or

47A.7.2	vaccinated with an Authorised Vaccine.

47A.8 In this Clause 47A:

“Authorised Vaccine” means a Medicinal Product:

(a) authorised for supply in the United Kingdom in accordance with a Marketing Authorisation; or

(b) authorised by the Licensing Authority on a temporary basis under regulation 174 of the Human Medicines Regulations 2012 (supply in response to spread of pathogenic agents etc);

for vaccination against Coronavirus;

“Coronavirus” means severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2);

“Licensing Authority”, “Marketing Authorisation” and “Medicinal Product” have the meanings given in the Human Medicines Regulations 2012 (see regulations 6, 8 and 2, respectively, of those Regulations); and

“Relevant Patient” means:

(a) a registered Patient; or

(b) a Temporary Resident.

48 [bookmark: _bookmark263]Payment under the Contract
The Commissioner will pay the Contractor the Contract Price in accordance with Schedule 4.



49 [bookmark: _bookmark264]Fees and Charges
49.1 The Contractor shall not, either itself or through any other person, demand or accept from:
49.1.1 	any of its Patients other than Registered Patients a fee or other remuneration for its own or another’s benefit:

49.1.1.1 for the provision of any treatment whether under the Contract or otherwise, or
49.1.1.2 [bookmark: _bookmark265]for any prescription or repeat prescription for any drug, medicine or Appliance,
except in the circumstances set out in Clause 49.2.

49.1.2 any of its Patients other than a Registered Patient a fee or other remuneration for its own or another's benefit:
49.1.2.1 for the provision of any treatment under the Contract, or
49.1.2.2 for any prescription or repeat prescription for any drug, medicine or Appliance in connection with that treatment.
49.2 [bookmark: _bookmark266]The Contractor may demand or accept, directly or indirectly, a fee or other remuneration:
49.2.1 from any statutory body for services rendered for the purposes of that body's statutory functions;
49.2.2 from any body, employer or school for a routine medical examination of persons for whose welfare the body, employer or school is responsible, or an examination of such persons for the purpose of advising the body, employer or school of any administrative action they might take;
49.2.3 for treatment which is not Primary Medical Services or otherwise required to be provided under the Contract and which is given:
49.2.3.1 pursuant to Paragraph 11 of Schedule 6 of the 2006 Act (accommodation and services for private patients), or

49.2.3.2 in a registered nursing home which is not providing services under the 2006 Act,
if, in either case, the person administering the treatment is serving on the staff of a hospital providing services under the 2006 Act or the 2012 Act (as the case may be) as a specialist providing treatment of the kind the Patient requires and if, within 7 days of giving the treatment, the Contractor or the person providing the treatment supplies the relevant body, on a form provided by it for the purpose, with such information about the treatment as it may require;
49.2.4 under section 158 of the Road Traffic Act 1988 (payment for emergency treatment of traffic casualties);
49.2.5 when it treats a Patient under clause 49.3 in compliance with Regulation 18(3) of the PMS Agreements Regulations, in which case it shall be entitled to demand and accept a reasonable fee (recoverable in certain circumstances under Clause 49.4 for any treatment given, if it gives the Patient a receipt;
49.2.6 for attending and examining (but not otherwise treating) a Patient:
49.2.6.1 at his request at a police station in connection with possible criminal proceedings against him;
49.2.6.2 at the request of a commercial, educational or not for profit organisation for the purpose of creating a medical report or certificate;
49.2.6.3 for the purpose of creating a medical report required in connection with an actual or potential claim for compensation by the Patient;

49.2.7 for treatment consisting of an immunisation for which no remuneration is payable by the relevant body and which is requested in connection with travel abroad;
49.2.8 for prescribing or providing drugs, medicines or Appliances (including a collection of such drugs, medicines or Appliances in the form of a travel kit) which a Patient requires to have in his possession solely in anticipation of the onset of an ailment or occurrence of an injury while he is outside the United Kingdom but for which he is not requiring treatment when the medicine is prescribed;
49.2.9 for a medical examination:

49.2.9.1 to enable a decision to be made whether or not it is inadvisable on medical grounds for a person to wear a seat belt, or
49.2.9.2 for the purpose of creating a report:

49.2.9.2.1 relating to a road traffic accident or criminal assault; or
49.2.9.2.2 that offers an opinion as to
whether a Patient is fit to travel;

49.2.9.A		for testing the sight of a person to whom none of paragraphs (a) to (e) of section 115(2) of the 2006 Act applies (including by virtue of regulations made under section 115(7) of the 2006 Act);
49.2.10 where it is a Contractor which is authorised or required in accordance with arrangements made with the Commissioner under section 126 (Arrangements for Pharmaceutical Services) and in accordance with regulations made under section 129 (Regulations at to Pharmaceutical Services) of the 2006 Act to provide drugs, medicines and Appliances to a Patient and provides for that

Patient, otherwise than by way of Dispensing Services, any Scheduled Drug; and
49.2.11 for prescribing or providing drugs or medicines for malaria chemoprophylaxis.
49.3 [bookmark: _bookmark267]Where a person applies to the Contractor for the provision of Services and claims to be entitled to be treated by the Contractor without paying a fee or other remuneration and the Contractor has reasonable doubts about that person’s claim, the Contractor shall give any necessary treatment and shall be entitled to demand and accept a reasonable fee subject to the provision for repayment contained in Clause 49.4.
49.4 [bookmark: _bookmark268]Where a person from whom the Contractor received a fee applies to the Commissioner for a refund within fourteen (14) days of payment of the fee (or such longer period not exceeding a month as the Commissioner may allow if it is satisfied that the failure to apply within fourteen (14) days was reasonable) and the Commissioner is satisfied that the person was entitled to be treated by the Contractor without paying a fee or other remuneration when the treatment was given, the Commissioner may recover the amount of the fee from the Contractor, by set off or otherwise, and shall pay that amount to the person who paid the fee.
49.5 In the provision of the Services, the Contractor shall:

49.5.1 provide information to the Patients regarding other services it provides (other than under the Contract) only where appropriate and in accordance with the restriction on advertising Private Services in Clause 36C and shall ensure that such information is fair and accurate; and
49.5.2 where the other services are available to the Patient as part of the health service established pursuant to the 2006 Act or the 2012 Act (as the case may be), inform the Patient:
49.5.2.1 that the services are so available;

49.5.2.2 of any charge that apply to that health service and, if no such charge applies, that the service is free; and
49.5.2.3 how to access those health services.

49.5A	The Contractor shall not, either itself or through any other person, demand or accept from any of its Patients a fee or other remuneration, for its own benefit or another’s benefit, for the completion, in relation to the Patient’s mental health, of:
49.5A.1	a mental health evidence form; or

49.5A.2	any examination of the Patient or of the Patient’s medical record in order to complete the form;
the purpose of which is to assist creditors in deciding which action to take where the debtor has a mental health problem.
49.5B	The Contractor shall not, either itself or through any other person, demand or accept from a person who is not a Patient of the Contractor, a fee or other remuneration, for its own benefit or another’s benefit, for either of the following services provided on Practice Premises to which Clause 3.6.2 applies, unless those services are provided outside of Core Hours:
49.5B.1	for treatment consisting of an immunisation for which the Contractor receives no remuneration from the Commissioner when provided to its Patients and which is requested in connection with travel abroad; or
49.5 B.2	for prescribing or providing drugs or medicines for malaria chemoprophylaxis.
49.6 This Clause 49 shall survive the expiry or termination of the Contract.



50 [bookmark: _bookmark269]Clinical Governance

50.1 Without prejudice to the Contractor’s obligation to meet all performance requirements under the Contract:
50.1.1 the Contractor shall have an effective System of Clinical Governance (which shall include appropriate standard operating procedures in relation to the management and use of controlled drugs);
50.1.2 [bookmark: _bookmark270]the Contractor shall nominate a person who will have responsibility for ensuring the effective operation of the System of Clinical Governance;
50.1.3 the person nominated under Clause 50.1.2 shall be a person who performs or manages Services under the Contract.
50.2 The Contractor shall co-operate with the Commissioner in the discharge of any obligations of the Commissioner or its accountable officers under section 17 (Accountable Officers and their responsibilities as to Controlled Drugs) and section 18 (Co-operation between Health Bodies and other Organisations) of the Health Act 2006.

51 [bookmark: _bookmark271]Indemnity
51.1 The Contractor shall indemnify the Commissioner fully against all claims, proceedings, actions, damages, legal costs, expenses and any other liabilities in respect of any death or personal injury or loss of or damage to property which is caused directly or indirectly by any act or omission or breach of obligation under the Contract of the Contractor, its staff, agents or sub-contractors save to the extent that the same was caused by any negligent act of the Commissioner or its servants.



52 [bookmark: _bookmark272]Insurance

52.1 [bookmark: _bookmark273]The Contractor shall at all times hold adequate insurance in the sums detailed in Schedule 4 Part 2 in respect of any incident against:
52.1.1 all liabilities arising from negligent performance of Services under the Contract;
52.1.2 all public liabilities in relation to liabilities to third parties arising under or in connection with the Contract; and
52.1.3 all liabilities as an employer in respect of all staff.

52.2 The Contractor shall provide the Commissioner with a copy of all insurance policies obtained pursuant to Clause 52.1 and/or a broker certified schedule of insurances together with evidence that the requisite premiums have been paid upon the Commissioner’s request.
52.3 [bookmark: _bookmark274]The Contractor shall not sub-contract its obligations to provide the Services under the Contract unless it is satisfied that the sub- contractor holds adequate insurance against liability arising from negligent performance of such Services.
52.4 For the purposes of Clauses 52.1 to 52.3:

52.4.1 “insurance” means a contract of insurance or other arrangement made for the purpose of indemnifying the Contractor; and includes membership of a medical defence organisation established for the purpose set out in this Clause; and
52.4.2 the Contractor shall be regarded as holding insurance if insurance is held by a person employed or engaged by it in connection with clinical services which that person provides under the Contract or, as the case may be, sub- contract provided that that insurance is adequate and is in the sum of not less than that required by this Clause. The
Contractor agrees that this may not be sufficient to meet the
Contractor’s obligations to insure all of the risks listed under Clause 52.1 and that the Contractor must seek advice from a specialist insurance broker in this regard.


53 [bookmark: _bookmark275]Complaints
53.1 The Contractor shall establish and operate a complaints procedure as approved by the Commissioner to deal with any complaints in relation to any matter reasonably connected with the provision of Services under the Contract.
53.2 The Contractor shall comply with the Complaints Regulations, the relevant provisions of which are set out in Schedule 5 (Complaints Procedure).

54 [bookmark: _bookmark276]Sub-contracting and Change of Control
54.1 The Contractor shall not sell, assign, sub-contract or in any way dispose of any of its rights or duties under the Contract in relation to the Services or any part thereof without the prior written authorisation of the Commissioner and subject to such conditions as the Commissioner in its absolute discretion may impose.
54.2 A contract with a sub-contractor must, unless the Commissioner agrees otherwise in writing, prohibit the sub-contractor from sub- contracting the services it has agreed with the Contractor to provide.
54.3 Save in respect of a public limited company listed on an internationally recognised exchange the Contractor shall not undergo a Change of Control without the prior authorisation of the Commissioner and subject to such conditions as the Commissioner may impose.
54.4 If the Contractor has a list of Registered Patients or a list of Registered Patients is held in respect of it, the Contractor shall not sub-contract any of its rights or duties under the Contract in relation to the provision of Essential Services to a company or firm:
54.4.1 owned wholly or partly by the Contractor, or by any former or current employee or partner or shareholder in, the Contractor;

54.4.2 formed by or on behalf of the Contractor, or from which it derives or may derive pecuniary benefit;
54.4.3 formed by or on behalf of a former or current employee of, or partner or shareholder in, the Contractor, or from which such a person derives or may derive pecuniary benefit,
where that company or firm is or was formed wholly or partly for the purpose of avoiding the restrictions on the sale of goodwill of a medical practice in section 259 of the 2006 Act or any relevant regulations made wholly or partly under that section.

55 [bookmark: _bookmark277]Co-operation with Investigations

55.1 [bookmark: _bookmark278]The Contractor shall co-operate with:

55.1.1 any investigation of a complaint in relation to any matter reasonably connected with the provision of the Services by the Contractor by the Commissioner or the Health Service Commissioner;
55.1.2 any investigation of a complaint by an NHS body or local authority which relates to a Patient or former Patient of the Contractor; and
55.1.3 any further or other investigation initiated by the Commissioner in connection with the Services.
55.2 In Clause 55.1:

55.2.1 [bookmark: _bookmark279]“NHS body” means the Commissioner, a CCG, (in England and Wales and Scotland) an NHS trust, an NHS foundation trust, a Local Health Commissioner, a Health Commissioner, a Health and Social Services Commissioner or a Health and Social Services Trust;
55.2.2 “local authority” means any of the bodies listed in section 1 of the Local Authority Social Services Act 1970, the Council of the Isles of Scilly or a council constituted under

section 2 of the Local Government etc. (Scotland) Act 1994 or the council of a county or county borough in Wales; and
55.2.3 “Health Service Commissioner” means a person appointed Health Service Commissioner for England in accordance with section 1 of, and Schedule 1 to the Health Service Commissioners Act 1993
55.3 In co-operating with any investigation, the Contractor shall, by way of example:
55.3.1 answer questions reasonably put to the Contractor by the Commissioner;
55.3.2 provide any information relating to the complaint reasonably required by the Commissioner; and
55.3.3 attend any meeting to consider the complaint (if held at a reasonably accessible place and at a reasonable hour, and due notice has been given) if the Contractor’s presence at the meeting is reasonably required by the Commissioner.

56 [bookmark: _bookmark280]Warranties
56.1 Each of the Parties warrants that it has power to enter into this Contract and has obtained any necessary approvals to do so.
56.2 The Contractor warrants that the Contractor satisfies the conditions set out in direction 4 of the APMS Directions.
56.3 Each Party warrants to the other that it has not relied on any representation or agreement whether written or oral not expressly set out or referred to in the Contract.
56.4 The Contractor warrants that it has used all reasonable endeavours to ensure:
56.4.1 all information in writing provided to the Commissioner in seeking to become a Party to the Contract was, when given, true and accurate in all material respects, and in particular,

that the Contractor satisfied the conditions set out in direction 4 of the APMS Directions;
56.4.2 no information has been omitted which would make the information that was provided to the Commissioner materially misleading or inaccurate;
56.4.3 no circumstances have arisen which materially affect the truth and accuracy of such information; and
56.4.4 it is not aware as at the date of the Contract of anything within its reasonable control which may or will materially adversely affect its ability to fulfil its obligations under this Contract.
56.5 To the best of the Commissioner’s knowledge after due enquiry by the Commissioner, the Commissioner warrants that it has used all reasonable endeavours to ensure:
56.5.1 all information in writing which it provided to the Contractor specifically to assist the Contractor to become a Party to the Contract was, when given, true and accurate in all material respects;
56.5.2 no information has been omitted which would make the information that was provided to the Contractor materially misleading or inaccurate; and
56.5.3 no circumstances have arisen which materially affect the truth and accuracy of such information.
56.6 The Commissioner shall indemnify the Contractor fully against
all claims, proceedings, actions, damages, legal costs, expenses and any other liabilities in respect of any claim against the Contractor by any third party relating to matters which occurred prior to the Commencement Date and which relate to any predecessor contract under which the Services or substantially similar services were provided, except where such claims, proceedings, actions, damages, legal costs, expenses and any other liabilities were caused by or

contributed to by the Contractor and/or any employee of the Contractor.

57 [bookmark: _bookmark281]Variation of the Contract
57.1 [bookmark: _bookmark282]Subject to the Commissioner’s rights under Clause 57.2, no amendment or variation to the Contract shall have effect unless it is in writing and signed by or on behalf of the Commissioner and the Contractor.
57.2 [bookmark: _bookmark283]The Commissioner may vary the Contract without the Contractor’s consent so as to comply with the 2006 Act and 2012 Act (as the case may be), any regulations made pursuant to those Acts, any direction given by the Secretary of State pursuant to those Acts (which, for the avoidance of doubt, includes any amendments to the APMS Directions) where it:
57.2.1 is reasonably satisfied that it is necessary to vary the Contract in order so to comply; and
57.2.2 [bookmark: _bookmark284]notifies the Contractor in writing of the wording of the proposed variation and the date upon which that variation is to take effect.
57.3 Where it is reasonably practicable to do so, the date that the proposed variation under Clause 57.2.2 is to take effect shall be not less than fourteen (14) days after the date on which the notice under Clause
57.2.2 is served on the Contractor.

57.4 Subject to clause 57.5, where any variation is imposed under Clause 57.2, the Contractor and the Commissioner shall agree if possible any variation to the Contract Price consequent upon the variation to the Contract, and in default of agreement the Dispute may be referred to the Dispute Resolution Procedure under Clause 66 and Schedule 12.
57.5 [bookmark: _bookmark285]Where any variation is imposed under clause 57.2 which would (save for this clause 57.5) give rise to an increase in the Contract Price equal

to or less than 3%29 in aggregate of the Contract Price, there shall be no variation to the Contract Price.
57.6 Where the Contract is varied in accordance with its terms and, as a result of the variation there is to be a change in the range of services provided to the Contractor’s Registered Patients or Patients who are on the Contractor’s List of Patients are to be removed from that list, the Commissioner shall notify those Patients in writing of the variation and its effect and inform them of the steps they can take to obtain elsewhere the services in question or, as the case may be, register elsewhere for the provision of Essential Services (or their equivalent).






[bookmark: _bookmark286]57A	Variation, suspension and enforcement of Contract terms in relation to pandemics etc.
57A.1	In this Contract, where an announcement is made by the Commissioner under clause 57A.2, in the circumstances specified in that announcement, and for the period specified in that announcement:
57A.1.1  “Core Hours” means the period beginning at 8.00am and ending at 6.30pm on any day from Monday to Friday; and
57A.1.2    “Out of Hours Period” means:

57.A.1.2.1 the period beginning at 6.30pm on any day from Monday to Friday and ending at 8.00am on the following day; and
57.A.1.2.2 the period beginning at 6.30pm on Friday and ending at 8.00am on the following Monday.




29	For local determination

57A.2	The Commissioner, with the agreement of the Secretary of State, for the purpose set out in clause 57A.3, may make an announcement to the effect that the core hours of contractors (which include the Contractor) are to include Good Friday and Bank Holidays:
57A.2.1    in the area to which the announcement relates;

57A.2.2  in the circumstances specified in the announcement; and 57A.2.3   during the period specified in the announcement.
57A.3	An announcement may be made under paragraph clause 57A.2 in order to assist in the management of a serious or potentially serious risk to human health arising as a consequence of a disease being, or in anticipation of a disease being imminently:
57A.3.1    pandemic; and
57A.3.2  a serious risk or potentially a serious risk to human health. 57A.4	Under this Contract, where reference is made to an announcement or
advice of the Commissioner that relates to a disease being, or in anticipation of a disease being imminently:
57A.4.1    pandemic; and

57A.4.2    a serious risk or potentially serious risk to human health,

it is to that announcement or advice, which may be withdrawn at any time, as amended from time to time.
57A.5		Any term that is part of this Contract as a consequence of action taken under the APMS Directions, by agreement between the parties or by virtue of regulation 47(2) of the National Health Service (Pharmaceutical and Local Pharmaceutical Services) Regulations 2013 is temporarily not part of this Agreement, in the particular circumstances mentioned in clause 57A.5.3.2 and during the period mentioned in clause 57A.5.3.3, in the following circumstances:
57A.5.1   as a consequence of a disease being, or in anticipation of a disease being imminently:

57A.5.1.1   pandemic; and

57A.5.1.2 a serious risk or potentially a serious risk to human health;
the Commissioner with the agreement of the Secretary of State has made an announcement in respect of the prioritisation of services to be provided in, or in any part of, England as part of the health service;
57A.5.2   the prioritisation is in order to assist in the management of the serious risk or potentially serious risk to human health;
57A.5.3  as part of the announcement, the Commissioner with the agreement of the Secretary of State has issued advice to the effect that contractors are not to comply with a specified type of term of alternative provider medical services agreements:
57A.5.3.1	in the area to which the announcement relates;
57A.5.3.2	in	the	circumstances	specified	in	the announcement; and
57A.5.3.3	during	the	period	specified	in	the announcement; and
57A.5.4 the Contractor is situated in the area to which the announcement relates and compliance with the term (it being of the specified type) would, but for the effect of this paragraph, be a requirement of this Contract.
57A.6		The Commissioner must not take enforcement action, as provided for in this Contract, in respect of a breach of a term of this Contract in the following circumstances:
57A.6.1   as a consequence of a disease being, or in anticipation of a disease being imminently:
57A.6.1.1   pandemic; and

57A.6.1.2 a serious risk or potentially a serious risk to human health;
the Commissioner with the agreement of the Secretary of State has made an announcement in respect of the prioritisation of services to be provided in, or in any part of, England as part of the health service;
57A.6.2  the prioritisation is in order to assist in the management of the serious risk or potentially serious risk to human health;
57A.6.3  as part of the announcement, the Commissioner with the agreement of the Secretary of State has issued advice to the effect that contractors need not comply with a specified type of term of alternative provider medical services agreements:
57A.6.3.1	in the area to which the announcement relates;
57A.6.3.2	in	the	circumstances	specified	in	the announcement; and
57A.6.3.3	during	the	period	specified	in	the announcement; and
57A.6.4	the Contractor:

57A.6.4.1 is situated in the area to which the announcement relates; and
57A.6.4.2  has not complied with the term (it being of the specified type) in the particular circumstances mentioned in clause 57A.6.3.2 and during the period mentioned in clause 57A.6.3.3.


58 [bookmark: _bookmark287]Termination by Agreement

58.1 The Commissioner and the Contractor may mutually agree in writing to terminate the Contract, and if the Parties so agree, they shall agree the date upon which that termination will take effect and any further terms upon which the Contract should be terminated.

59 [bookmark: _bookmark288]Termination by the Contractor
59.1 [bookmark: _bookmark289]The Contractor may give notice (“late payment notice”) which shall be in writing to the Commissioner if the Commissioner has failed to make any payments properly due to the Contractor in accordance with Clause 48 of the Contract. The Contractor shall specify in the late payment notice the payments that the Commissioner has failed to make in accordance with Clause 49 of the Contract.
59.2 [bookmark: _bookmark290]The Contractor may, at least twenty eight (28) days after having served a late payment notice, terminate the Contract by a further written notice if the Commissioner has still failed to make payments properly due to the Contractor, and that were specified in the late payment notice served on the Commissioner pursuant to Clause 59.1.
59.3 [bookmark: _bookmark291]If, following receipt of a late payment notice, the Commissioner refers the matter to the Dispute Resolution Procedure detailed in Clause 66 within twenty eight (28) days of the date upon which it is served with the late payment notice, and it notifies the Contractor in writing that it has done so within that period of time, the Contractor may not terminate the Contract pursuant to Clause 59.2 until:
59.3.1 there has been a determination of the Dispute pursuant to the Dispute Resolution Procedure; or
59.3.2 the Commissioner ceases to pursue the Dispute Resolution Procedure,
whichever is the sooner. Clauses 59.1 to 59.3 are without prejudice to any other rights to terminate the Contract that the Contractor may have.

60 [bookmark: _bookmark292]Termination by the Commissioner for Provision of Untrue Etc Information
60.1 [bookmark: _bookmark293]The Commissioner may serve notice in writing on the Contractor terminating the Contract forthwith, or from such date as may be specified in the notice if, after the Contract was entered into, it has come to the attention of the Commissioner that written information provided to the Commissioner by the Contractor before the Contract was entered into in relation to the conditions set out in direction 4 of the APMS Directions (and compliance with those conditions) was, when given, untrue or inaccurate in a material respect.





61 [bookmark: _bookmark294]Other Grounds for Termination by the Commissioner
61.1 [bookmark: _bookmark295]The Commissioner may serve notice in writing on the Contractor terminating the Contract forthwith, or from such date as may be specified in the notice if:
61.1.1 where this Contract is with an individual, the individual;

61.1.2 where this Contract is with a company, the company or any director or company secretary of the company;
61.1.3 where this Contract is with a partnership, any individual member of the partnership, or the partnership; or
61.1.4 where this Contract is with an Industrial & Provident Society, a Co-Operative Society, a Community Benefit Society, a Friendly Society or a voluntary organisation or any other body, the Society organisation or other body or an officer trustee or any other person concerned with the
management of the Society organisation or body

falls within Clause 61.2 during the existence of the Contract.

61.2 [bookmark: _bookmark296]A person falls within this Clause 61.2 if during the existence of this Contract or at any time within five (5) years prior to signing this Contract:
61.2.1 he or it is the subject of a National Disqualification;

61.2.2 [bookmark: _bookmark297]subject to Clause 61.5, he or it is disqualified or suspended (other than by an interim suspension order or direction pending an investigation or a suspension on the grounds of ill-health) from practising by any Licensing Body anywhere in the world;
61.2.3 [bookmark: _bookmark298]subject to Clause 61.6, he has been dismissed (otherwise than by reason of redundancy) from any employment by a Health Service Body unless before the Commissioner has served a notice terminating the Contract pursuant to this Clause 61.2 he is employed by the Health Service Body that dismissed him or by another Health Service Body. For the purposes of this Clause, where a person has been employed as a member of a health care profession, any subsequent employment must also be as a member of that profession;
61.2.4 he or it is removed from, or refused admission to, a Primary Care List by reason of inefficiency, fraud or unsuitability (within the meaning of section 151(2), (3) and
(4) of the 2006 Act respectively) unless his or its name has subsequently been included in such a list;
61.2.5 he has been convicted in the United Kingdom of murder or an offence referred to in Schedule 1 to the Children and Young Persons Act 1933 or Schedule 1 to the Criminal Procedure (Scotland) Act 1995;

61.2.6 he has been convicted in the United Kingdom of a criminal offence other than murder, and has been sentenced to a term of imprisonment of over six (6) months;
61.2.7 [bookmark: _bookmark299]subject to Clause 61.7, he has been convicted elsewhere of an offence which would, if committed in England and Wales:
61.2.7.1 constitute murder; or

61.2.7.2 constitute a criminal offence other than murder, and been sentenced to a term of imprisonment of over six (6) months;
61.2.8 he or it has:

61.2.8.1 been adjudged bankrupt or had sequestration of his estate awarded or is a person in relation to whom a moratorium period under a debt relief order (under Part VIIA of the Insolvency Act 1986) applies unless he has been discharged from that bankruptcy or sequestration or the bankruptcy order has been annulled;
61.2.8.2 been made the subject of a bankruptcy restrictions order or an interim bankruptcy restrictions order under Schedule 4A to the Insolvency Act 1986 or Schedule 2A to the Insolvency (Northern Ireland) Order 1989 or Part 13 of the Bankruptcy (Scotland) Act 2016, unless that order has ceased to have effect or has been annulled;
61.2.8.3 been made the subject of a debt relief restrictions order or interim debt relief restrictions order under Schedule 4ZB to the Insolvency Act 1986 unless that order has ceased to have effect or has been annulled;

61.2.8.4 made a composition or arrangement with, or granted a trust deed for, his or its creditors unless he or it has been discharged in respect of it;
61.2.8.5 been wound up under Part IV of the Insolvency Act 1986;
61.2.8.6 had an administrator, administrative receiver or receiver appointed in respect of it; or
61.2.8.7 had an administration order made in respect of it under Schedule B1 to the Insolvency Act 1986;
61.2.9 he has been:

61.2.9.1 removed from the office of Charity Trustee or trustee for a charity by an order made by the Charity Commissioners, the Charity Commission for Northern Ireland or the High Court on the grounds of any misconduct or mismanagement in the administration of the charity for which he was responsible or to which he was privy, or which he by his conduct contributed to or facilitated;
61.2.9.2 removed under section 34 of the Charities and Trustee Investment (Scotland) Act 2005 (powers of Court of Session), from being concerned in the management or control of any body;
61.2.9.3 he is subject to a disqualification order under the Company Directors Disqualification Act 1986, the Companies Directors Disqualification (Northern Ireland) Order 2002

or to an order made under section 429(2)(b) of the Insolvency Act 1986;
61.2.10 he has refused to comply with a request by the Commissioner for him to be medically examined on the grounds that it is concerned that he is incapable of adequately providing services under the Contract; or
61.2.11 the Contractor's registration with the Care Quality Commission has been cancelled in accordance with section 17(1) of the Health and Social Care Act 2008, and that cancellation is the final decision of the Care Quality Commission, or, where an appeal has been launched, is the outcome of that appeal.
61.2.12 he has been included in any barred list within the meaning of section 2 of the Safeguarding Vulnerable Group Act
2006 or Article 6 of the Safeguarding Vulnerable Groups (Northern Ireland) Order 2007.
61.2.13 Where the Contract is with a partnership and a dissolution of the partnership is ordered by any competent court, tribunal or arbitrator, or an event happens that makes it unlawful for the business of the partnership to continue, or for members of the partnership to carry on in the partnership.
61.3 Where the Contract is with a single individual and that individual dies, the Contract shall terminate at the end of the period of seven (7) days after the date of his death unless, before the end of that period the Commissioner has agreed in writing with the Contractor’s personal representatives that the Contract should continue for a further period, not exceeding twenty eight (28) days after the end of the period of seven (7) days.
61.4 Clause 61 does not affect any other rights to terminate the Contract which the Commissioner may have under this Contract.

61.5 [bookmark: _bookmark300]The Commissioner shall not terminate the Contract pursuant to Clause
61.2.2 where the Commissioner is satisfied that the disqualification or suspension imposed by a Licensing Body outside the United Kingdom does not make the person unsuitable to be a Contractor, or in the case where the Contractor is a company, both a legal and beneficial shareholder, or a director or secretary of the company, as the case may be.
61.6 [bookmark: _bookmark301]The Commissioner shall not terminate the Contract pursuant to Clause
61.2.3 until a period of at least three (3) months has elapsed since the date of the dismissal of the person concerned; or if, during that period of time, the person concerned brings proceedings in any competent tribunal or court in respect of his dismissal, until proceedings before that tribunal or court are concluded. The Commissioner may only terminate the Contract in the latter situation if there is no finding of unfair dismissal at the end of those proceedings.
61.7 [bookmark: _bookmark302]The Commissioner shall not terminate the Contract pursuant to Clause
61.2.7 where the Commissioner is satisfied that the conviction does not make the person unsuitable to be a Contractor or in the case where the Contractor is a company, both a legal and beneficial shareholder a director or secretary of the company, as the case may be.

62 [bookmark: _bookmark303]Termination by the Commissioner for a Serious Breach
62.1 The Commissioner may serve notice in writing on the Contractor terminating the Contract forthwith or with effect from such date as may be specified in the notice if:
62.1.1 the Contractor has breached the Contract and the Commissioner considers that as a result of that breach, the safety of Patients is at serious risk if the Contract is not terminated;

62.1.2 the Contractor’s financial situation is such that the Commissioner considers that the Commissioner is at risk of material financial loss; or
62.1.3 the Contractor undergoes a Change of Control of which the Commissioner, acting reasonably, does not approve.
62.2 [bookmark: _bookmark304]If the Contractor breaches the conditions specified in Clauses 54.1 and
54.3 and it comes to the Commissioner’s attention that the Contractor has done so, the Commissioner shall serve notice in writing on the Contractor:
62.2.1 terminating the Contract forthwith; or, at their absolute discretion
62.2.2 instructing it to terminate the sub-contracting arrangements that give rise to the breach forthwith, and if it fails to comply with the instruction, the Commissioner shall serve a notice in writing on the Contractor terminating the Contract forthwith.

63 [bookmark: _bookmark305]Termination by the Commissioner: Remedial Notices and Breach Notices
63.1 [bookmark: _bookmark306]Where the Contractor has breached the Contract other than as specified in Clauses 60 to 62.2 and the breach is capable of remedy, the Commissioner shall, before taking any action it is otherwise entitled to take by virtue of the Contract, serve a notice on the Contractor requiring it to remedy the breach (“remedial notice”).
63.2 A remedial notice shall specify:

63.2.1 details of the breach;

63.2.2 the steps the Contractor must take to the satisfaction of the Commissioner in order to remedy the breach; and
63.2.3 the period during which the steps must be taken (the “notice period”).

63.3 The notice period shall, unless the Commissioner is satisfied that a shorter period is necessary to protect the safety of the Contractor’s Patients or protect itself from material financial loss, be no less than twenty eight (28) days from the date that notice is given.
63.4 Where the Commissioner is satisfied that the Contractor has not taken the required steps to remedy the breach by the end of the notice period, the Commissioner may terminate the Contract with effect from such date as the Commissioner may specify in a further notice to the Contractor.
63.5 Where the Contractor has breached the Contract other than as specified in Clauses 60 to 62.2 and the breach is not capable of remedy, the Commissioner may serve notice on the Contractor requiring it not to repeat the breach (“breach notice”).
63.6 If, following a breach notice or a remedial notice, the Contractor:

63.6.1 repeats the breach that was the subject of the breach notice or the remedial notice; or
63.6.2 otherwise breaches the Contract resulting in either a remedial notice or a further breach notice,
the Commissioner may serve notice on the Contractor terminating the Contract with effect from such date as may be specified in that notice.
63.7 If the Contractor has failed to perform any obligation and a breach notice or a remedial notice in respect of that default has been given to the Contractor, the Commissioner may withhold or deduct monies which would otherwise be payable under the Contract in respect of that obligation which is the subject of the default.

64 [bookmark: _bookmark307]Termination and the Dispute Resolution Procedure
64.1 [bookmark: _bookmark308]Where the Commissioner is entitled to serve written notice on the Contractor terminating the Contract pursuant to Clauses 60.1, 61.1,

62, 63.1, the Commissioner shall, in the notice served on the Contractor pursuant to those Clauses, specify a date on which the Contract terminates that is not less than twenty eight (28) days after the date on which the Commissioner has served that notice on the Contractor unless Clause 64.4 applies.
64.2 [bookmark: _bookmark309]This Clause 64.2 applies if the Commissioner is satisfied that a period less than twenty eight (28) days is necessary in order to protect the safety of the Contractor’s Patients or protect itself from material financial loss.
64.3 [bookmark: _bookmark310]In a case falling within Clause 64.1 where the exception in Clause 64.2 does not apply, where the Contractor invokes the Dispute Resolution Procedure before the end of the period of notice referred to in Clause 64.1, and it notifies the Commissioner in writing that it has done so, the Contract shall not terminate at the end of the notice period but instead shall only terminate in the circumstances specified in Clause 64.4.
64.4 [bookmark: _bookmark311]The Contract shall only terminate pursuant to this Clause 64 if and when there has been a determination of the Dispute and that determination permits the Commissioner to terminate the Contract or the Contractor ceases to pursue the Dispute Resolution Procedure, whichever is the sooner.
64.5 If the Commissioner is satisfied that it is necessary to terminate the Contract before the Dispute Resolution Procedure is concluded in order to protect the safety of the Contractor’s Patients or protect itself from material financial loss, Clauses 64.3 and 64.4 shall not apply and the Commissioner shall be entitled to confirm by written notice to be served on the Contractor, that the Contract will nevertheless terminate at the end of the period of the notice it served pursuant to Clauses 60.1,61.1 62, 63.1.

65 [bookmark: _bookmark312]Consequences of Termination
65.1 [bookmark: _bookmark313]The termination of the Contract, for whatever reason, is without prejudice to the accrued rights of either Party under the Contract.

65.2 [bookmark: _bookmark314]On the termination of the Contract for any reason, the Contractor shall:

65.2.1 subject to the requirements of this Clause 65.2, cease performing any work or carrying out any obligations under the Contract;
65.2.2 co-operate with the Commissioner to enable any outstanding matters under the Contract to be dealt with or concluded in a satisfactory manner; and
65.2.3 deliver up to the Commissioner all property belonging to the Commissioner including all documents, forms, computer hardware and software, drugs, Appliances or medical equipment which may be in the Contractor’s possession or control.
65.3 Subject to Clauses 65.4 to 65.6, the Commissioner’s obligation to make payments to the Contractor in accordance with the Contract shall cease on the date of termination of the Contract.
65.4 [bookmark: _bookmark315]On termination of the Contract or termination of any obligations under the Contract for any reason, the Commissioner shall perform a reconciliation of the payments made by the Commissioner to the Contractor and the value of the work undertaken by the Contractor under the Contract. The Commissioner shall serve the Contractor with written details of the reconciliation as soon as reasonably practicable, and in any event no later than twenty eight (28) days after the termination of the Contract.
65.5 If the Contractor disputes the accuracy of the reconciliation, the Contractor may refer the Dispute to the Dispute Resolution Procedure in accordance with the terms of the Contract within twenty eight (28) days beginning on the date on which the Commissioner served the Contractor with written details of the reconciliation. The Parties shall be bound by the determination of the Dispute.
65.6 [bookmark: _bookmark316]Each Party shall pay the other any monies due within three (3) months of the date on which the Commissioner served the Contractor with

written details of the reconciliation, or the conclusion of the Dispute Resolution Procedure, as the case may be.
65.7 [bookmark: _bookmark317]Should the Contractor:

65.7.1 [bookmark: _bookmark318]breach the Contract entitling the Commissioner to serve written notice on the Contractor terminating the Contract pursuant to Clauses 61, 62 or 63;
65.7.2 [bookmark: _bookmark319]issue the Commissioner with notice of termination under Clause 60.1 but cease to perform all or a material part of the Services before the expiry of the notice period;
65.7.3 [bookmark: _bookmark320]issue the Commissioner with notice of termination under Clause 60.1 but fail to perform the Services to the Commissioner’s reasonable satisfaction during the notice period until the due termination date; or
65.7.4 [bookmark: _bookmark321]otherwise cease to provide all or a material part of the Services without notice to the Commissioner in accordance with Clause 60.1,
then, without prejudice to all other remedies available to the Commissioner, the Commissioner shall be entitled to engage replacement contractor(s) for the provision of all or part of the Services on such terms and conditions as the Commissioner sees fit and the Contractor shall immediately pay the Commissioner the cost of engaging the replacement contractor(s) together with all additional expenditure incurred by the Commissioner (including all management costs incurred by the Commissioner) throughout the remainder of the unexpired portion of the due notice period in the case of Clauses 65.7.2 and 65.7.3, or in the case of Clauses 65.7.1 and 65.7.4 for the full notice period. Further, upon request of the Commissioner, the Contractor will grant a licence to the replacement contractor(s) free of charge for such period as the replacement contractor(s) may require and upon such further terms at the replacement contractor(s) may at its

absolute discretion determine from the date of the replacement contractor’s request to access and use the Practice Premises.
65.8 The obligations contained in Clauses 65.1 to 65.7 shall continue to apply notwithstanding the termination of the Contract.

66 [bookmark: _bookmark322]Dispute Resolution

66.1 The provisions of Schedule 10 shall apply.

66.2 Clause 66 shall survive the expiry or termination of the Contract.

67 [bookmark: _bookmark323]TUPE, Re-tendering and Handover
67.1 On termination or expiry, in whole or in part, of this Contract, the provisions of Schedule 9 will apply.



68 [bookmark: _bookmark324]Gifts
68.1 [bookmark: _bookmark325]The Contractor shall keep a register of gifts which: are given to any of the persons specified in Clause 68.2 by, or on behalf of, a Patient, a relative of a Patient or any person who provides or wishes to provide services to the Contractor or its Patients in connection with the Contract; and have, in its reasonable opinion, a value of more than
£100.00.

68.2 [bookmark: _bookmark326]The persons referred to in Clause 68.1 are:

68.2.1 [bookmark: _bookmark327]any person employed by the Contractor for the purposes of the Contract;
68.2.2 [bookmark: _bookmark328]any General Medical Practitioner engaged by the Contractor for the purposes of the Contract;
68.2.3 if the Contractor is a company, any directors or company secretary of the company;

68.2.4 if the Contractor is a partnership, any member of the partnership;
68.2.5 if the Contractor is an Industrial and Provident Society, a Co-Operative Society, a Community Benefit Society, Friendly Society, Voluntary Organisation as defined in the 2006 Act or other body any officer, trustee or any other person concerned with the management of the Contractor;
68.2.6 the Contractor;

68.2.7 any spouse or civil partner of a person specified in Clauses
68.2.1 to 68.2.2; or

68.2.8 any person (whether or not of the opposite sex) whose relationship with a person specified in Clauses 68.2.1 to
68.2.2 has the characteristics of the relationship between husband and wife.
68.3 Clause 68.1 does not apply where:

68.3.1 there are reasonable grounds for believing that the gift is unconnected with services provided or to be provided by the Contractor;
68.3.2 the Contractor is not aware of the gift; or

68.3.3 the Contractor is not aware that the donor wishes to provide services to the Contractor or its Patients.
68.4 The Contractor shall take reasonable steps to ensure that it is informed of gifts which fall within Clause 68.1 and which are given to the persons specified in Clauses 68.2.
68.5 The register referred to in Clause 68.1 shall include the following information:
68.5.1 the name of the donor;

68.5.2 in a case where the donor is a Patient, the Patient’s National Health Service number or, if the number is not known, his address;
68.5.3 in any other case, the address of the donor;

68.5.4 the nature of the gift;

68.5.5 the estimated value of the gift; and

68.5.6 the name of the person or persons who received the gift.

68.6 The Contractor shall make the register available to the Commissioner on request.

69 [bookmark: _bookmark329]Compliance with Legislation and Guidance
69.1 The Contractor shall comply with all relevant legislation and have regard to all relevant guidance issued by the Commissioner, the Secretary of State, local authority, and the Department of Health and Social Care including, without limitation, to requirements specified in the Service Specification in respect of the exercise of their functions under the 2006 Act.
OTHER PROVISIONS

70 [bookmark: _bookmark330]Non-survival of Terms
70.1 Unless expressly provided, no term of the Contract shall survive expiry or termination of the Contract. Express provision is (hereby or elsewhere) made in relation to:
70.1.1 Clause 1.1 (Status of Contract);

70.1.2 Clause 46 (Counter Fraud and Security Management);

70.1.3 Clause 49 (Fees and Charges);

70.1.4 Clause 51 (Indemnity);

70.1.5 Clause 52 (Insurance);

70.1.6 Clause 53 and Schedule 5 (Complaints);

70.1.7 Clauses 65.1 to 65.6 (Consequences of Termination);

70.1.8 Clause 66 (Dispute Resolution Procedures);

70.1.9 Clause 72 (Governing Law and Jurisdiction); and

70.1.10 Clause 81 (Confidentiality);

70.1.11 Clause 82 (Bribery Act 2010).

71 [bookmark: _bookmark331]Entire Contract
The Contract constitutes the entire Contract between the Parties with respect to its subject matter and supersedes any prior Contracts, negotiations, promises, conditions or representations, whether written or oral, and the Parties confirm that they did not enter into the Contract on the basis of any representations that are not expressly incorporated into the Contract. However, nothing in the Contract purports to exclude liability on the part of either Party for fraudulent misrepresentation.




72 [bookmark: _bookmark332]Governing Law and Jurisdiction
72.1 [bookmark: _bookmark333]The Contract shall be governed by and construed in accordance with English law.
72.2 [bookmark: _bookmark334]Without prejudice to the Dispute Resolution Procedure contained in the Contract, in relation to any legal action or proceedings to enforce the Contract or arising out of or in connection with this Contract (including non-contractual disputes or claims), each Party agrees to submit to the exclusive jurisdiction of the courts of England and Wales.
72.3 Clauses 72.1 and 72.2 shall continue to apply notwithstanding the termination of the Contract.

73 [bookmark: _bookmark335]Waiver, Delay or Failure to Exercise Rights

73.1 The failure or delay by either Party to enforce any one or more of the terms or conditions of the Contract shall not operate as a waiver of them, or of the right at any time subsequently to enforce all terms and conditions of the Contract.

74 [bookmark: _bookmark336]Relationship between the Parties
74.1 The Contract is a contract for the provision of services. The Contractor is an independent provider of services and is not an employee, partner or agent of the Commissioner. The Contractor must not represent or conduct its activities so as to give the impression that it is the employee, partner or agent of the Commissioner.
74.2 [bookmark: _bookmark337]Where the Contractor provides Essential Services to Patients on its List of Patients, the Commissioner shall require the Contractor to be a member of a CCG.
74.3 Where the Contractor is required to be a member of a CCG in accordance with Clause 74.2, the Contractor shall appoint one individual, who is a Health Care Professional, to act on the Contractor’s behalf in the dealings between the Contractor and the CCG to which is belongs.
74.4 The Commissioner does not by entering into the Contract, and shall not as a result of anything done by the Contractor in connection with the performance of the Contract, incur any contractual liability to any other person.
74.5 The Contract does not create any right enforceable by any person not a party to it under the Contracts (Rights of Third Parties) Act 1999.
74.6 The Contractor shall not delegate its obligations or otherwise give, sell, assign or otherwise dispose of the benefit of any of its rights, under the Contract without the prior written authorisation of the Commissioner in accordance with Clause 54.

74.7 The Commissioner may give, sell, assign, or otherwise dispose of the benefit of its rights under the Contract to a successor body as may be directed by the Secretary of State.

75 [bookmark: _bookmark338]Force Majeure
75.1 [bookmark: _bookmark339]Neither Party shall be entitled to bring a claim for a breach of obligations under the Contract by the Affected Party nor shall the Affected Party incur any liability to the other Party for any losses or damages incurred by the other Party to the extent that a Force Majeure Event occurs and the Affected Party is prevented from carrying out obligations by that Force Majeure Event.
75.2 [bookmark: _bookmark340]On the occurrence of a Force Majeure Event, the Affected Party shall notify the other Party as soon as practicable. The notification shall include details of the Force Majeure Event, including evidence of its effect on its obligations of the Affected Party and any action proposed to mitigate its effect.
75.3 As soon as practicable, following such notification, the Parties shall consult with each other in good faith and use all reasonable endeavours to agree appropriate steps to mitigate the effects of the Force Majeure Event and facilitate the continued performance of the Contract.
75.4 [bookmark: _bookmark341]Unless the Affected Party takes such steps, Clause 75.1 shall not have the effect of absolving it from its obligations under this Contract. For the avoidance of doubt, any actions or omissions of either Party’s personnel or any failures of either Party’s systems, procedures, premises or equipment shall not be deemed to be circumstances or events beyond the reasonable control of the relevant Party for the purposes of this Clause 75.4 unless the cause of failure was beyond reasonable control.
75.5 If the Affected Party is delayed or prevented from performing its obligations and duties under the Contract for a continuous period of three (3) months, then either Party may terminate the Contract by

notice in writing within such period as is reasonable in the circumstances (which shall be no shorter than twenty eight (28) days).
75.6 The termination shall not take effect at the end of the notice period if the affected Party is able to resume performance of its obligations and duties under the Contract within the period of notice specified in accordance with Clause 75.2 or if the other Party otherwise consents.

76 [bookmark: _bookmark342]Severance
76.1 Subject to Clauses 76.2 and 76.3, if any term of the Contract is held to be invalid, illegal or unenforceable by any court, tribunal or other competent authority, such term shall, to the extent required, be deemed to be deleted from the Contract and shall not affect the validity, lawfulness or enforceability of any other terms of the Contract.
76.2 [bookmark: _bookmark343]If, in the reasonable opinion of either Party, the effect of such a deletion is to undermine the purpose of the Contract or materially prejudice the position of either Party, the Parties shall negotiate in good faith in order to agree a suitable alternative term to replace the deleted term or a suitable amendment to the Contract.
76.3 [bookmark: _bookmark344]If the Parties are unable to reach agreement as to the suitable alternative term or amendment within a reasonable period of commencement of the negotiations, then the Parties may refer the Dispute for determination in accordance with the Dispute Resolution Procedure set out in Clause 66.

77 [bookmark: _bookmark345]Service of Notice
77.1 [bookmark: _bookmark346]Save as otherwise specified in the Contract or where the context otherwise requires, any notice or other information required or authorised by the Contract to be given by either Party to the other Party must be in writing and may be served:
77.1.1 personally;

77.1.2 by post, or in the case of any notice served pursuant to Clause 57 (Variation) and Clauses 58 to 63 (Termination), registered or recorded delivery post;
77.1.3 by telex, or facsimile transmission (the latter confirmed by telex or post);
77.1.4 unless the context otherwise requires and except in Clause
57.1 electronic mail; or

77.1.5 by any other means which the Commissioner specifies by notice to the Contractor.
77.2 Any notice or other information shall be sent to the address specified in the Contract or such other address as the Commissioner or the Contractor has notified to the other.
77.3 [bookmark: _bookmark347]Any notice or other information shall be deemed to have been served or given:
77.3.1 if it was served personally, at the time of service;

77.3.2 if it was served by post, two (2) Working Days after it was posted; and
77.3.3 if it was served by telex, electronic mail or facsimile transmission, if sent during Core Hours then at the time of transmission and if sent outside Core Hours then on the following Working Day.
77.4 Where notice or other information is not given or sent in accordance with Clauses 77.1 to 77.3, such notice or other information is invalid unless the person receiving it elects, in writing, to treat it as valid.

78 [bookmark: _bookmark348]Discrimination

78.1 [bookmark: _bookmark349]The Contractor shall:

78.1.1 ensure that it complies with all current employment legislation and in particular, does not unlawfully discriminate within the meaning of the Part Time Workers (Prevention of

Less Favourable Treatment) Regulations 2000, the Fixed Term Employees (Prevention of Less Favourable Treatment) Regulations 2002 and the Equality Act 2010 or any other relevant legislation relating to discrimination in the employment of employees for the purpose of providing the Services. The Contractor shall take all reasonable steps (at its own expense) to ensure that any employees employed in the provision of the Services do not unlawfully discriminate within the meaning of this Clause 78; and
78.1.2 in the management of its affairs and the development of its equality and diversity policies, the Contractor shall co- operate with the Commissioner in light of the Commissioner’s obligations to comply with statutory equality duties. The Contractor shall take such steps as the Commissioner considers appropriate to promote equality and diversity, including race equality, equality of opportunity for disabled people, gender equality, and equality relating to religion and belief, sexual orientation, age, marriage and civil partnership, pregnancy and maternity, and gender assignment in the provision of the Services.
78.2 The Contractor shall fully indemnify and keep the Commissioner fully indemnified on demand against all claims, charges, demands, liabilities, damages, losses and expenses incurred or suffered by the Commissioner arising out of or in connection with any investigation conducted or any proceedings brought under the legislation referred to in Clause 78.1 above due directly or indirectly to any act or omission by the Contractor, its agents, employees or sub-contractors.
78.3 The Contractor shall impose on any sub-contractor obligations substantially similar to those imposed on the Contractor by this Clause 78.

79 [bookmark: _bookmark350]Data Protection

79.1 The Contractor shall comply with the Data Protection Legislation and shall ensure that any contract with a sub-contractor will clearly set out the data processing relationship between those parties and the requirements on them to comply with the Data Protection Legislation.

80 [bookmark: _bookmark351]Freedom of Information
80.1 The Contractor shall use all reasonable efforts to assist the Commissioner to comply with such obligations as are imposed on the Commissioner by the Freedom of Information Act 2000 (the “2000 Act”) and the Code of Openness in the NHS (the “Code”) including providing the Commissioner with reasonable assistance in complying with any request for information in connection with the Services served on the Commissioner under the 2000 Act or the Code and processing information provided by the Commissioner in accordance with a record management system which complies with the Lord Chancellor’s records management recommendations and code of conduct under section 46 of that Act.

81 [bookmark: _bookmark352]Confidentiality
81.1 [bookmark: _bookmark353]Subject always to the obligations of the Parties under statute or common law, in respect of such Confidential Information it may receive from the other Party (the “Discloser”), each Party (the “Recipient”) undertakes to keep secret and strictly confidential and shall not disclose any such Confidential Information to any third party, without the Discloser’s prior written consent provided that the Recipient shall not be prevented from using any general knowledge, experience or skills which were in its possession prior to the commencement of the Contract.
81.2 The provisions of Clause 81.1 shall not apply to any Confidential Information which:
81.2.1 is in or enters the public domain other than by breach of the Contract or other act or omissions of the Recipient;

81.2.2 is obtained by a third party who is lawfully authorised to disclose such information;
81.2.3 is authorised for release by the prior written consent of the Discloser; or
81.2.4 is identified as no longer needing to be regarded as confidential in accordance with any relevant timescale set out in Schedule 7 relating to that class of information
81.3 Nothing in Clause 81.1 shall prevent the Recipient from disclosing Confidential Information where it is required to do so by judicial, administrative, governmental or regulatory process in connection with any action, suit, proceedings or claim or otherwise by applicable law or, where the Contractor is the Recipient, to the Contractor’s immediate or ultimate holding company provided that the Contractor procures that such holding company complies with this Clause 81 as if any reference to the Contractor in Clause 81.1 were a reference to such holding company.
81.4 [bookmark: _bookmark354]The Contractor authorises the Commissioner to disclose the Confidential Information to such person(s) as may be notified to the Contractor in writing by the Commissioner from time to time to the extent only as is necessary for the purposes of auditing and collating information so as to ascertain a realistic market price for the Services supplied in accordance with the Contract, such exercise being commonly referred to as “benchmarking”. The Commissioner shall use all reasonable endeavours to ensure that such person(s) keeps the Confidential Information confidential and does not make use of the Confidential Information except for the purpose for which the disclosure is made. The Commissioner shall not without good reason claim that
the lowest price available in the market is the realistic market price.

81.5 The provisions of Clauses 81.1 and 81.4 shall continue in force ~ following termination of the Contract for any reason whatsoever and without limit in time.

82 [bookmark: _bookmark355]Bribery Act 2010

82.1 The Contractor shall:

82.1.1 comply with all applicable laws, regulations, codes and sanctions relating to anti-bribery and anti-corruption including but not limited to the Bribery Act 2010 (“Relevant Requirements”);
82.1.2 not engage in any activity, practice or conduct which would constitute an offence under sections 1, 2 or 6 of the Bribery Act 2010 if such activity, practice or conduct had been carried out in the UK;
82.1.3 comply with the Commissioner’s Anti-Bribery Policy as may be provided from the Commissioner to the Contractor from time to time (“Relevant Policy”).
82.1.4 have and shall maintain in place throughout the period of the Contract its own policies and procedures, including but not limited to adequate procedures under the Bribery Act 2010, to ensure compliance with the Relevant Requirements, the Relevant Policy and this Clause 82, and will enforce them where appropriate;
82.1.5 in addition to its obligations under this Clause 82, report to and acquire authority from the Commissioner before providing any form of gift, gratuity or hospitality to any party in connection with the Contract;
82.1.6 ensure that any offer or provision of any form of gift, gratuity or hospitality complies with the Relevant Policy and, where relevant, the Commissioner’s hospitality, gifts and sponsorship policy or policies;
82.1.7 promptly report to the Commissioner any request or demand for any undue financial or other advantage of any

kind received by the Contractor in connection with the performance of the Contract.
82.2 [bookmark: _bookmark356]The Contractor shall ensure that any person associated with the Contractor who is performing services in connection with the Contract does so only on the basis of a written Contract which imposes on and secures from such person on terms equivalent to those imposed on the Contractor in this Clause 82.2 (“Relevant Terms”). The Contractor shall be responsible for the observance and performance by such persons of the Relevant Terms, and shall be directly liable to the Commissioner for any breach by such persons of any of the Relevant Terms.
82.3 For the purpose of this Clause 82, the meaning of adequate procedures and whether a person is associated with another person shall be determined in accordance with section 7(2) of the Bribery Act 2010 (and any guidance issued under section 9 of that Act), sections 6(5) and 6(6) of that Act and section 8 of that Act respectively. For the purposes of this Clause 82 a person associated with the Contractor includes but is not limited to any subcontractor of the Contractor.
82.4 The Contractor shall fully indemnify and keep fully indemnified and demand the Commissioner against any losses, liabilities, damages, costs including but not limited to legal fees and expenses incurred by, or awarded against, the Commissioner as a result of any breach of this Clause 82 by the Contractor or any breach of provisions equivalent to this Clause 82 in any subcontract by any subcontractor.
82.5 Additional audit and record keeping:

82.5.1 the Contractor shall keep (either at its normal place of business or such other location as is notified to the Commissioner) detailed, accurate and up to date records and books of account showing all payments made by the Contractor in connection with the Contract and the steps taken by the Contractor to comply with the Relevant Requirements, the Relevant Policies and Clause 82 in each

case during the previous twelve years. The Contractor shall ensure that such records and books of accounts are sufficient to enable the Commissioner to verify the Contractor’s compliance with its obligations under this Clause 82;
82.5.2 the Contractor shall permit the Commissioner and its third party representatives, on reasonable notice during normal business hours, but without notice in case of any reasonably suspected breach of this Clause 82 to access and take copies of the Contractor’s records and any other information held at the Contractor’s Premises (or such other premises as are notified to the Commissioner in accordance with clause 82.5.2)and to meet with the Contractor’s personnel to audit the Contractor’s compliance with its obligations under this Clause 82. Such audit rights shall continue for three years after termination of the Contract. The Contractor shall give all necessary assistance to the conduct of such audits during the terms of the Contract and for a period of seven years after termination of the Contract.
82.5.3 Audit access by any third party representative of the Commissioner shall be subject to such representative agreeing confidentiality obligations equivalent to those in Clause 81 (Confidentiality) in respect of the information obtained, always provided that all information obtained may be disclosed to the Commissioner.
82.6 [bookmark: _bookmark357]The Contractor warrants and represents that:

82.6.1 neither the Contractor nor any of its officers, employees or other persons associated with it:
82.6.1.1 has been convicted of any offence involving bribery or corruption, fraud or dishonesty;

82.6.1.2 having made reasonable enquiries, so far as it is aware, has been or is the subject of any investigation, inquiry or enforcement proceedings by any governmental, administrative or regulatory body regarding any offence or alleged offence under the Relevant Requirements; or
82.6.1.3 has been or is listed by any government agency as being debarred, suspended, proposed for suspension or debarment, or otherwise ineligible or potentially ineligible for participation in government procurement programmes or other government Contracts;
82.7 The Contractor shall promptly notify the Commissioner if, at any time during the term of the Contract, its circumstances, knowledge or awareness changes such that it would not be able to repeat the warranties set out in Clause 82.6 at the relevant time.
82.8 Breach of this Clause 82 shall be deemed a material breach under Clause 62 (Termination for a serious Breach).
82.9 If the Commissioner terminates the Contract for breach of this Clause 82, the Contractor shall not be entitled to claim compensation or any further remuneration, regardless of any activities or Contracts with additional third parties entered into before termination.
82.10 Regardless of any other provision in the Contract, the Commissioner shall not be obliged to do, or omit to do, any act which would, in its reasonable opinion, put it in breach of any of the Relevant Requirements.
82.11 This clause 82 shall survive the expiry or termination of the Contract.

83 [bookmark: _bookmark358]NHS Branding

83.1 The Contractor shall ensure that the Practice Premises are clearly designated and branded to Patients and visitors as facilities at which NHS services are to be provided. The Contractor may use its own branding in respect of the Practice Premises and in communications with Patients provided that such branding does not dominate or conflict with the NHS branding and complies with the relevant NHS Identity Guidelines currently in force.

84 [bookmark: _bookmark359]Sponsorship
84.1 The Contractor shall not enter into any arrangements for the sponsorship by any person of the Practice Premises, the Services or anything connected to this Contract without the prior written consent of the Commissioner, which the latter, in its absolute discretion, may withhold.

85 [bookmark: _bookmark360]Administration
The provisions of Schedule 7 shall have effect for the purposes of identifying the Parties’ Representatives.

86 [bookmark: _bookmark361]Intellectual Property
The Contractor agrees that any intellectual property developed in connection with or related to this Contract shall belong to the Commissioner.

87 [bookmark: _bookmark362]Counterparts
The Contract may be executed in one or more counterparts. Any single counterpart or a set of counterparts executed, in either case, by all the parties, shall constitute a full original of this Contract for all purposes

IN WITNESS WHEREOF, the Parties have executed this Contract in duplicate the day and year first written above:

For:	The Commissioner



By:… Matt Gaunt	(Full Name) Title:  Director of Finance and Contracting

Date of Signature……………………………





For:	The Contractor



By:  Toby Hurd	(Full Name) Title: Founder and Joint Managing Director 
Organisation: Omnes Healthcare Limited



Date of Signature……………………………

[bookmark: _bookmark363]Schedule 1 Definitions and Interpretation
1.1 In this Contract unless the context otherwise requires:

1.1.1 words denoting any gender include all genders and words denoting the singular include the plural and vice versa;
1.1.2 reference to any person may include a reference to any firm, company or corporation;
1.1.3 reference to “day”, “week”, “month” or “year” means a calendar day, week, month or year, as appropriate, and reference to a working day means any day except Saturday, Sunday, Good Friday, Christmas Day and any Bank Holiday;
1.1.4 the headings in the Contract are inserted for convenience only and do not affect the construction or interpretation of the Contract;
1.1.5 the schedules to the Contract are and shall be construed as being part of the Contract. In the event of conflict between the terms of any schedule and the main body of the Contract, the provisions of the main body of the Contract shall prevail save in the case of an inconsistency with Schedule 2, Service Specification, in which event the terms of Schedule 2 shall prevail (other than where the relevant provisions of Schedule 2 are not compliant with any relevant law, rules, guidance or Good Practice);
1.1.6 reference to any statute or statutory provision or direction includes a reference to that statute or statutory provision as from time to time amended, extended, re-enacted or consolidated (whether before or after the date of the Contract), and all statutory instruments or orders made pursuant to it;
1.1.7 any obligation relating to the completion and submission of any form that the Contractor is required to complete and submit to the

Commissioner includes the obligation to complete and submit the form in such a format or formats (electronic, paper or otherwise) as the Commissioner may specify;
1.1.8 any obligation on the Contractor to have systems, procedures or controls includes the obligation effectively to operate them;
1.1.9 where the Contract imposes an obligation on a Party, that Party must comply with it and must take all reasonable steps to ensure that its personnel and Contractors (except the other Party) comply with it; and
1.1.10 the Parties shall, so far as is possible, interpret the provisions of the Contract consistently with the European Convention on Human Rights, EU law, the APMS Directions, and any other relevant regulations, orders or directions made under the 1977, 2006 and 2012 Acts.
1.1.11 the clause numbers and cross-reference are inserted for convenience only and do not affect the construction and interpretation of the Contract. For the avoidance of doubt, in the event of any apparent inconsistency in, without limitation, any clause numbers, defined terms and/or cross-references the relevant provisions of the APMS Directions and PMS Agreements Regulations, shall take precedence.
1.2 The following terms and phrases shall have the following meanings for the purposes of the Contract:


	2006 Act
	the National Health Service Act 2006, as amended by the Health and Social Care Act 2012;

	2012 Act
	the Health and Social Care Act 2012;

	Accountable GP
	A general medical practitioner assigned to
a Registered Patient in accordance with Clause 31.121 or 31.133;







	Advanced Electronic Signature
	an electronic signature which is:

(a) uniquely linked to the signatory;

(b) capable of identifying the signatory;

(c) created using means that the signatory can maintain under their sole control; and

(d) linked to the data to which it relates in such a manner that any subsequent change of data is detectable;

	Affected Party
	in the context of Clause 75, the Party whose performance of obligations under the Contract has been affected by the Force Majeure Event;

	Alert Letter
	a letter from a recognised issuing body in accordance with Department of Health guidance alerting the National Health Service or any of its bodies of a doctor or other registered Health Care Professional whose performance or conduct could place staff or Patients at risk;

	Annual Report
	the annual report referred to in clauses 10.7 – 10.9;

	APMS Directions
	the Alternative Provider Medical Services Directions 2020;

	Appliance
	an appliance which is included in a list for



	
	the time being approved by the Secretary
of State for the purposes of section 126 of the 2006 Act;

	Appropriate Person
	(a) in relation to a person who has not attained the age of 16 years, a person mentioned in clause 31.11.1;

(b) in relation to a person who lacks capacity:

(i) to make an application or provide information to, to accept an offer from, or otherwise communicate with, the Contractor; or

(ii) to authorise the making of an application or provision of information to, the acceptance of an offer from, or other communication with, the Contractor on their behalf;

a person mentioned in clause 31.11.2;

	Approved Medical Practice
	shall be construed in accordance with section 10A of the Medical Act 1983 as amended or replaced from time to time;

	Armed Forces of the Crown
	means the forces that are "regular forces" or "reserve forces" within the meaning given in section 374 of the Armed Forces Act 2006 (definitions applying for the
purposes of the whole Act)




	Assessment Panel
	the panel appointed by the Commissioner under Clause 31.108 of this Contract;

	Authorised Person
	in relation to a Patient, is a person who is entitled to make an application for pharmaceutical services on behalf of the Patient by virtue of regulation 116(a) to (c) of the National Health Service (Pharmaceutical and Local Pharmaceutical Services) Regulations 2013 (authorised persons to apply for services);

	Bank Holiday
	any day that is specified or proclaimed as a bank holiday in England pursuant to section 1 (bank holidays) of the Banking and Financial Dealings Act 1971;

	Batch Issue
	has the meaning given in the NHS (PMS Agreements) Regulations 2004 (SI: 2004/627);

	BBV Guidelines
	all and any circulars, instructions, directions, guidance, regulations, codes and/or requirements of the NHS from time to time in respect of Blood Borne Viruses and Exposure Prone Procedures (including without limitation the Hepatitis Codes);

	Blood Borne Viruses
	hepatitis B, hepatitis C and Human Immunodeficiency Virus (HIV) and any other conditions or diseases which are recognised within NHS requirements to represent a material risk of being communicated between a member of
Contractor Staff and a Patient during an



	
	Exposure Prone Procedure;

	CCG
	a Clinical Commissioning Group;

	CEDR
	the Centre for Effective Dispute Resolution;

	CCT
	Certificate of Completion of Training awarded under section 34L(1) of the Medical Act 1983;

	Change of Control
	a change in the Controlling Interest of the Contractor or its Holding Company;

	Charity Trustee
	one of the persons having the general control and management of the administration of a charity;

	Chemist
	means:

(a) a registered pharmacist;

(b) a person lawfully conducting a retail pharmacy business in accordance with section 69 of the Medicines Act 1968; or

(c) a supplier of Appliances,

who is included in the list of the Commissioner under Part 7 the 2006 Act or who provides local pharmaceutical services in accordance with LPS arrangements;

	Child or Children
	a person or people under the age of 16 years;

	Chiropodist or Podiatrist
	a chiropodist or podiatrist who is registered



	Independent Prescriber
	in Part 2 of the register maintained under
article 5 of the Health and Social Work Professions Order 2001 (establishment and maintenance of register), and against whose name in that register is recorded an annotation signifying that the chiropodist or podiatrist is qualified to order drugs, medicines and Appliances as a chiropodist or podiatrist independent prescriber;

	Clinical Correspondence
	means all correspondence in writing, whether in electronic form or otherwise, between the Contractor and other health service providers concerning or arising out of patient attendance and treatment at the Practice Premises including referrals made by letter or by any other means;

	Clinical Staff
	Contractor Staff with a medical or clinical qualification that is registered with a statutory professional body;

	Code of Practice on Disclosure
	the Criminal Records Bureau Code of Practice for Registered Persons and other recipients of Disclosure Information published by the Home Office under the Police Act 1997 (revised April 2009);

	Commencement Date
	[1st September 2022]

	Commissioner
	the National Health Service Commissioning Board constituted by the 2012 Act and ‘NHS England’ shall have the same meaning

	Complaints Regulations
	the Local Authority Social Services and



	
	National Health Service Complaints
(England) Regulations 2009;

	Confidential Information
	information data and material of any nature which either Party may receive or obtain in connection with the operation of the Contract and:

(a) the release of which is likely to prejudice the commercial interests of the Commissioner or (as the case may be) the Contractor respectively; or
(b) which is a trade secret;

	Confidentiality Directions
	the Confidentiality and Disclosure of Information: General Medical Services, Personal Medical Services and Alternative Contractor Medical Services Directions 2013 as amended or updated from time to time;

	Contractor
	Omnes Healthcare Limited
C/O Tessa Jowell GP Surgery, 
Tessa Jowell Health Centre, 
72H East Dulwich Grove, 
East Dulwich, 
London, 
SE22 8EY 


	Contractor's Premises
	means the Practice Premises;

	Contractor's EPS Phase 4 Date
	means the date, encoded within the Electronic Prescription Service software, which is the date that a contractor has agreed is to be the date on and after which the contractor's prescribers are to use the Electronic Prescription Service for all eligible prescriptions;

	Contract Price
	the price as set out in and payable by the



	
	Commissioner to the Contractor in
accordance with the provisions of Schedule 4;

	Contract Year
	a year commencing on the Commencement Date and on each successive annual anniversary of the Commencement Date and ending on the day before each annual successive anniversary of the Commencement Date;

	Contract
	this contract concluded between the Commissioner and the Contractor;

	Contractor Staff










Controlled Drugs
	the employees, directors, officers, agents, sub-Contractors and workmen of the Contractor who are to be engaged in the performance of the Contractor’s obligations under this Contract including Transferring Employees, self-employed doctors, locums or Contractors;

the meaning given in section 2 of the Misuse of Drugs Act 1971 (which relates to controlled drugs and their classification for the purposes of that Act);

	Controlling Interest
	an interest in shares giving to the holder or holder’s control of the Contractor (or its Holding Company) within the meaning of section 1124 of the Corporation Tax Act 2010;

	Convictions
	other than in relation to minor road traffic offences, any previous or pending prosecutions, convictions, cautions and



	
	binding-over orders (including any spent
convictions as contemplated by Section 1(1) of the Rehabilitation of Offenders Act 1974 by virtue of the exemptions specified in Part II of Schedule 1 of the Rehabilitation of Offenders Act 1974 (Exceptions) Order 1975 (SI 1975/1023) or any replacement to that Order);

	Core Hours
	unless expressed more extensively, and subject to clause 57A.1, the period beginning at 8am and ending at 6.30pm on any day from Monday to Friday except Good Friday, Christmas Day or Bank Holidays;

	CRC Position
	any position in relation to which Standard Disclosure is permitted in accordance with section 113 of the Police Act 1997 as amended or replaced from time to time and, where applicable, the Police Act 1997 (Criminal Records) (Registration) Regulations 2006 and the Code of Practice on Disclosure but to which Enhanced Disclosure is not permitted;

	Data Controller
	shall have the meaning ascribed to it under the Data Protection Legislation;

	Data Protection Legislation
	Means (i) the GDPR and any applicable national implementing Laws as amended from time to time (ii) the DPA 2018 to the extent that it relates to processing of personal data and privacy; (iii) all
applicable Law about the processing of



	
	personal data and privacy;

	the Detained Estate Healthcare Service
	means the healthcare service commissioned by the Commissioner in respect of persons who are detained in prison or in other secure accommodation by virtue of regulations made under section 3B(1)(c) of the 2006 Act;30

	Disclosure
	shall have the meaning in the Code of Practice on Disclosure;

	Dispenser
	a Chemist, medical practitioner or Contractor whom a Patient wishes to dispense his Electronic Prescriptions;

	Dispensing Services
	the provision of drugs, medicines or Appliances that may be provided as pharmaceutical services by a medical practitioner in accordance with arrangements made under section 126 (Arrangements for Pharmaceutical Services) and section 129 (Regulations as to Pharmaceutical Services) of the 2006 Act;

	Dispute
	a dispute, conflict or other disagreement between the Parties arising out of or in connection with this Contract;

	Dispute Resolution Procedure
	the procedure detailed in Clause 66 of the Contract;

	DPA 2018
	means the Data Protection Act 2018;



30	Regulation 10 of the National Health Service Commissioning Board and Clinical Commissioning Groups (Responsibilities and Standing Rules) Regulations 2012 (S.I. 2012/2996) and amended by S.I. 2013/261 and S.I. 2014/452.


	Drug Tariff
	the publication known as the Drug Tariff which is published by the Secretary of State and which is referred to in section 127(4) (Arrangements for Additional Pharmaceutical Services) of the 2006 Act;

	Electronic Communication
	has the same meaning as in section 15 of the Electronic Communications Act 2000;

	Electronic Prescription Form
	a prescription form which falls within paragraph (b) of the definition of “Prescription Form”;

	Electronic Prescription Service
	the service of that name which is operated by the Health and Social Care Information Centre;

	Electronic Prescription
	an Electronic Prescription Form or Electronic Repeatable Prescription;

	Electronic Repeatable Prescription
	a prescription which falls within paragraph
(b) of the definition of “Repeatable Prescription”;

	Enhanced Disclosure
	shall have the meaning set out in the Police Act 1997 and the Code of Practice on Disclosure;

	Enhanced Services
	has the meaning given in the GMS Contracts Regulations;

	
EPS token
	means a form (which may be an electronic form), approved by the Secretary of State, which—
(a) is issued by a prescriber at the same time as an electronic prescription is
created; and



	
	(b) has a barcode that enables the prescription to be dispensed by a provider of pharmaceutical services that is able to use the Electronic Prescription Service for the purposes of dispensing prescriptions, in circumstances where the provider is not dispensing the prescription as a nominated dispenser;

	Equipment
	anything save for the Practice Premises and the staff that the Contractor may use in the delivery of the Services;

	ERC Position
	any position in relation to which Enhanced Disclosure is permitted in accordance with section 115 of the Police Act 1997 as amended or replaced from time to time and, where applicable, the Police Act 1997 (Criminal Records) (Registration) Regulations 2006 and the Code of Practice on Disclosure;

	Essential Services
	the services described in regulation 17 of the GMS Contracts Regulations, or services that are equivalent to those services, and which are provided during Core Hours;

	Exempt Staff
	any person employed by an NHS Body;

	Existing Contract or Other Arrangement
	a contract or arrangement that was entered into prior to 1st April 2010 and which



	
	remains in force on 1st April 2010;

	Expert
	the person designated to determine the Dispute in accordance with Schedule 10;

	Expert Determination Notice
	notice in writing showing an intention to refer a Dispute for expert determination;

	Expiry Date
	[31st August 2027] or such other date as may be fixed under Clause 2;

	Exposure Prone Procedure



















Financial Year
	any invasive procedure within the Services where there is a risk that injury to a member of Contractor Staff may result in the exposure of a Patient’s open tissues to the blood of the worker including without limitation any procedures where the member of Contractor Staff’s gloved hands may be in contact with sharp instruments, needle tips or sharp tissues (such as spicules of bone or teeth) inside a Patient’s open body cavity, wound or confined anatomical space where the hands or fingertips may not be completely visible at all times;

has the meaning given in section 275(1) of the 2006 Act

	Force Majeure Event
	one or more of the following to the extent that it is not attributable to a Party or Party’s staff, officers, employees or agents: war, civil war (whether declared or undeclared), riot or armed conflict; radioactive, chemical or biological
contamination; pressure waves caused by



	
	aircraft or other aerial devices travelling at
sonic or supersonic speed; acts of terrorism; explosion; fire; flood; extraordinarily severe weather conditions which are both unforeseen and for which precautions are not customarily taken by prudent business organisations so as to avoid or mitigate the impact thereof; industrial action which affects the provision of the Services, but which is not confined to the workforce of the Party concerned or is site specific; pestilence; the actions of governmental authorities to the extent that such actions are implemented either pursuant to emergency powers or otherwise outside the usual course of governmental business; or Act of God, and could not have been avoided or mitigated by the exercise of all reasonable care by that Party and further provided that such event materially affects the ability of the Party seeking to rely upon it to perform its obligations under the Contract;

	GDPR
	means the General Data Protection Regulation (Regulation (EU) 2016/697);

	General Medical Practitioner
or GP
	except where the context otherwise requires, a medical practitioner whose name is included in the General Practitioner Register kept by the General Medical Council;

	Geographical Number
	a number which has a geographical area



	
	code as its prefix;

	GMS Contracts Regulations
	the National Health Service (General Medical Services Contracts) Regulations 2015;

	Good Practice
	using standards, practices, methods and procedures conforming to the Law and exercising that degree of skill, care, diligence, prudence and foresight which would reasonably and ordinarily be expected from a skilled, efficient and experienced clinical services Contractor providing clinical services and/or engaged in operations similar to the Services under the same or similar to the obligations of the relevant party under this Contract whilst at the same time complying with any specific standards set out in this Contract or notified to the Contractor by the Commissioner from time to time;

	Governing Body
	in respect of either Party, the board of directors, governing body, executive team or other body, as the case may be, having overall responsibility for the actions of that Party;

	GP2GP Facility
	means the facility provided by the Commissioner to the Contractor which enables the electronic health records of a Registered Patient which are held on the computerised clinical systems of the Contractor to be transferred securely and
directly to another provider of primary



	
	medical services with which the Patient
has registered;

	GP Specialty Registrar
	a medical practitioner who is being trained in general practice by a general medical practitioner who is approved under section 34I of the Medical Act 1983 for the purpose of providing training under that section whether as part of training leading to a CCT or otherwise;

	Health and Social Care Information Centre
	means a body corporate established under section 252(1) of the Health and Social Care Act 2012 which is also known as NHS Digital;

	Health and Social Services Board
	a Health and Social Services Board established under the Health and Personal Social Services (Northern Ireland) Order 1972;

	Health and Social Services Trust
	a Health and Social Services Trust established under article 10(1) of the Health and Personal Social Services (Northern Ireland) Order 1991;

	Health Care Professional
	has the same meaning as in section 93 of the 2006 Act;

	Health Board
	a Health Board established under section 2 of the National Health Service (Scotland) Act 1978;

	Health Check
	means a consultation undertaken by the Contractor in the course of which it must
make such inquiries and undertake such



	
	examination of the Patient as appear to it
to be appropriate in all the circumstances;

	Health Service Body
	Includes a Strategic Health Authority or a Primary Care Trust which was established before the coming into force of section 33 (abolition of Strategic Health Authorities) or 34 (abolition of Primary Care Trusts) of the Health and Social Care Act 2012;

	Holding Company
	in relation to the Contractor means "holding company" as defined in section 1159 of the Companies Act 2006 and any other company which is itself a Holding Company (as so defined) of a company which is itself a Holding Company of the Contractor;

	Home Oxygen Order Form
	a form provided by the Commissioner and issued by a Health Care Professional to authorise a person to supply home oxygen services to a Patient requiring oxygen therapy at home;

	Home Oxygen Services
	any of the following forms of oxygen therapy or supply:

(a) ambulatory oxygen supply;

(b) urgent supply;

(c) hospital discharge supply;

(d) long term oxygen therapy; and

(e) short burst oxygen therapy;




	Independent Nurse Prescriber
	a person:

(a) who is either engaged or employed by the Contractor;
(b) who is registered in the Nursing and Midwifery Register; and

(c) in respect of whom an annotation signifying that he is qualified to order drugs, medicines and Appliances from as a community practitioner nurse prescriber, a nurse independent prescriber or as a nurse independent/supplementary prescriber;

	Law
	(a) any applicable statute or proclamation or any delegated or subordinate Law;

(b) any enforceable community right within the meaning of section 2(1) European Communities Act 1972;
(c) any NHS Requirement, applicable code of practice, national minimum standard, guidance, direction or determination with which the Contractor is bound to comply to the extent that the same are published and publicly available or the existence or contents of them have been notified to the Contractor by
the Commissioner; and




	
	(d)	any applicable judgement of a relevant court of law which is a binding precedent in England and Wales

in each case in force in England and Wales;

	Licensing Authority
	shall be construed in accordance with section 6(3) of the Medicines Act 1968 as amended or replaced from time to time;

	Licensing Body
	any body that licenses or regulates any profession;

	List of Patients
	in relation to the Contractor, the list maintained in respect of the Contractor by the Commissioner under direction 17 of the APMS Directions;

	Listed Medicine
	the drugs mentioned in regulation 13(1) of the National Health Service (Charges for Drugs and Appliances) Regulations 2015;

	Listed Medicines Voucher
	a form provided by the Commissioner for use for the purpose of ordering a Listed Medicine;

	Loaned Equipment
	if any, equipment owned by the Commissioner which is loaned to the Contractor for the purposes of the Contract in accordance with clause 6;

	Local HealthWatch Organisation
	the body corporate established in
accordance with the requirements of the 2012 Act (and any subsequent regulations)



	
	that will provide services the same or
similar to those services previously provided by the Local Involvement Network;

	Local Medical Committee
	a committee recognised by the Commissioner under section 97 of the 2006 Act;

	Mandatory Term
	a term required to be included in the Contract by the APMS Directions;

	Medical Card
	a card issued by the Commissioner, Local Health Commissioner, Health Authority, Health Commissioner or Health and Social Services Commissioner to a person for the purpose of enabling him to obtain, or establishing his title to receive, primary medical services;

	Medical Officer
	a medical practitioner who is:

(a) employed or engaged by the Department for Work and Pensions; or

(b) provided by an organisation in pursuance of a contract entered into with the Secretary of State for Work and Pensions;

	Medical Performers List
	a list of medical practitioners maintained and published by the Commissioner in accordance with section 91(1) (Persons Performing Primary Medical Services) of
the 2006 Act;




	Medical Register
	the registers kept under section 2 of the Medical Act 1983;

	the MHRA
	the Medicines and Healthcare products Regulatory Agency;

	National Diabetes Audit
	means the Commissioner's clinical priority programme on diabetes which measures the effectiveness of diabetes healthcare provided against clinical guidelines and quality standards issued by the National Institute for Heath and Care Excellence (NICE) in England and Wales);

	National Disqualification
	(a) a decision made by the First-tier Tribunal under section 159 of the 2006 Act (national disqualification) or under regulations corresponding to that section

(b) a decision under provisions in force in Wales, Scotland or Northern Ireland corresponding to section 159 of the Act (national disqualification);

	Negotiation Period
	the period of fifteen (15) Operational Days following receipt of the first offer to negotiate;

	NHS Body
	shall have the meaning as set out in Clause 55.2.1;

	NHS Contract
	has the meaning assigned to it in section 9 of the 2006 Act;



	NHS Digital Workforce Collection
	means the successor to the GP Workforce
Census undertaken by the Health and Social Care Information Centre annually;

	NHS Number
	means, in relation to a Registered Patient, the number consisting of ten (10) numeric digits which serves as the national unique identifier used for the purpose of safely, accurately and efficiently sharing information relating to that patient across the whole of the health service in England;

	NHS Pensions
	NHS Pensions, as part of the NHS Business Services Authority;

	NHS Requirement
	all mandatory NHS requirements and any similar official requests, requirements and NHS standards and recommendations having similar status for the time being in force, but only to the extent the same are published and publicly available (whether on the Department of Health and Social Care website, on the website of a Competent Authority or otherwise) or the existence and contents of them have been notified to the Contractor by the Commissioner;

	NHSTDA
	the Special Health Authority known as the National Health Service Trust Development Authority established under the NHS Trust Development Authority (Establishment and Constitution) Order 2012 SI 2012/901;

	NHS Tribunal
	the Tribunal constituted under section 46 of



	
	the National Health Service Act 1977 for
England and Wales, and which, except for prescribed cases, had effect in relation to England only until 14th December 2001 and in relation to Wales only until 26th August 2002;

	Nominated Dispenser
	a Chemist, medical practitioner or Contractor who has been nominated in respect of a Patient and the details of that nomination are held in respect of that Patient in the Patient Demographics Service, which is operated by the Information Centre for Health and Social Care;

	Non-Electronic Prescription Form
	a form for the purpose of ordering a drug, medicine or Appliance which is;

(a) provided by the Commissioner, a local authority or the Secretary of State;
(b) issued by the Prescriber;

(c) indicates that the drug, medicine or Appliance ordered may be provided more than once; and

(d) specifies the number of occasions on which they may be provided;

	Non-Electronic Repeatable Prescription
	a Prescription which falls within clause
(a)(i) of the definition of “Repeatable Prescription”;




	Nursing and Midwifery Register
	the register maintained by the Nursing and Midwifery Council under the Nursing and Midwifery Order 2001;

	Nursing Officer
	a health care professional who is registered on the Nursing and Midwifery Register and—

(i) employed or engaged by the Department for Work and Pensions, or

(ii) provided by an organisation under a contract entered into with the Secretary of State for Work and Pensions;

	Occupational Therapist
	a health care professional who is registered in the part of the register maintained by the Health Professions Council under article 5 of the Health and Social Work Professions Order 2001 relating to occupational therapists and—
(i) employed or engaged by the Department for Work and Pensions, or

(ii) provided by an organisation under a contract entered into with the Secretary of State for Work and Pensions; and

	Online Practice Profile
	has the meaning given in clause 33A.7;

	Operational Day
	a day other than a Saturday, Sunday or



	
	bank holiday in England;

	Out of Hours Period
	subject to clause 57A.1:

(a) the period beginning at 6.30pm on any day from Monday to Thursday and ending at 8am on the following day;

(b) the period between 6.30pm on Friday and 8am on the following Monday; and

(c) Good Friday, Christmas Day and Bank Holidays;
except where the Core Hours (as defined in this Agreement) are different from the period defined as core hours in the PMS Agreements Regulations, in which case “Out of Hours Period” means those periods which fall outside of the Core Hours (as defined in this Agreement);

	Out of Hours Services
	services required to be provided in all or part of the Out of Hours Period which would be Essential Services if provided by a Contractor to its Registered Patients in APMS Core Hours;

	Outer Boundary Area
	the area outside the Patient Registration Area more particularly described in clause 31;

	Overseas Disclosure
	disclosure of convictions or other related matters from any country outside the



	
	United Kingdom by use of the relevant
country’s criminal records disclosure system;

	Overseas Person
	any person who is a citizen of or holds a Relevant Professional Qualification from any country outside the UK or who has worked in any country outside the UK;

	Paramedic Independent Prescriber
	a person:

(a) who is either engaged or employed by the Contractor or who is a party to the Contract;
(b) who is registered in the register maintained by the Health and Care Professions Council under article 5 of the Health and Social Work Professions Order 2001 (establishment and maintenance of register); and

(c) against whose name in that register is recorded an annotation signifying that that person is qualified to order drugs, medicines or appliances as a paramedic independent prescriber;

	Parent
	includes, in relation to any Child, any adult who, in the opinion of the Contractor, is for the time being discharging in respect of that Child the obligations normally attaching to a parent in respect of a Child;

	Party
	either the Commissioner or the Contractor, and “Parties” shall be construed



	
	accordingly;

	Patient Registration Area
	the area in respect of which persons resident in it will, subject to any other terms of the Contract relating to Patient registration, be entitled to register with the Contractor or seek acceptance by the Contractor as a Temporary Resident; The Patient Registration Area is set out in Annex 1 of Schedule 2.

	Patient
	persons to whom the Contractor is required or has agreed to provide Services under the Contract;

	Patient Choice Extension Scheme
	means the scheme of that name established by the Secretary of State under which primary medical services may be provided to persons under arrangements made in accordance with directions by the Secretary of State under section 98A (exercise of functions) of the 2006 Act;

	Pharmaceutical Independent Prescriber
	means a person:

(a) who is either engaged or employed by the Contractor or is party to the Contract;

(b) who is registered in Part 1 of the register maintained under Article 10(1) of the Pharmacists and Pharmacy Technicians Order 2007 as amended or replaced from time to time or the register maintained in
pursuance of Articles 6 and 9 of the



	
	Pharmacy (Northern Ireland) Order
1976; and

(c)	against whose name in that register is recorded an annotation signifying that he is qualified to order drugs, medicines and Appliances as a pharmacist independent prescriber;

	Pharmaceutical Regulations
	means the National Health Service (Pharmaceutical and Local Pharmaceutical Services) Regulations 2013;

	Physiotherapist Independent Prescriber
	a physiotherapist who is registered in Part 9 of the register maintained under article 5 of the Health and Social Work Professions Order 2001 and against whose name in that register is recorded an annotation signifying that the physiotherapist is qualified to order drugs, medicines and Appliances as a Physiotherapist Independent Prescriber;

	Physiotherapist
	a health care professional who is registered in the part of the register maintained by the Health Professions Council under article 5 of the Health and Social Work Professions Order 2001 relating to physiotherapists and—

(i) employed or engaged by the Department for Work and Pensions, or
(ii) provided by an organisation under a contract entered into with the



	
	Secretary of State for Work and
Pensions.

	PMS Agreements Regulations
	the National Health Service (Personal Medical Services Agreements) Regulations 2015;

	Practice
	the business operated by the Contractor for the purpose of delivering services under the Contract;

	Practice Leaflet
	a leaflet drawn up in accordance with clause 36;

	Practice Premises
	an address or addresses specified in Part 1 of Schedule 2 of the Contract at which Services are to be provided under the Contract;

	Practice Website
	a website through which the Contractor advertises the Primary Medical Services it provides;

	Prescriber
	(a) a Chiropodist or Podiatrist Independent Prescriber;
(b) an Independent Nurse Prescriber;

(c) a medical practitioner;

(d) an optometrist independent prescriber;

(e) a Paramedic Independent Prescriber;

(f) a Pharmaceutical Independent Prescriber;

(g) a Physiotherapist Independent



	
	Prescriber;

(h) a Supplementary Prescriber; and

(i) a therapeutic radiographer independent prescriber;

who is either engaged or employed by the Contractor, or is a party to this Contract;

	Prescription Form
	except in the context of the expression “Electronic Prescription Form” or “Non- Electronic Prescription Form”:

(a) a form for the purpose of ordering a drug, medicine or Appliance which is:

(i) provided by the Commissioner, a local authority or the Secretary of State;

(ii) issued by a Prescriber; and

(iii) does not indicate that the drug, medicine or Appliance ordered may be ordered more than once; or

(b) where Clause 20.1 (Electronic Prescriptions) applies, data created in an electronic form for the purpose of ordering a drug, medicine or Appliance, which:

(i) is signed with a Prescriber’s



	
	Advanced Electronic
Signature;

(ii) is transmitted as an Electronic Communication to a nominated dispenser or via an information hub by the Electronic Prescription Service; and

(iii) (does not indicate that the drug, medicine or Appliance ordered may be provided more than once;

	Prescription Only Medicine
	a medicine referred to in regulation 5(3) (Classification of Medicinal Products) of the Human Medicines Regulations 2012;

	Primary Care List
	(a) a list of persons performing primary medical services under Part 4 of the 2006 Act, primary dental services under Part 5 of the 2006 Act or primary ophthalmic services under Part 6 of the 2006 Act, prepared in accordance with regulations made under sections 91, 106, 123, 145, 146, 147A or 149 respectively of the 2006 Act;

(b) a list of persons undertaking to provide primary medical services, primary dental services, primary ophthalmic services or, as the case
may be, pharmaceutical services



	
	prepared in accordance with
regulations made under the applicable provisions of the 2006 Act;

(c) a list corresponding to any of the above lists in Wales, Scotland or Northern Ireland;

	Primary Carer



Primary Medical Services
	in relation to an adult, the adult or organisation primarily caring for him;

medical services provided under or by virtue of a contract or agreement to which Part 4 of the 2006 Act applies;

	Private Services
	the provision of any treatment which would amount to Primary Medical Services if it was provided under or by virtue of a contract or agreement to Part 4 of the 2006 Act applies;

	Registered Patient
	a person:

(a) who is recorded by the Commissioner pursuant to the APMS Directions as being on the Contractor’s List of Patients, or

(b) whom the Contractor has accepted for inclusion on its List of Patients, whether or not notification of that acceptance has been received by the Commissioner and who has not been notified by the Commissioner
as having ceased to be on that list;




	Relevant Calls
	calls—

(i) made by patients to the Practice Premises for any reason related to Services provided under this Contract; and

(ii) made by persons, other than patients, to the Practice Premises in relation to services provided as part of the health service;

	Relevant Register
	(a) in relation to a nurse, the Nursing and Midwifery Register;
(b) in relation to a pharmacist, Part 1 of the register maintained under Article 10 of the Pharmacists and Pharmacy Technicians Order 2007 as amended or replaced from time to time or the register maintained in pursuance of Articles 6 and 9 of the Pharmacy (Northern Ireland) Order 1976;

(c) in relation to an optometrist, the register maintained by the General Optical Council in pursuance of section 7 of the Opticians Act 1989; and

(d) the part of the register maintained
by the Health and Care Professions Council in pursuance of article 5 of



	
	the Health and Social Work
Professions Order 2001 relating to:

(i) chiropodists and podiatrists,

(ii) paramedics,

(iii) physiotherapists, or

(iv) radiographers;

	Repeat Dispensing Services
	pharmaceutical services or Local Pharmaceutical Services which involve the provisions of drugs, medicines or Appliances by a Chemist in accordance with a Repeatable Prescription;

	Repeatable Prescriber
	a Prescriber who is:

(a) engaged or employed by the Contractor where the Contractor provides Repeatable Prescribing Services under the terms of the Contract; or
(b) a party to the Contract where such services are provided;

	Repeatable Prescribing Services
	services which involve the prescribing of drugs, medicines or appliances on a Repeatable Prescription;

	Repeatable Prescription
	except in the context of the expression Electronic Repeatable Prescription and Non-Electronic Repeatable Prescription, a
Prescription which:



(a) is a form provided by the Commissioner, a local authority or the Secretary of State for the purpose of ordering a drug, medicine or Appliance which is in the format required by NHS Business Services Authority and which:

(i) is issued, or is to be issued, by a Repeatable Prescriber to enable a Chemist or person providing Dispensing Services to receive payment for the provision of Repeat Dispensing Services;

(ii) indicates, or is to indicate, that the drug, medicine or Appliance ordered may be provided more than once; and

(iii) specifies, or is to specify the number of occasions on which they may be provided; or

(b) where Clause 20.1 (Electronic Prescriptions) applies, is data created in an electronic form for the purposes of ordering a drug, medicine or Appliance, which:


	
	(i) is signed, or to be signed, with the Prescriber’s Advanced Electronic Signature;

(ii) is transmitted, or is to be transmitted, as an Electronic Communication to a nominated dispenser or via an information hub by the Electronic Prescription Service; and
(iii) indicates, or is to indicate, that the drugs, medicines or Appliances ordered may be provided more than once and specifies the number of occasions on which they may be provided;

	Restricted Availability Appliance
	an Appliance which is approved for particular categories of persons or particular purposes only;

	Scheduled Drug
	(a)	a drug, medicine or other substance specified in any directions given by the Secretary of State under section 88 of the 2006 Act as being a drug, medicine or other substance which may not be ordered for Patients in the provision of medical services
under the Contract; or




	













the Scheduled Release Date
	(b)	except where the conditions in Clause 30.1 are satisfied, a drug, medicine or other substance which is specified in any directions given by the Secretary of State under section 88 of the 2006 Act as being a drug, medicine or other substance which can only be ordered for specified Patients and specified purposes;

means the date on which the person making an application under clause
31.148.3 is due to be released from detention in prison;

	Secretary of State
	the Secretary of State for Health and Social Care;

	Service Specification
	the specification for the Services set out in Schedule 2 of the Contract;

	Services
	the services to be provided by the Contractor in accordance with the terms of the Contract as detailed in the Service Specification;

	Standard Disclosure
	shall have the meaning set out in the Code of Practice on Disclosure;

	Standards for Better Health
	the document produced by the Department of Health establishing the core and developmental standards covering NHS healthcare provided for NHS patients in
England;




	Summary Care Record
	means the system approved by the Commissioner for the automated uploading, storing and displaying of patient data relating to medications, allergies, adverse reactions and, where agreed with the Contractor and subject to the patient’s consent, any other data (other than any information recorded in accordance with Clause 32.9A or any information about ethnicity provided under Clause 32.20K) taken from the patient’s electronic record;

	Summary Information
	means items of patient data that comprise the Summary Care Record;

	Supplementary Prescriber
	a person:

(a) who is either engaged or employed by the Contractor; or

(b) whose name is registered in:

(i) the Nursing and Midwifery Register;
(ii) Part 1 of the Register maintained under Article 19 of the Pharmacy Order 2010;

(iii) the register maintained in pursuance of articles 6 and 9 of the Pharmacy (Northern Ireland) Order 1976; or
(iv) the register maintained by the Health and Care Professions



	
	Council under article 5 of the
Health and Social Work Professions Order 2001 (establishment and maintenance of register) relating to—

(aa) chiropodists and podiatrists,

(bb) dieticians, (cc) paramedics,
(dd) physiotherapists, or (ee) radiographers; or
(v)	the register of optometrists maintained by the General Optical Council pursuant to section 7 of the Opticians Act 1989; and

(c)	against whose name is recorded in the Relevant Register an annotation signifying that he is qualified to order drugs medicines and Appliances as a Supplementary Prescriber;

	System of Clinical Governance
	a framework through which the Contractor endeavours continuously to improve the quality of its Services and safeguard high standards of care by creating an
environment in which clinical excellence



	
	can flourish.

	Temporary Resident
	has the meaning given in the GMS Contracts Regulations;

	Transferring Employees
	the employees of the Commissioner or any Contractor of the services immediately prior to the Commencement Date which become the Services (as the case may be) whose employment shall transfer under TUPE to the Contractor on the Commencement Date and any other employees of the Commissioner or any such Contractor (as the case may be) to whom TUPE applies by operation of law as a consequence of this Contract;

	TUPE
	the Transfer of Undertakings (Protection of Employment) Regulations 2006

	Working Day
	any day apart from Saturday, Sunday, Christmas Day, Good Friday or a Bank Holiday; and

	Writing
	except in Clause 57.1 and unless the context otherwise requires, includes electronic mail and “written” should be construed accordingly.



[bookmark: _bookmark364]Schedule 2 Service Specification31

	
General Service Delivery Requirements



	




	
Butterfly Hospice – Single GP Medical Input





	








Directed Enhanced Services  - use the link below to view the Directed Enhanced Service specifications (NHS England » GP Contract)

	
Special Allocation Service
	




Locally Enhanced Services
	*Ambulatory ECG 
	


	DVT and D-Dimer
	


	Gonadorelins (Zoladex)
	


	*Leg Ulcer Service
	










	Minor Injuries
	


	Phlebotomy Service
	


	Ring & Vault Pessary (Insertion and on-going management)
	


	*Specialised Drug Monitoring
	


	*Treatment Room Service
	


	Direct Acting Oral Anticoagulation (DOAC) management
	


	Oral Anticoagulation Management 
	


	*Spirometry
	


	Older Adults
	


	*Primary Care Bundled Services – Ambulatory BP monitoring, Ear irrigation, Routine ECG
	








*Services undergoing review of specification and tariff in Q1 and Q2 of 2022-23.    Any changes to specifications will be updated via contract variation.














31 The Service Specification must specify who the Contractor is to provide services to under the Contract, including where appropriate by reference to an area within which a person resident would be entitled to receive services under the Contract. This is a requirement of the APMS Directions.

[bookmark: _bookmark365]Service Mobilisation / Transition Plan32

The Contractor shall ensure that those services and requirements described in this contract are implemented in accordance with the timetable and plan described below.  Where any slippage has occurred against the agreed mobilisation plan, and the Contractor can evidence this is not due to any fault of the Contractor, a plan to recover delivery shall be agreed with the Commissioner, but no further contractual action will be taken.

For the avoidance of doubt where any service or requirement is not specified in the Service Mobilisation / Transition Plan this shall be deemed to have been implemented by the contract commencement date.

This plan was agreed between the Commissioner and Contractor as part of the negotiations.  








The CCG will work with Omnes Healthcare Limited to mobilise the service by 1st September 2022.  The CCG will make available resources to assist in the mobilisation.  This will take the form of a) additional management resources to work with Omnes Healthcare Limited, LCHS and the Sidings Medical Practice staffing to enable a timely mobilisation, and b) funding of costs in Q1 and Q2 of year 1 which are additional to those shown in the revised FMT submitted on the 1st June 2022 (7-month period until 31st March to bring co-terminus with NHS financial reporting periods).  These may include agency/locum costs for practice staffing while substantive recruitment is concluded, or costs directly associated with the mobilisation.  All planned expenditure should be pre-agreed with the Commissioner and will be accessed via an open book process.



32 For local agreement

[bookmark: _bookmark366]Annex 1
Patient Registration Area and Outer Boundary Area

Reference: Clause 31.2
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Annex 2  

Submitted Tender

Removed – Commercially sensitive information





































Schedule 3
[bookmark: _bookmark367]Practice Premises and Equipment

[bookmark: _bookmark368]Part 1 Premises

Services will be provided from – 


Sidings Medical Practice
Sleaford Road Medical Centre
Sleaford Road
Boston PE21 8EG




[bookmark: _bookmark369]Part 2
Provisions relating to Loaned Equipment

33At the Commencement Date of this contract there is34 Loaned Equipment. Therefore the provisions in this Part 2 do apply at Commencement

1.1 The Contractor shall be liable for and shall make good any damage to any Loaned Equipment caused by misdirection or misuse due to negligence on the part of the Contractor, his employees, contractors or agents or any other person or entity engaged by the Contractor and in the event that any such Loaned Equipment is beyond economic repair the Contractor shall at its own cost procure new replacements of equivalent specification or such other specification that the Commissioner may approve in writing.

1.2 The Commissioner shall not be liable for any damage to the Loaned Equipment caused by faulty operation or misuse of the Loaned Equipment.

1.3 The Commissioner shall have the right to withdraw any Loaned Equipment at any time and shall be under no liability whatsoever for failing to lend equipment at any time.
1.4 The Commissioner will grant to the Contractor on and from the Commencement Date, for the duration set out in paragraph 1.5, a non- exclusive, non-transferable licence to use any and all of the Loaned Equipment that may be required to enable the Contractor to carry out or otherwise perform the Services and any ancillary services. The Parties acknowledge and agree that the list of Loaned Equipment set out in Annex 1 to Schedule 3 has been compiled based on the information known to the Parties at the Commencement Date. The Parties acknowledge and agree that the list of Loaned Equipment set out in Part 2 of Schedule 3 may not be a complete list.





33 May be amended – for local agreement
34 Delete within highlighted sections where applicable

1.5 The licence granted pursuant to paragraph 1.4 shall terminate at the same time as this Contract. If this Contract is terminated (in whole or in part) for any reason in accordance with its terms, the licence shall terminate in respect of the Loaned Equipment and the Contractor shall at the Commissioner’s
request return the Loaned Equipment to the Commissioner in accordance with paragraph 1.12.

1.6 The Contractor shall not:

1.6.1 sub-license to any sub-contractor (other than those approved in writing by the Commissioner);

1.6.2 assign or novate the benefit or burden of the licence set out in paragraph 1.4 in whole or in part;
1.6.3 allow the Loaned Equipment to become the subject of any charge, lien or encumbrance; and

1.6.4 deal in any manner with any of the Loaned Equipment which is inconsistent with its rights and obligations under paragraph 1.4,

without the prior written consent of the Commissioner, which shall not be unreasonably withheld.

1.7 The Contractor shall:

1.7.1 use the Loaned Equipment in accordance with manufacturer’s instructions and any instructions provided by the Commissioner to the Contractor;

1.7.2 store the Loaned Equipment appropriately and in accordance with all applicable Law, good practice guidelines and any manufacturer’s instructions;

1.7.3 establish and manage a planned preventative maintenance programme and make adequate and appropriate contingency arrangements for emergency remedial maintenance or substitute equipment;

1.7.4 keep the Loaned Equipment in good condition and repair;

1.7.5 maintain records of maintenance testing and certification of the Loaned Equipment, such records to be made available to the Commissioner as requested from time to time;

1.7.6 ensure the Loaned Equipment are only operated or used by properly trained and appropriately qualified operators (where applicable);

1.7.7 adequately insure all the Loaned Equipment.

1.8 Upon receiving written notice from the Commissioner, the Contractor will allow the Commissioner to conduct an inspection of the Loaned Equipment in order to ensure the Contractor is complying with its obligations set out in this paragraph 1.
1.9 Save to the extent caused or contributed to by the Commissioner, the Contractor shall indemnify and keep indemnified the Commissioner from and against all liability in respect of all losses, claims, charges, demands, liabilities, damages and expenses suffered by the Commissioner in respect of:

1.9.1 damage, loss or destruction of the Loaned Equipment;

1.9.2 injury, harm or death of any person;

1.9.3 damage to any Premises; or

1.9.4 failure by the Contractor to comply with its obligations under paragraph 1.7.

by reason of acts or omissions by the Contractor or those authorised by it when using the Loaned Equipment after the Commencement Date.

1.10 Save as otherwise provided in this Clause, the Contractor shall use the Loaned Equipment at its own risk and no liability shall attach to the Commissioner in respect of the use of the Loaned Equipment by the Contractor or otherwise.

1.11 The Parties agree that the Licence granted pursuant to paragraph 1.4 may be terminated in respect only of the Loaned Equipment affected by the relevant Licence Termination Event, by the Commissioner, immediately on notice to the Contractor, on the occurrence of any of the following events:

1.11.1 expiry or termination of any of this Contract, in whole or in part;

1.11.2 the Contractor failing to comply with its obligations under this paragraph 1;

1.11.3 there is a change in Law that requires the licensing arrangements to end; or

1.11.4 the Contractor ceasing to exist or ceasing to carry on its business or any part of its business,
(each a “Licence Termination Event”) and the provisions of paragraph 1.12 shall apply.

1.12 Upon the occurrence of a Licence Termination Event, the Contractor shall return to the Commissioner the Loaned Equipment as soon as reasonably practicable in the same or similar condition as the Loaned Equipment was handed over to the Contractor on the Transfer Date, excepting fair wear and tear (“Return Conditions”).

1.13 If the Contractor fails to return the Loaned Equipment to the Commissioner upon request, or any returned Loaned Equipment do not comply with the Return Conditions, then:

1.13.1 the Commissioner shall be entitled to deduct an amount equal to the replacement value of any and all Loaned Equipment that are either not returned, or returned in a condition that does not meet the Return Conditions (as applicable) at the date of the expiry or termination, from any amounts payable by the Commissioner to the Contractor under this Contract; or

1.13.2 the Contractor shall pay the Commissioner, on written notice from the Commissioner, an amount equal to the replacement value of the portion of the Loaned Equipment that were either not returned or returned in a condition that does not comply with the Return Conditions (as applicable) at the time such assets are returned to the Commissioner.
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Audited list of IM&T equipment is detailed in the file below.
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COMMERCIAL AND FINANCIAL 

COMMERCIALLY SENSITIVE INFORMATION



Schedule 4 Part 2: Minimum Insurance Requirements Reference Clause 52
The minimum insurance required under clause 52 is set out below36.



	Class
	Minimum Sum Insured

	Public
Liability
	£5,000,000 (five million pounds sterling) for
any one claim and unlimited in the aggregate

	Employers Liability
	£10,000,000 (ten million pounds sterling) any one claim

	Property All Risks
	Reinstatement as new cost on buildings, fixtures, fittings and contents in relation to damage to property used for or in connection with the ownership, maintenance and operation of the Practice Premises and provision of the Services.

	Clinical Negligence
	£5,000,000 (five million pounds sterling) for any one claim with an aggregate limit of at least
£10,000,000 (ten million pounds sterling).



























36 For local agreement. An assessment should be made in each set of circumstances as to the appropriate level of cover.
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1. Arrangements for the handling and consideration of complaints

(1) The Contractor must make arrangements (“arrangements for dealing with complaints”) in accordance with this Schedule for the handling and consideration of complaints.
(2) The arrangements for dealing with complaints must be such as to ensure that—
(a) complaints are dealt with efficiently;
(b) complaints are properly investigated;
(c) complainants are treated with respect and courtesy;
(d) complainants receive, so far as is reasonably practical—
(i) assistance to enable them to understand the procedure in relation to complaints; or
(ii) advice on where they may obtain such assistance;
(e) complainants receive a timely and appropriate response;
(f) complainants are told the outcome of the investigation of their complaint; and
(g) action is taken if necessary in the light of the outcome of a complaint.

2. Responsibility for complaints arrangements

(1) The Contractor must designate—
(a) a responsible person, to be responsible for ensuring compliance with the arrangements made under this Schedule, and in particular ensuring that action is taken if necessary in the light of the outcome of a complaint; and
(b) a complaints manager, to be responsible for managing the procedures for handling and considering complaints in accordance with the arrangements made under this Schedule.
(2) The functions of the responsible person may be performed by any person authorised by the Contractor to act on behalf of the responsible person.

(3) The functions of the complaints manager may be performed by any person authorised by the Contractor to act on behalf of the complaints manager.
(4) The responsible person is to be:
(a) 	the person who acts as the chief executive officer of the Contractor or, if none—
(i) the person who is the sole proprietor of the Contractor;
(ii) where the Contractor is a partnership, a partner; or
(iii) in any other case, a director of the Contractor, or a person who is responsible for managing the Contractor.
(5) The complaints manager may be—
(a) a person who is not an employee of the Contractor;
(b) the same person as the responsible person.

3. Persons who may make complaints

(1) A complaint may be made by—
(a) a person who receives or has received services from the Contractor; or
(b) a person who is affected, or likely to be affected, by the action, omission or decision of the Contractor which is the subject of the complaint.
(2) A complaint may be made by a person (in this regulation referred to as a representative) acting on behalf of a person mentioned in paragraph (1) who—
(a) has died;
(b) is a child;
(c) is unable to make the complaint themselves because of—
(i) physical incapacity; or
(ii) lack of capacity within the meaning of the Mental Capacity Act 2005; or
(d) has requested the representative to act on their behalf.
(3) Where a representative makes a complaint on behalf of a child, the Contractor—

(a) must not consider the complaint unless it is satisfied that there are reasonable grounds for the complaint being made by a representative instead of the child; and
(b) if it is not so satisfied, must notify the representative in writing, and
state the reason for its decision.
(4) This paragraph applies where—
(a) a representative makes a complaint on behalf of—
(i) a child; or
(ii) a person who lacks capacity within the meaning of the Mental Capacity Act 2005; and
(b) the Contractor is satisfied that the representative is not conducting the complaint in the best interests of the person on whose behalf the complaint is made.
(5) Where paragraph (4) applies—
(a) the complaint must not be considered or further considered under this Schedule; and
(b) the Contractor must notify the representative in writing, and state the reason for its decision.
(6) In this Schedule any reference to a complainant includes a reference to a representative.

4. Time limit for making a complaint

(1) Except as mentioned in paragraph (2), a complaint must be made not later than twelve (12) months after—
(a) the date on which the matter which is the subject of the complaint occurred; or
(b) if later, the date on which the matter which is the subject of the complaint came to the notice of the complainant.
(2) The time limit in paragraph (1) shall not apply if the Contractor is satisfied
that—
(a) the complainant had good reasons for not making the complaint within that time limit; and

(b) notwithstanding the delay, it is still possible to investigate the complaint effectively and fairly.

5. Procedure before investigation

(1) A complaint may be made orally, in writing or electronically.
(2) Where a complaint is made orally, the Contractor must—
(a) make a written record of the complaint; and
(b) provide a copy of the written record to the complainant.
(3) The Contractor must acknowledge the complaint not later than 3 working days after the day on which it receives the complaint.
(4) Where the Contractor receives a complaint sent to it by the Commissioner or another responsible body (as defined in the Complaints Regulations), the complaint must be acknowledged by the Contractor not later than 3 working days after the day on which it receives the complaint.
(5) The acknowledgement may be made orally or in writing.
(6) At the time it acknowledges the complaint, the Contractor must offer to discuss with the complainant, at a time to be agreed with the complainant—
(a) the manner in which the complaint is to be handled; and
(b) the period (“the response period”) within which—
(i) the investigation of the complaint is likely to be completed; and
(ii) the response is likely to be sent to the complainant.
(7) If the complainant does not accept the offer of a discussion, the Contractor must—
(a) determine the response period specified in paragraph (6)(b); and
(b) notify the complainant in writing of that period.

6. Investigation and response

(1) A Contractor to which a complaint is made must—
(a) investigate the complaint in a manner appropriate to resolve it speedily and efficiently; and
(b) during the investigation, keep the complainant informed, as far as reasonably practicable, as to the progress of the investigation.

(2) As soon as reasonably practicable after completing the investigation, the Contractor must send the complainant in writing a response, signed by the Contractor, which includes—
(a) a report which includes the following matters—
(i) an explanation of how the complaint has been considered; and
(ii) the conclusions reached in relation to the complaint, including any matters for which the complaint specifies, or the Contractor considers, that remedial action is needed; and
(b) confirmation as to whether the Contractor is satisfied that any action needed in consequence of the complaint has been taken or is proposed to be taken;
(c) details of the complainant's right to take their complaint to the Health
Service Commissioner under the Health Service Commissioners Act 1993.
(3) In paragraph (4), “relevant period” means the period of six (6) months commencing on the day on which the complaint was received, or such longer period as may be agreed before the expiry of that period by the complainant and the Contractor.
(4) If the Contractor does not send the complainant a response in accordance with paragraph (2) within the relevant period, the Contractor must—
(a) notify the complainant in writing accordingly and explain the reason why; and
(b) send the complainant in writing a response in accordance with paragraph (2) as soon as reasonably practicable after the relevant period.

7. Form of communications

(1) Any communication which is required by this Schedule to be made to a complainant may be sent to the complainant electronically where the complainant—
(a) has consented in writing or electronically; and
(b) has not withdrawn such consent in writing or electronically.

(2) Any requirement in this Schedule for a document to be signed by a person is satisfied, in the case of a document which is sent electronically in accordance with this Schedule, by the individual who is authorised to sign the document typing their name or producing their name using a computer or other electronic means.

8. Publicity

The Contractor must make information available to the public as to—
(a) its arrangements for dealing with complaints; and
(b) how further information about those arrangements may be obtained.

9. Monitoring

For the purpose of monitoring the arrangements under this Schedule the Contractor must maintain a record of the following matters—
(a) each complaint received;
(b) the subject matter and outcome of each complaint; and
(c) where the Contractor informed the complainant of—
(i) the response period specified in paragraph 5(6)(b); or
(ii) any amendment to that period,
whether a report of the outcome of the investigation was sent to the complainant within that period or any amended period.
10. Annual reports

(1) The Contractor must prepare an annual report for each year which must—
(a) specify the number of complaints which the Contractor received;
(b) specify the number of complaints which the Contractor decided were well-founded;
(c) specify the number of complaints which the Contractor has been informed have been referred to—
(i) the Health Service Commissioner to consider under the Health Service Commissioners Act 1993; and
(d) summarise—
(i) the subject matter of complaints that the Contractor received;

(ii) any matters of general importance arising out of those complaints, or the way in which the complaints were handled;
(iii) any matters where action has been or is to be taken to improve services as a consequence of those complaints.
(2) In paragraph (1), “year” means a period of twelve (12) months ending with 31st March.
(3) The Contractor must ensure that its annual report is available to any person on request.
(4) The Contractor must send a copy of its annual report to the Commissioner.
(5) The copy of the annual report required to be sent in accordance with paragraph (5) must be sent as soon as reasonably practicable after the end of the year to which the report relates.
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1. Overview
1.1      The Commissioner is looking for a Contractor to deliver high quality, patient centred and value for money primary medical care services, in a safe and effective manner through a learning environment which includes the training of doctors and other Health Care Professionals.
1.2       In order to support the Commissioner’s aspirations and to encourage a partnership approach with the Contractor a simple, self-auditing approach to performance management has been adopted.
1.3      The Contractor is required to report, score and manage its performance to meet the requirements of this Schedule 6 and to meet the satisfaction of the Commissioner.  
1. Key Performance Indicators
2.1      The key areas of focus and importance are identified by their inclusion as Key Performance Indicators (KPIs).  The KPIs detailed in  this Schedule 6 are organised into the following areas:
a) Patient experience.
b) Patient engagement
2.3      The standard of performance required for each KPI is defined in terms of three performance bands A, B and C. 
a) Band A represents the upper levels of desired performance; 
b) Band B represents the midpoint level of desired performance; and 
c) Band C represents minimum acceptable level of performance.

0. For each performance band there is a corresponding payment band.  Each payment band shows the percentage of the maximum payment for that KPI that the Contractor will receive for demonstrating performance of that KPI to that performance band.

0. The performance ratings achieved by a Contractor for each KPI are combined to calculate the Performance Percentage as set out below.

1. “Performance Percentage for a particular Contract Month” = sum of all the Individual KPI Performance Percentages in the particular Contract Month;

1. “Individual KPI Performance Percentage” = Type of KPI Weighting X Individual KPI Weighting X Payment Band Percentage;

1. Where “Type of KPI Weighting” means the weighting given in Annex 1 of this Schedule 6 for each of Access, Quality, Service Delivery, Value for Money or Patient Experience; and

1. “Individual KPI Weighting” means the weighting given in Annex 1 of this Schedule 6 for each of the individual KPIs.

1. If a Quarterly calculation is required of the Performance Percentage then the Performance Band shall be the A, B or C KPI rating achieved for each particular KPI in the particular Quarter and the other related calculations shall be made with reference to a Quarter rather than a Contract Month.

1. The Performance Percentage achieved is then used, in accordance with Schedule 4 (Payment Mechanism), to calculate the Services Payment made to the Contractor.

0. The Commissioner will give the Contractor the period of up to 9 months in which to achieve Band A performance for each of the KPIs. The relaxation of KPI requirements and the assumption of Band A performance for payment purposes during such period, is conditional upon the Contractor demonstrating to the Commissioner at the end of each quarter that sufficient reasonable progress is being made to achieve Band A performance across all the relevant KPIs by the end of such period or reasonably demonstrate why Band A performance cannot be achieved.

1. General
3.1      The Parties acknowledge and agree that they shall meet regularly at the review meeting convened in accordance with paragraph 5 of this Schedule 6.
3.2      Without prejudice to the remaining provisions of this Schedule 6, the Commissioners shall meet at such other times with the Contractor by not  giving less than ten (10) Business Days prior written notice to discuss any other matters which may arise in conjunction with the delivery of the contract.
3.3      The purpose of the meetings in paragraph 3.2 of this Schedule 6 is without limitation, to allow the formation of ad hoc groups to discuss any matter relating to the Services with the intention of ensuring the successful and efficient operation of the GP Practice and avoiding so far as reasonably practicable Disputes being referred to the Dispute Resolution Procedure.
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4.1      The Parties agree that for the first three (3) contract quarters (the first of which shall commence on the Commencement Date), the Contractor shall monitor and report performance of the Services against the KPI’s each quarter  and shall within ten (10) Business Days or less after the end of the contract quarter  compile the Contractor Performance Reporting Template relating to that Contract quarter  containing the information set out in paragraph 4.3 below and shall send it to the identified Commissioner’s Contract Manager.  The first operational quarter will be four months (September 2022 to December 2022).
4.2       The Parties agree that from the fourth (4) Contract Quarter in the first Contract Year and each quarter thereafter, the Contractor shall monitor performance of the Services against the KPI’s  and shall within ten (10) Business Days or less after the end of the Contract Quarter compile the Contractor KPI Reporting Template relating to that Contract Quarter, containing the information set out in paragraph 4.3 below and shall send it to the identified Commissioner Contract Manager.
4.3       The Commissioner shall provide the Contractor with an electronic template of the Contractor KPI Report, which the Contractor must complete and return to the identified Commissioner officer in accordance with paragraph 4.1 and 4.2.   The Contractor Performance Reporting Template will:
a)        Identify where it has been agreed in the first year from commencement, Contractor improvement against the agreed baseline, or the previous reporting period achievement;
b)        Identify the Contractor achievement against KPIs confirming a rating of Band A; 
c)         Identify the Contractor achievement against KPIs confirming a rating of Band B or Band C for the identified Quarter and the Contractor must: 
I. Provide an explanation for and the proposed Corrective Action for each KPI where the Contractor achieves a performance rating of B;
II. provide an explanation for and the proposed Action Plan for each KPI where the Contractor achieves a performance rating of C;
III. identify any exceptions, adverse incidents or untoward events that have occurred in the immediately preceding reporting period which have affected achievement and provide an explanation for these with a proposed action plan for each exception, adverse Incident or untoward event;
IV. comment on the progress or completion of any previous corrective actions or action plans; 
V. identify any adverse reports of any relevant statutory and non-statutory bodies received by the Contractor in the immediately preceding contract quarter  which relate to the Services;
VI. identify any failure to provide services within the reporting period and the reasons for the non-provision, confirming the corrective action the Contractor has implemented or intends to implement to provide all the identified services.
d) 	Identify any Patients’ complaints received by the Contractor in the immediately preceding contract quarter which relate to the Services.
e)        Identify the results of patient satisfaction survey undertaken within the preceding reporting period.
f)        Provide any suggestions for the possible improvement of the delivery of the Services.
4.5      The Commissioner’s Contract Manager, in his/her absolute discretion, having reviewed the Contractor Performance Report shall inform the Contractor, within ten (10) Business Days after submission, whether it accepts and agrees with:  
a) The contents of and conclusions set out in the Contractor Performance Report and any further clarifications or details required by the Commissioner;
b) the KPI Performance Summary and Performance Percentage; and
c)  the content of any proposed Corrective Actions or Action plans.
[bookmark: _Ref212370733][bookmark: _DV_C277]4.6       If the Commissioner informs the Contractor that it does not accept or agree a proposed Corrective Action or Action plan, the matter shall be referred to the appropriate Review Panel in accordance with paragraph 6 of this Schedule 6 to reach agreement on an appropriate Corrective Action or Action plan to be implemented by the Contractor.
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5.1      The Commissioner’s Contract Manager will agree an appropriate review meeting schedule with the Contractor.    The timeframe for such meetings shall be at the discretion of the Commissioner but shall be no less than 3 months and no more than 6 months apart and shall coincide with performance reporting timeframes.
5.2       Notwithstanding paragraph 4.6, the Commissioner may report to the Review Panel at any time in which case paragraph 6 of this Schedule 6 shall apply. 
6.	   Review Panel
6.1       Throughout the term of this Agreement the Commissioner may report to the Review Panel. 
6.2         The Review Panel will consider without limitation:
1. the Contractor’s performance of all Services under this Agreement;
1. the operation of the performance monitoring regime set out in this Schedule 6;
1. reports of any relevant statutory and non-statutory bodies received by the Contractor in the immediately preceding Contract Month(s) which relate to the Services;
1. patients’ complaints received by the Contractor or the Commissioner in the preceding 12 Contract Months which relate to the Services;
1. the Contractor Performance Report relating to the relevant Contract Year;
1. the Contractor Performance Summary for the preceding Quarter and hence the Performance Percentage for the Quarter;
1. the progress of the Contractor in respect of each current agreed corrective action or agreed Action plan; 
1. a rectification completion report in respect of any Action plan which has concluded;
1. the results of any Contractor data reviews carried out in the immediately preceding contract months;
1. any other data held by the Commissioner relevant to the services under this Agreement; and 
1. any other relevant issues.

6.3         Subject to paragraphs 6.4 below, the Review Panel will decide:
0. whether the Contractor Performance Report relating to the relevant Contract Quarter accurately reflect the Contractor’s performance;
0. whether any failure to achieve an A rating for a KPI by the Contractor is to be excluded from the overall performance rating; 
0. the Contractor’s Performance Percentage for the Quarter;
0. whether or not the failure to comply with KPIs has been caused by the Contractor’s:
1. poor performance; and/or
1. breach of this Agreement; and/or
1. clinical negligence;
0. whether the Contractor’s performance necessitates the implementation of sanctions in accordance with paragraph 10 of this Schedule 6; 
0. whether any changes should be made to the operation of this Agreement to achieve an improvement in the provision of the Services, and if so, how such changes could be made; and
0. any Corrective Action or the content of any Action plan where referred to the Review Panel pursuant to paragraph 3.6 above.
[bookmark: _Ref62474254][bookmark: _Ref62474270]6.4      The Contractor shall comply with and implement or procure all the requirements of any agreed Corrective Action or Action plan.  The costs of a Corrective Action or Action plan shall be paid by the Contractor insofar as the Corrective Action or Action plan relates to actions to be taken by the Contractor.
6.5      If the Contractor reasonably considers that they will not be able to implement all of the requirements of an Action plan, they shall notify the Commissioner (as appropriate) as soon as reasonably practicable,  and may review and propose any modification (including any change to the timescales and/or content of the Action plan).  
[bookmark: _Ref62474409]   6.6   Any modification to an Action plan must be agreed in writing by the Commissioner’s Contract Manager. On completion of all actions required by an Action plan, a Rectification Completion Report will be submitted by the Contractor to the next Review Panel unless otherwise specified in the relevant Action plan. 
[bookmark: _Ref62474370] 6.7      Any dispute about a decision of the Review Panel or the actions of the Commissioner pursuant to this Schedule 6 may be referred to the Dispute Resolution Procedure on the grounds set out in paragraph 6.8 below.  The decision of the Review Panel or as the case may be, the Commissioner, will prevail until the dispute is determined in accordance with the Dispute Resolution Procedure. 
 6.8         The grounds referred to in paragraph 6.7 above are:
0. the decision and/or actions were based on factual information, which was materially inaccurate or incomplete;
0. the decision and/or actions were unreasonable taking into account all the relevant circumstances; or
0. the decision and/or actions were inequitable.
[bookmark: _Ref62471120]7.	Ad hoc groups 
7.1       If the Review Panel requires an ad hoc group to be set up to monitor or consider any issue including Action plans, the Review Panel shall decide:
1. the terms of reference and the composition of the ad hoc group (although the ad hoc group must have at least one (1) representative from the Contractor or 33% of the membership of the ad hoc group, whichever is the greater); and
1. the timescale in which any decisions are to be made.
7.2       The Commissioner and the Contractor may each appoint any person suitably qualified for involvement to be involved in the ad hoc group.  All parties shall bear their own costs.
7.3       All ad hoc groups must report back to the Review Panel who shall verify or reject the decision or conclusions made by the ad hoc group.
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8.1       The Contractor shall (at its cost) carry out periodic testing of the accuracy and completeness of the Contractor Performance Data.  
8.2      Periodic testing shall be at the Contractor’s discretion provided that Contractor Performance Data for each of the KPIs is tested at least in respect of one (1) Contract Month in each Contract Year and that, for every Contract Month, Contractor Performance Data for at least one (1) KPI is tested.
8.3      Notwithstanding the provisions of this Agreement or the remainder of this paragraph 8, the Commissioner may investigate the Contractor’s Performance Data at any time.
9.            Audit
9.1       The Commissioner may undertake or commission audits to monitor the Contractor’s performance.
9.2      The Commissioner shall provide 14 days notice in the event of such an audit being required and share the outcomes of the audit with the Contractor.
9.3         In the event of a notice to terminate this Agreement being issued: 
1. the Commissioner must undertake an audit of the Contractor’s performance;

1. the Commissioner and Contractor must review the outcome of the audit and agree any identified actions; 

1. identified actions must be included within the Exit Plan agreed under Schedule 6 paragraph 11 below;

1. the Contractor shall be required to monitor and report progress against the identified actions and must ensure completion is achieved before the termination date.


10. Sanctions 

10. 1	If the Contractor commits a Contractor KPI Failure then the Commissioner will be entitled to implement sanctions in accordance with the table below.

	Contractor KPI Failure 
	Actions to be considered by the Commissioner

	Failure to report performance of a specific KPI, i.e. Contractor must ensure they clearly exception report on non-compliance of a KPI
	· Initially set the KPI Performance Rating to C 
· If repeated or consistent failure to report on specific KPIs, the Commissioner will have a discussion with the Contractor on consistent failure and thereafter may consider contractual sanctions


	Falsely or inaccurately represent or report the Contractors performance against any KPI 
	· Recalculate the Contractor Performance Payment for the previous twelve (12) Months and deduct any over payment from future payments; and/or 
· Commissioner to have a discussion with the Contractor on submission of inaccurate data and thereafter may consider contractual sanctions 


	Achieving a rating of C twice for the same KPI in any twelve (12) month period. 
	· Agree an Action Plan where reasonably required and appropriate timeframe for actions. 


	Failure to achieve a rating of C in any quarter apart from Q1-Q3 in year 1 of the contract.
	·  KPI performance will be monitored, and payment withheld where KPI thresholds are not met.  The income from the KPIs is guaranteed, but Omnes Healthcare must agree the planned use of the KPI funding with the CCG in the spirit of co-design.   

The agreed principles upon which reinvestment will be based, are that the money is:

1. reinvested into services that benefit the patients registered at the Sidings Medical Practice
2. supports the improvement to, or enhance the delivery of, services for patients registered with the Sidings Medical practice

This form of income protection will last
for the initial term of 5 years.


	Failure to complete all of the actions required by Action Plan and within the agreed timescales; or 
Failure to implement all of the requirements of an Action Plan; or 
Failure to comply with the KPI(s) which the Action Plan was designed to ensure compliance with; or 
Failure to achieve a rating of at least B following completion of the Action Plan; 
	· Commissioner to have a discussion with the Contractor on consistent failure and thereafter may consider contractual sanctions
· Sanction could include implementation of remedial or breach process; and/or 
· give notice to terminate this Agreement; 









11. Exit Plan 

11.1	Where a notice to terminate this Agreement has been issued under the terms of this Agreement, or the Expiry Date has not been extended, the Contractor and the Commissioner should co-operate in the development and agreement of an Exit Plan. 

11.2	The Exit Plan should be developed whether the contract is to cease or to transfer to a new Contractor. 

11.3 	The Exit Plan should: 
a) be developed in accordance with the terms of the contract as a minimum: 
b) clearly define both the Commissioner’s and Contractor’s responsibilities; 
c) include a list of processes to manage the exit of any contractor from performing a service. 

11.4 	The exit plan comes into effect as the notice to cease the service is issued by the Commissioner and a joint exit group should be established comprising staff of both parties to manage the contract coming to an end. 

11.5 	The role of the joint exit group will be to manage all activities to ensure a smooth culmination of the contract or transition to a new Contractor, where appropriate. 
11.6 	The table below details an example Exit Plan which shall not be considered an exhaustive list of inclusions required.

EXAMPLE EXIT PLAN 
	Areas for consideration
	Details of tasks to be undertaken 
	Agreed Timescales
	Responsible lead 

	Exit Audit 
	Identified actions from the Commissioner exit audits

	
	

	Clinical 
	Up-to-date clinical summaries for all patients; referrals and transfer of care; prescriptions; test results; patient related communications 

	
	

	Workforce 
	All relevant documentation and records will be transferred to the relevant primary care support services organisation or the new provider, whichever is applicable. 

See note below 

The transfer of records must be conducted in accordance with NHS security requirements.

	
	

	Documentation and records 
	All relevant documentation and records will be transferred to the Family Health Shared Services (FHSS) or the new Contractor, whichever is applicable 

	
	

	IM&T 
	All relevant electronic documentation and records held by the contractor are to be transferred in a recognised industry-standard computer format to the relevant primary care support services organisation or the new provider whichever is applicable See note below The transfer of records must be conducted in accordance with NHS security requirements. Licences should be transferred where possible.

	
	

	Premises 
	Consideration of the practice premises and whether the premises will cease to be used or whether arrangements could be negotiated with the new provider An inspection of the premises must be conducted to ensure that no records or equipment are left behind.

	
	

	Equipment 
	Consideration of any IT hardware or other equipment held by the contractor that requires return to the relevant owner. Full stock list should be compiled defining which items will be remaining. The transfer or disposal of equipment must be conducted in accordance with NHS security requirements.

	
	

	Facilities 
	Consideration of any existing facilities contracts and whether these will cease or transfer to a new Contractor. 

	
	

	Patient and Public involvement 
	Consideration of the needs to consult and inform throughout.

	
	

	Drugs
	Practice held drugs will need to be disposed of but are technically likely to be owned by the contractor whose contract is terminating. The Commissioner should seek assurances about the safe and effective disposal of such drugs.

	
	

	Other 
	As required. 

	
	




Note on the transfer of records;
In accordance with the National Health Service (General Medical Services contracts) Regulations 2004, para 73 (7), to the extent that a patient's records are computerised records, the contractor complies with sub-paragraph (6) if it sends to [the Board] a copy of those records--
(a) in written form; or
(b) with the written consent of [the Board] in any other form.
Practices using GP2GP (versions approved for full record transfer) can take advantage of the enhanced functionality by stopping the need to provide a computer printout. The process reports to the sending practice, confirmation of receipt of the full electronic record. In that case it is not necessary for the sending practice to printout copies of any of the computerised records. Practices need approval from NHS England for this. NHS England needs to be assured that due process has been undertaken by the sending practice. Providing sending practices comply with the full GP2GP V2 software and processes NHS England can be confident. Requests by practices using version 2.2 to stop paper printouts should normally be agreed.
· The sending practice should follow normal practice in reviewing records before they are transferred to ensure they are accurate and complete;
· Sending Practices must confirm, using the GP2GP functionality, that the requesting practice system has successfully received the full patient record with no missing attachments. Sending practices must print any attachments that haven’t transferred during the GP2GP process and add these to the Lloyd George notes and send to the receiving practice.
Any practice that continuously encounters problems receiving full records should make the matter known to its Commissioner in order to ensure that appropriate action is taken, whether at the level of the previous practice or the Commissioner, as appropriate. Any unresolved issues may also be brought to the attention of the LMC.








37 For local agreement.

[bookmark: _bookmark374]Annex 1 Annual Report
The Contractor agrees to provide a report on an annual basis as requested by the Commissioner. The Template for the Annual Report shall be provided by the Commissioner no later than nine (9) months after the Commencement Date.38
















































38 Or for local agreement if provisions can be specified or agreed by alternative means.
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[bookmark: _bookmark375]Schedule 7 Administration
The following person is the Commissioner’s Representative and is authorised to act on behalf of the Commissioner on all matters relating to the Contract:

Name:  

Title:     


The Contractor’s Representative shall be:

Name: 

Title: 



All correspondence relating to the Contract shall be dated and sent to the Commissioner’s Representative or the Contractor’s Representative at the postal or email addresses notified to the other party from time to time.

The Commissioner and the Contractor shall appoint Representatives from time to time who are authorised to act on behalf of the Commissioner and Contractor on all matters relating to the Contract.

The Commissioner and Contractor shall notify the other party of the identity of their respective Representative(s) and of any change of such Representative(s) as soon as reasonably practicable.

For the purposes of clause 81.2 (Confidential Information), the relevant timescale shall be [2 years for all classes of information]39.







39 Consideration should be paid in each case as to the nature of information likely to be affected.
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[bookmark: _TOC_250000]Schedule 8 Particulars for Practice Leaflet

A practice leaflet shall include:

1. In the case of a Contract with a partnership:

a. the name of the Contractor;

b. in the case of a Contract with a partnership, whether or not it is a limited partnership; and
c. the names of all the partners and, in the case of a limited partnership, their status as a general or limited partner.

2. In the case of a Contract with a company:

a. the names of the directors, the company secretary and the shareholders of that company; and

b. the address of the company’s registered office.

3. The full name of each person performing Services under the Contract.

4. In the case of each Health Care Professional performing services under the Contract his professional qualifications.

5. Whether the Contractor undertakes the teaching or training of Health Care Professionals or persons intending to become health care professionals.

6. The Contractor’s Patient Registration Area, including the area known as the Outer Boundary Area, by reference to a sketch diagram, plan or postcode.

7. The address of each of the Practice Premises.

8. The Contractor’s telephone and fax number and the address of its Practice Website or the address at which its Online Practice Profile is available.

9. Whether the Practice Premises have suitable access for all disabled patients and, if not, the alternative arrangements for providing services to such Patients.
10. How to register as a Patient.

11. The right of Patients to express a preference of practitioner and the means of expressing such a preference.

12. The services available under the Contract.

13. The opening hours of the Practice Premises and the method of obtaining access to services throughout the Core Hours.

(i) The criteria for home visits and the method of obtaining such a visit.

(ii) The consultations available to Patients.

14. The arrangements for services in the Out of Hours period (whether or not provided by the Contractor) and how the Patient may access such services.

15. Where the services referred to in paragraph 14 are not provided by the Contractor, the fact that the Commissioner is responsible for commissioning the services.

16. The method by which Patients are to obtain repeat prescriptions.

17. If the Provider offers Repeatable Prescribing Services, the arrangements for providing such services.
18. If the Provider is a dispensing Provider the arrangements for dispensing prescriptions.

19. How Patients may make a complaint or comment on the provision of service.

20. The rights and responsibilities of the Patient, including keeping appointments.

21. The action that may be taken where a Patient is violent or abusive to the Provider or his staff or other persons on the Practice Premises.

22. Details of who has access to Patient information (including information from which the identity of the individual can be ascertained) and the Patient’s rights in relation to disclosure of such information.
23. The name, address and telephone number of the Commissioner.

24. Information about the assignment by the Contractor to its new and existing Patients of an Accountable GP in accordance with clauses 31.133 to 31.141.

25. Information about the assignment by the Contractor to its Patients aged 75 and over of an Accountable GP under clauses 31.121 to 31.124.

Schedule 9
[bookmark: _bookmark376]TUPE, Tendering and Handover40


Where the Contractor ceases to provide the Services (other than by reason of the Contractor’s breach of this Agreement) and TUPE and / or the Cabinet Office Statement does not apply to effect the transfer of employees to the Commissioner or any New Contractor, the Contractor will be responsible for all Direct Redundancy Costs and notice entitlement and accrued rights benefit arising in respect of the termination of any employees wholly or mainly employed in the provision of the Services, as at the time the Contractor ceases to provide the Services, by reason of redundancy .
The indemnities in this Schedule 9 shall continue to apply after the variation, expiry or termination of this Agreement without any limitation in time.
Within twenty one (21) days of being so requested by the Commissioner, the Contractor shall provide and thereafter keep updated, in a fully indexed and catalogued format, all the information necessary and such other information as is reasonably requested by the Commissioner to enable the Commissioner to issue invitations to offer for the future provision of the Services or to provide the Services itself.
Where,  TUPE is likely to apply on the variation, termination or expiration of the Agreement, information to be provided by the Contractor shall include, as applicable, accurate information relating to the employees who would be transferred under the same terms of employment under TUPE, including in particular (but not limited to): 
the number of employees who would be transferred; 
in respect of each of those employees, the identity of the employees who will transfer, the age of those employees, information contained in the statements of employment particulars for those employees (e.g: remuneration, hours of work, holiday entitlements), information relating to any collective agreements which apply to those employees, instances of any disciplinary action from the Commencement Date , instances of any grievances raised by employees from the Commencement Date and instances of any legal actions taken by employees against the Contractor from the Commencement Date and instances of potential or threatened legal actions which might be brought by those employees where the Contractor has reasonable grounds to believe that such actions might occur including any instances of any disciplinary action, grievances, legal actions and potential or threatened legal actions that arose prior to the Commencement Date but which come to the attention of the Contractor after the Commencement Date;
such information as may have been provided to the Contractor by any previous employer of its employees organised in respect of and assigned to the Services whose employment transferred to the Contractor pursuant to TUPE;
the general terms and conditions applicable to those employees, including Whitley Council and Agenda for Change provisions if applicable, probationary periods, retirement age, periods of notice, current pay agreements and structures, special pay allowances, working hours, entitlement to annual leave, sick leave, maternity and special leave, injury benefit, redundancy rights, terms of mobility, any loan or leasing agreements, and any other relevant collective agreements, facility time arrangements and additional employment benefits;
all information reasonably required to determine whether TUPE would apply to transfer the employment of the relevant staff including, but not limited to, information reasonably required to establish whether all or any of the individuals engaged or employed by the Contractor in connection with the Services (or any part of the Services) can properly be regarded as being organised into a single joint enterprise to fulfil the Contractor’s duties and responsibilities to the Commissioner under the terms of the Agreement in respect of the Services or relevant part of the Services; and 
details of the proportion of the time (approximate, if necessary) spent by each of the individuals employed by the Contractor in connection with the Services (or any part of the Services) and the length of time such person has been assigned to the Services or the relevant part of the Services (as the case may be).
The Commissioner shall keep confidential all information referred to in paragraphs 1.4 and shall use it only for the purposes for which it is provided and where the Services are to be re-tendered or offered to another external supplier.  The Commissioner shall take all necessary precautions to ensure that any information, and that necessary information is given only to bidders who have qualified to offer for the future provision of Services, and the Commissioner shall require that such bidders shall treat that information in confidence, that they shall not communicate it except to such persons within their organisation and to such extent as may be necessary for the purpose of preparing a response to an invitation to offer issued by the Commissioner and that they shall not use it for any other purpose. 
The Contractor shall indemnify the Commissioner against any claim made against the Commissioner at any time by any person in respect of any liability incurred by the Commissioner arising from any material deficiency or inaccuracy in information, which the Contractor is required to provide under paragraphs 1.4.
The Contractor agrees to use its reasonable endeavours to obtain appropriate consents under the Data Protection Legislation or any other legislative requirements from the relevant staff employed by the Contractor, with respect to its obligations under this Agreement.
The Contractor shall co-operate fully with the Commissioner during the handover arising from the completion or earlier termination of this Agreement, other than by reason of the Commissioner’s breach of this Agreement. This co-operation, during the setting up operations period of the New Contractor (if any), shall extend to allowing full access to, and providing copies of all documents, reports, summaries and other information necessary in order to achieve an effective transition without disruption to the routine operational requirements.  The Contractor shall allow access to the Practice Premises, in the presence of a representative of the Commissioner, to any person representing any potential new service provider nominated by the Commissioner and, for the purpose of such access, the Commissioner shall give the Contractor seven (7) days’ notice of a proposed visit together with a list showing the names of all the persons who shall be attending the Practice Premises. 
Within ten (10) Working Days of being so requested by the Commissioner, the Contractor shall transfer to the Commissioner, or any person designated by the Commissioner, free of charge, all computerised filing, recordings, documentation, planning and drawings held on software and utilised in the provision of the Services. The transfer shall be made in a fully indexed and catalogued disk format to operate on a proprietary software package identical to that used by the Commissioner.
The Contractor undertakes and agrees that from receipt of any notice to terminate pursuant to this Agreement and/or in anticipation of any termination pursuant to this Agreement and/or during the three month period prior to the expiry of this Agreement, whichever is the earlier, it shall not, without agreement of the Commissioner, not to be unreasonably withheld or delayed; 
vary the remuneration of or hours to be worked by or the terms and conditions of employment of any person engaged or employed to provide the Services or artificially reorganise any activities of any such person (save where such amendments arise in the ordinary course of business as a result of annual pay settlements and are made in good faith or where such amendments are made in accordance with a statutory or other legal requirement or are necessary to give effect to any national agreements under which the Contractor is obliged to change the terms and  conditions of employment of  such persons);
increase or decrease the number of persons that perform the Services; or 
deploy, redeploy or replace (unless the individual has resigned or been fairly dismissed and the replacement is so far as possible employed on materially the same terms and conditions as the employee being replaced) any person engaged or employed to provide the Services or terminate the employment of any such person; or
take any steps to oblige the Trust or any future transferee under TUPE to do any of the matters referred to above.
Staff Pensions
Introduction
The Contractor is eligible to be an Employing Authority and can thereby provide the Eligible Employees with continued membership of the NHS Scheme.  The Contractor shall use all reasonable endeavours to remain an Employing Authority until the Termination Date and shall comply with the provisions of the NHS Scheme Regulations in respect of the Eligible Employees with effect from and including the Commencement Date and until the Termination Date.  The Contractor shall, within 21 days after the Commencement Date, supply to the Board written evidence confirming that the Contractor is eligible to be an Employing Authority.
If the Contractor employs any Eligible Employees from the Commencement Date and for any reason after the Commencement Date ceases to be an Employing Authority other than because it ceases to employ any Eligible Employees, then the [footnoteRef:1]Fair Deal shall apply in respect of the transfer of the employment of each Transferring Employee, future pension provision for them and the provision for transfer of their pension rights which have accrued in NHS Scheme.   [1:  Fair Deal for staff pensions: staff transfer from central government] 

Indemnity Regarding Pension Benefits and Premature Retirement Rights.
The Contractor agrees to indemnify the Commissioner on demand against all liabilities, damages, losses, costs and expenses arising out of any claim by any person that the provision of (or failure to provide) pension benefits and premature retirement rights after the Commencement Date, or the level of such benefit provided are not in accordance with the Contractor’s and/or sub-contractor’s obligations under Schedule 9 of this contract.  
Sub-Contractors
In the event that the Contractor enters into a sub-contract in connection with the Agreement, it shall impose obligations on its sub-contractors in the same terms as those imposed on the Contractor in relation to pension benefits and premature retirement benefits as described in Schedule 9.
The Contractor shall indemnify and keep the Board indemnified in full against all costs and losses incurred by the Board or any New Contractor as a result of or in connection with any failure by the Contractor to comply with Schedule 9 of this contract.
New Joiners
The Contractor shall and shall procure that any sub-contractor shall comply with the Cabinet Office statement entitled “Principles of Good Employment Practice” (December 2010) (as may be amended from time to time) including, but not limited to, the third principle in this statement entitled “a commitment to fair and reasonable terms and conditions.”


















































40 For local agreement.

Schedule 10
[bookmark: _bookmark377]Dispute Resolution Procedure

Escalated Negotiation

1. If any Dispute arises, the Parties must first attempt to settle it by either of them making a written offer to the other to negotiate. During the Negotiation Period the Parties must negotiate and be represented:

1.1. [bookmark: _bookmark378]for the first ten (10) Operational Days, by a senior person who where practicable has not had any direct day-to-day involvement in the matter and has authority to settle the Dispute; and

1.2. [bookmark: _bookmark379]for the last five (5) Operational Days, by their chief executive, director, or member of their Governing Body, as the case may be, who has authority to settle the Dispute.

2. Where practicable, neither Party shall be represented by the same individual under it paragraphs 1.1 and 1.2.

Mediation

3. If the Parties are unable to settle the Dispute by negotiation, they must, within five (5) Operational Days after the end of the Negotiation Period, submit the Dispute:

3.1. [bookmark: _bookmark380]to mediation arranged jointly by the NHSTDA and the Commissioner where the Contractor is an NHS Trust; or

3.2. [bookmark: _bookmark381]to mediation by CEDR or other independent body or organisation agreed between the Parties in all other cases.

4. In the case of a mediation under paragraph 3.1:

4.1. [bookmark: _bookmark382]during the mediation phase and before the mediation session, each Party must submit to the mediator within five (5) Operational Days of the mediator’s request a signed position statement describing the

precise points on which the Parties disagree, and describing its solution to the Dispute;

4.2. where the mediator is satisfied that the nature of the Dispute has been adequately documented in accordance with General Condition 4.1, the mediator will allow each Party five (5) Operational Days in which to comment to him in writing on the other Party’s solution to the Dispute;

4.3. the mediator may, in their absolute discretion, require either Party to clarify any aspects of its signed position statement and upon receipt of that clarification, will forward the clarification to the other Party;

4.4. following distribution by the mediator of the signed position statements and any clarification to the Parties, the mediator will arrange a mediation session at a venue chosen by the mediator to facilitate mediation and settlement of the Dispute. The mediation session will be fixed for a date at least ten (10) Operational Days following receipt by both Parties of the other Party’s signed position statement and any clarification;

4.5. each Party must make an opening presentation of its position to the other party and the mediator will then meet each of the Parties separately for such time as the mediator considers appropriate and will determine the procedure of the mediation session. Neither Party will terminate its participation in the mediation session until after the opening presentations have been given and the mediator has met both Parties separately;

4.6. the Parties must keep confidential and not disclose or use for any other purpose any information, whether given orally, in writing or otherwise, arising out of or in connection with the mediation, including the fact of any settlement and its terms, except for the fact that the mediation is to take place or has taken place; and

4.7. [bookmark: _bookmark383]all information, whether oral, in writing or otherwise, arising out of or in connection with the mediation will be inadmissible in any current or subsequent litigation or other proceedings. This paragraph 4.7 will not apply to any information which would in any event have been admissible in any such proceedings.

4.8. Mediations under paragraph 3.2 must follow the mediation process of CEDR or other independent body or organisation as agreed between the Parties in accordance with clause 3.2.

Expert Determination

4.9. If the Parties are unable to settle the Dispute through mediation, the Dispute must be referred to expert determination, by one Party giving written notice to that effect to the other Party following closure of the failed mediation. The Expert Determination Notice must include a brief statement of the issue or issues which it is desired to refer, the expertise required in the expert, and the solution sought.

4.10. If the Parties have agreed upon the identity of an expert and the expert has confirmed in writing their readiness and willingness to embark upon the expert determination, then that person will be appointed as the Expert.
4.11. Where the Parties have not agreed upon an expert, or where that person has not confirmed their willingness to act, then either Party may apply to CEDR for the appointment of an expert. The request must be in writing, accompanied by a copy of the Expert Determination Notice and the appropriate fee and must be copied simultaneously to the other Party. The other Party may make representations to CEDR regarding the expertise required in the expert. The person nominated by CEDR will be appointed as the Expert.

4.12. The Party serving the Expert Determination Notice must send to the Expert and to the other Party within 5 Operational Days of the

appointment of the Expert a statement of its case, including a copy of the Expert Determination Notice, the Contract, details of the circumstances giving rise to the Dispute, the reasons why it is entitled to the solution sought, and the evidence upon which it relies. The statement of case must be confined to the issues raised in the Expert Determination Notice.

4.13. [bookmark: _bookmark384]The Party not serving the Expert Determination Notice must reply to the Expert and to the other Party within five (5) Operational Days of receiving the statement of case, giving details of what is agreed and what is disputed in the statement of case and the reasons why.

4.14. The Expert must produce a written decision with reasons within 30 Operational Days of receipt of the statement of case referred to in paragraph 4.13, or any longer period as is agreed by the Party after the Dispute has been referred.

4.15. The Expert will have complete discretion as to how to conduct the expert determination, and will establish the procedure and timetable.

4.16. The Party must comply with any request or direction of the Expert in relation to the expert determination.

4.17. The Expert must decide the matters set out in the Expert Determination Notice, together with any other matters which the Parties and the Expert agree are within the scope of the expert determination. The Expert must send their decision in writing simultaneously to both Parties.	Within 5 Operational Days following the date of the decision the Parties must provide the Expert and the other Party with any requests to correct minor clerical errors or ambiguities in the decision. The Expert must correct any minor clerical errors or ambiguities at their discretion within a further 5 Operational Days and send any revised decision simultaneously to the Parties in Dispute.

4.18. The Parties must bear their own costs and expenses incurred in the expert determination and are jointly liable for the costs of the Expert.

4.19. The decision of the Expert is final and binding, except in the case of fraud, collusion, bias, or material breach of instructions on the part of the Expert, in which case a Party will be permitted to apply to Court for an Order that:

4.19.1. the Expert reconsider his decision (either all of it or part of it); or

4.19.2. the Expert’s decision be set aside (either all of it or part of it).

4.20. If a Party in Dispute does not abide by the Expert’s decision the other Parties may apply to Court to enforce it.

4.21. All information, whether oral, in writing or otherwise, arising out of or in connection with the expert determination will be inadmissible as evidence in any current or subsequent litigation or other proceedings whatsoever, with the exception of any information which would in any event have been admissible or disclosable in any such proceedings.

4.22. The Expert is not liable for anything done or omitted in the discharge or purported discharge of their functions, except in the case of fraud or bad faith, collusion, bias, or material breach of instructions on the part of the Expert.

4.23. The Expert is appointed to determine the Dispute or Disputes between the Parties and the Expert’s decision may not be relied upon by third parties, to whom the Expert shall have no duty of care.

[bookmark: _bookmark385]Schedule 11
Quality and Outcomes Framework – Indicators no longer in the Quality and Outcomes Framework



	Indicator ID
	Indicator Description

	Clinical domain
	

	CHD003
	The percentage of patients with coronary heart disease whose last measured
cholesterol (measured in the preceding 12 months) is 5 mmol/l or less

	CKD002
	The percentage of patients on the CKD register in whom the last blood pressure reading (measured in the preceding 12 months) is 140/85 mmHg or less

	CKD004
	The percentage of patients on the CKD register whose notes have a record of a urine albumin: creatinine ratio (or protein: creatinine ratio) test in the preceding
12 months

	NM84
	The percentage of patients on the CKD register with hypertension and
proteinuria who are currently treated with renin-angiotensin system antagonists

	CVD- PP002
	The percentage of patients diagnosed with hypertension (diagnosed after or on
1st April 2009) who are given lifestyle advice in the preceding 12 months for: smoking cessation, safe alcohol consumption and healthy diet

	DM005
	The percentage of patients with diabetes, on the register, who have a record of an albumin: creatinine ratio test in the preceding 12 months

	DMO11
	The percentage of patients with diabetes, on the register, who have a record of
retinal screening in the preceding 12 months

	EP002
	The percentage of patients 18 or over on drug treatment for epilepsy who have been seizure free for the last 12 months recorded in the preceding 12 months

	EP003
	The percentage of women aged 18 or over and who have not attained the age
of 55 who are taking antiepileptic drugs who have a record of information and
counselling about contraception, conception and pregnancy in the preceding 12 months

	LD002
	The percentage of patients on the learning disability register with Down's
syndrome aged 18 or over who have a record of blood TSH in the preceding 12 months

	MH004
	The percentage of patients aged 40 or over with schizophrenia, bipolar affective
disorder and other psychoses who have a record of total cholesterol: hdl ratio in
the preceding 12 months

	MH005
	The percentage of patients aged 40 or over with schizophrenia, bipolar affective
disorder and other psychoses who have a record of blood glucose or HbA1c in the preceding 12 months

	MH007
	The percentage of patients with schizophrenia, bipolar affective disorder and other psychoses who have a record of alcohol consumption in the preceding 12
months

	MH008
	The percentage of women aged 25 or over and who have not attained the age
of 65 with schizophrenia, bipolar affective disorder and other psychoses whose



	
	notes record that a cervical screening test has been performed in the preceding
5 years

	PAD002
	The percentage of patients with peripheral arterial disease in whom the last
blood pressure reading (measured in the preceding 12 months) is 150/90 mmHg or less

	PAD003
	The percentage of patients with peripheral arterial disease in whom the last measured total cholesterol (measured in the preceding 12 months) is 5 mmol/l
or less

	PAD004
	The percentage of patients with peripheral arterial disease with a record in the
preceding 12 months that aspirin or an alternative anti-platelet is being taken

	RA003
	The percentage of patients with rheumatoid arthritis aged 30 or over and who
have not attained the age of 85 who have had a cardiovascular risk assessment using a CVD risk assessment tool adjusted for RA in the preceding 12 months

	RA004
	The percentage of patients aged 50 or over and who have not attained the age
of 91 with rheumatoid arthritis who have had an assessment of fracture risk using a risk assessment toll adjusted for RA in the preceding 24 months

	SMOK001
	The percentage of patients aged 15 or over whose notes record smoking status
in the preceding 24 months

	STIA005
	The percentage of patients with a stroke shown to be non-haemorrhagic, or a
history of TIA whose last measured total cholesterol (measured in the preceding 12 months) is 5 mmol/l or less

	THY001
	The contractor establishes and maintains a register of patients with hypothyroidism who are currently treated with levothyroxine

	THY002
	The percentage of patients with hypothyroidism, on the register, with thyroid function tests recorded in the preceding 12 months"



SCHEDULE 1241
Dispensing Doctors Arrangements for Pharmaceutical services
1. The Contractor undertakes to provide pharmaceutical services in accordance with such provisions as are appropriate affecting the Contractor’s rights and obligations that:
(a) are included in the Pharmaceutical Regulations;

(b) are contained in the terms set out in this Schedule;

(c) were imposed, in relation to the dispensing doctor’s ability to provide pharmaceutical services, by virtue of regulation 20(2) of the National Health Service (Pharmaceutical Services) Regulations 2005 (imposition of conditions) (S.I. 2005/641);
(d) are included in clause 74 of this Contract; and

(e) are:

(i) included in regulations under section 225 of the Local Government and Public Involvement in Health Act 2007 (duties of services-providers to allow entry by Local Healthwatch organisations or contractors), and
(ii) made for the purpose of imposing on a services-provider (within the meaning of that section) a duty to allow authorised representatives (within the meaning of that section) to enter and view, and observe the carrying-on of activities on, premises owned or controlled by the services-provider.
2. The terms set out in bold italics in this Schedule have the same meaning as in the Pharmaceutical Regulations.
Dispensing doctor lists

3. Where a Contractor is listed in a dispensing doctor list:





41	Clause 24.8 applies the provisions in this Schedule to contractors who are Dispensing Doctors.

(a) the Contractor must notify the Commissioner of the matters referred to in paragraph 4; and
(b) as part of the listing of the Contractor in its dispensing doctor list, the Commissioner must include the names of any general practitioner notified under paragraph 4(a), unless the Commissioner has received a further notification in respect of that general practitioner under paragraph 4(b).
4. The matters referred to in paragraph 3(a) are:

(a) any general practitioner who performs Primary Medical Services on behalf of the Contractor, and whom the Contractor anticipates will provide pharmaceutical services on the behalf of the Contractor; and

(b) for a general practitioner about whom the Commissioner has been notified under paragraph (a), when the Contractor no longer anticipates that the general practitioner will provide pharmaceutical services on behalf of the Contractor.
Persons duly authorised to dispense on behalf of dispensing doctors

5. Where paragraphs 6 to 31 impose a requirement on a dispensing doctor in respect of an activity which that dispensing doctor has duly authorised another person to undertake, if that other person undertakes that activity instead of the dispensing doctor:
(a) that other person must comply with that requirement; and

(b) the dispensing doctor must secure compliance with that requirement by that other person.
6. Where reference is made in paragraph 5 and paragraphs 7 to 31 to the
dispensing doctor:

(a) being the subject of an activity, and in fact a person duly authorised by the dispensing doctor is the subject of that activity; or

(b) forming a view, and in fact a person duly authorised by the
dispensing doctor is to form that view,

that reference is to be construed as referring, as appropriate, to that duly authorised person.
7. References in paragraphs 5 to 31 to a dispensing doctor are to be construed in accordance with paragraphs 5 and 6.
Dispensing of drugs and appliances by another prescriber

8. In paragraphs 9 and 10, “signed” includes signature with a prescriber’s advanced electronic signature.
9. Subject to paragraphs 10 to 31, where:

(a) any person presents to a dispensing doctor a non-electronic prescription form which contains
(i) an order for drugs, not being Scheduled drugs, or for appliances, not being restricted availability appliances, signed by a prescriber other than the dispensing doctor;
(ii) an order for drugs specified in Schedule 2 to the Prescription of Drugs Regulations (drugs, medicines and other substances that may be ordered only in certain circumstances), signed by a prescriber other than the dispensing doctor, and including the reference “SLS”; or
(iii) an order for restricted availability appliances, signed by a prescriber other than the dispensing doctors and including the reference “SLS”; or
(b) subject to paragraph 11, the dispensing doctor receives from the Electronic Prescription Service an electronic prescription form which contains an order of a kind specified in paragraphs (a)(i) to (a)(iii) and:
(i) any person requests the provision of drugs or appliances in accordance with that prescription; or

(ii) the dispensing doctor has previously arranged with the patient that the dispensing doctor will dispense that prescription on receipt; or
(iii) any person presents the dispensing doctor with an EPS token that relates to an order of a kind specified in paragraphs 9(a)(i) – (iii) and requests the provision of drugs or appliances in accordance with the related electronic prescription form;
and the dispensing doctor is authorised or required by virtue of Part 8 of the Pharmaceutical Regulations to provide the drugs or appliances so ordered, the dispensing doctor must, with reasonable promptness, provide the drugs so ordered, and such of the appliances so ordered as the dispensing doctor supplies in the normal course of business.
10. Subject to paragraphs 11 to 31, where:

(a) any person presents to the dispensing doctor a non-electronic repeatable prescription which contains:
(i) an order for drugs, not being Scheduled drugs or controlled drugs within the meaning of the Misuse of Drugs Act 1971, other than a drug which is for the time being specified in Schedule 4 or 5 to the Misuse of Drugs Regulations 2001 (S.I. 2001/3998) (which relate to controlled drugs excepted from certain prohibitions under those regulations), signed by a prescriber other than the dispensing doctor;
(ii) an order for a drug specified in Schedule 2 to the Prescription of Drugs Regulations, not being a controlled drug within the meaning of the Misuse of Drugs Act 1971, other than a drug which is for the time being specified in Schedule 4 or 5 to the Misuse of Drugs Regulations 2001, signed by a prescriber other than the dispensing doctor and including the reference “SLS”;

(iii) an order for appliances, not being restricted availability appliances, signed by a prescriber other than the dispensing doctor; or
(iv) an order for a restricted availability appliance, signed by a prescriber other than the dispensing doctor and including the reference “SLS”,
and also presents an associated batch issue; or

(b) the dispensing doctor receives as a nominated dispensing contractor an electronic repeatable prescription from the Electronic Prescription Service which contains an order of a kind specified in sub-paragraphs (a)(i) to (a)(iv) and:
(i) any person requests the provision of drugs or appliances in accordance with that repeatable prescription; or
(ii) the dispensing doctor has previously arranged with the patient that the dispensing doctor will dispense that repeatable prescription on receipt; or
(c) any person presents the dispensing doctor with an EPS token that relates to an order of a kind specified in paragraph 10(a)(i) – (iv) and requests the provision of drugs or appliances in accordance with the related electronic prescription form; and
the dispensing doctor is authorised or required by virtue of Part 8 of the Pharmaceutical Regulations to provide the drugs or appliances so ordered, the dispensing doctor must, with reasonable promptness, provide the drugs so ordered, and such of the appliances so ordered as the dispensing doctor supplies in the normal course of business.
11. The dispensing doctor must not provide under an electronic prescription form a controlled drug within the meaning of the Misuse of Drugs Act 1971, other than a drug which is for the time being specified in Schedules 2 to 5 to the Misuse of Drugs Regulations 2001.

12. For the purposes of paragraphs 8 to 11, a non-electronic repeatable prescription for drugs or appliances shall be taken to be presented even if the person who wishes to obtain the drugs or appliances does not present that prescription, where:
(a) the dispensing doctor has that prescription in their possession; and

(b) that person presents, or the dispensing doctor has in their possession, an associated batch issue.
13. Drugs and appliances provided under paragraphs 8 to 12 must be provided in a suitable container.
Dispensing of drugs and appliances ordered by the dispensing doctor

14. In the circumstances where paragraphs 8 to 13 do not apply and subject to paragraphs 15 to 31, where the dispensing doctor is authorised or required by virtue of Part 8 of the Pharmaceutical Regulations to provide a drug or appliance to a person:
(a) the dispensing doctor must record any order for the provision of any drugs or appliances which are needed for the treatment of the patient, before the drugs or appliances are dispensed (unless it is personally administered):
(i) on a prescription form completed in accordance with Clause 19;
(ii) if clause 20 applies, on an electronic prescription form; or
(iii) in the case of a personally administered vaccine in respect of which the NHS BSA does not require an individual prescription form in order to process payment, on the form provided by the NHS BSA for the purposes of claiming payments for administering that vaccine (as well, potentially, as claiming other payments), and in the manner required by the NHS BSA (which may be part of an aggregate total);

(b) the dispensing doctor must provide those drugs or appliances in a suitable container (unless it is personally administered);
(c) the dispensing doctor must provide for the patient a drug specified in Schedule 2 to the Prescription of Drugs Regulations (drugs, medicines and other substances that may be ordered only in certain circumstances) only where Clause 24.2 is satisfied; and
(d) the dispensing doctor must provide for the patient a restricted availability appliance only if the patient is a person, or it is for a purpose, specified in the Drug Tariff.
Preliminary matters before providing ordered drugs or appliances

15. Before providing any drugs or appliances in accordance with paragraph 14, or in the circumstances set out in paragraph 17:
(a) a dispensing doctor must ask any person who makes, or duly completes, a declaration, as or on behalf of the person named on the prescription form or repeatable prescription, that the patient does not have to pay the charges specified in regulation 4(1) of the Charges Regulations (supply of drugs and appliances by doctors) by virtue of either:
(i) entitlement to exemption under regulation 10(1) of the
Charges Regulations (exemptions), or

(ii) entitlement to remission of charges under regulation 5 of the Remission of Charges Regulations (entitlement to full remission and payment),
to produce satisfactory evidence of such entitlement, unless the declaration is in respect of entitlement to exemption by virtue of regulation 10(1) of the Charges Regulations or in respect of entitlement to remission by virtue of regulation 5 of the Remission of Charges Regulations, and at the time of the declaration the dispensing doctor has such evidence available to them;

(b) in any case where no satisfactory evidence, as required by sub- paragraph (a), is produced to the dispensing doctor, the dispensing doctor must ensure before the drugs or appliances are provided that the person who was asked to produce that evidence is advised, in appropriate terms, that checks are routinely undertaken to ascertain entitlement to:
(i) exemption under the Charges Regulations; or

(ii) remission of charges under the Remission of Charges Regulations,
where such entitlement has been claimed, as part of the arrangements for preventing or detecting fraud or error in relation to such claims;
(c) if in the case of a non-electronic prescription form or non- electronic repeatable prescription, no satisfactory evidence, as required by sub-paragraph (a), is produced to the dispensing doctor, the dispensing doctor must endorse the form on which the declaration is made to that effect; and
(d) in the case of an electronic prescription, the dispensing doctor must ensure that the records and confirmations referred to in paragraph 16 is duly entered into the records managed by the Information Centre that are accessible as part of the Electronic Prescription Service (if either it is not already recorded in those records or a check, known as a real time exemption check, has not produced satisfactory evidence as mentioned in sub-paragraph (a)).
16. The records and confirmations referred to in sub-paragraph 15(d) are:

(a) in a case where the exemption f rom or remission of charges is claimed for all or some of the items included in the prescription, a record of:
(i) the exemption category specified in regulation 10(1) of the
Charges Regulations or the ground for remission under

regulation 5 of the Remission of Charges Regulations
which it is claimed applies to the case; and

(ii) whether or not satisfactory evidence was produced to the
dispensing doctor as required by sub-paragraph 15(a);

(b) in any case where a charge is due, confirmation that the relevant charge was paid; and
(c) in the case of a prescription for or including contraceptive substances, confirmation that no charge was payable in respect of those substances.
16A.	For the purposes of paragraphs 15 and 16, satisfactory evidence includes evidence derived from a check, known as a real time exemption check, of electronic records that are managed by NHS BSA for the purposes (amongst other purposes) of providing advice, assistance and support to patients or their representatives in respect of whether a charge is payable under the Charges Regulations.
16B.	If the dispensing doctor dispenses an electronic prescription, the dispensing doctor must send the form duly completed by or on behalf of the patient, if one is required under regulations 4(2)(b) or (3A) of the Charges Regulations in respect of that electronic prescription (which may be the associated EPS token), to the NHS BSA.


Provision of Scheduled drugs

17. The dispensing doctor must only provide for a patient any Scheduled drug
if:

(a) it is ordered as specified in paragraph 18 or 20; or

(b) in the case of a drug specified in Schedule 2 to the Prescription of Drugs Regulations (drugs, medicines and other substances that may be ordered only in certain circumstances), it is ordered in the circumstances prescribed in that Schedule.

18. A Scheduled drug that is a drug with an appropriate non-propriety name may be provided in response to an order on a prescription form or repeatable prescription for a drug (“the prescribed drug”) that is not a Scheduled drug but which has the same non-proprietary name as the Scheduled drug if:
(a) the prescribed drug is ordered by that non-proprietary name or by its formula; and
(b) the prescribed drug has the same specification as the Scheduled drug (so the Scheduled drug may be dispensed generically).
19. If a Scheduled drug is a combination of more than one drug, it can only be ordered as specified in paragraph 18 if the combination has an appropriate non-proprietary name, whether or not the drugs in the combination each have such names.
20. Nothing in paragraphs 5 to 19 and paragraphs 21 to 31 prevents the dispensing doctor from providing, otherwise than under pharmaceutical services, a Scheduled drug or a restricted availability appliance for a patient.
Refusal to provide drugs or appliances ordered

21. The dispensing doctor may refuse to provide the drugs or appliances
ordered on a prescription form or repeatable prescription where:

(a) the dispensing doctor reasonably believes that it is not a genuine order for the person named on the prescription form or the repeatable prescription (for example because the dispensing doctor reasonably believes it has been stolen or forged);
(b) it appears to the dispensing doctor that there is an error on the prescription form or on the repeatable prescription or, in the case of a non-electronic repeatable prescription, its associated batch issue (including a clinical error made by the prescriber) or that, in the circumstances, providing the drugs or appliances would be contrary to the dispensing doctor’s clinical judgement; or

(c) where the prescription form or repeatable prescription is incomplete because it does not include the information relating to the identification of the prescriber that the Commissioner (or the person exercising its functions) requires in order to perform its functions relating to:
(i) the remuneration of persons providing pharmaceutical services, and
(ii) any apportionment of, or any arrangements for recharging in respect of, that remuneration,
unless the dispensing doctor (or the person who employs or engages the dispensing doctor) is to receive no pharmaceutical remuneration of any kind in respect of the drug or appliance.
21A.	The dispensing doctor may refuse to provide a drug or appliance ordered on an electronic prescription if the access that the dispensing doctor has to the Electronic Prescription Service is not such as to enable the dispensing doctor to dispense that prescription promptly (or at all).
22. The dispensing doctor must refuse to provide drugs or appliances ordered on a repeatable prescription where:
(a) the dispensing doctor has no record of that prescription;

(b) the dispensing doctor does not, in the case of a non-electronic repeatable prescription, have any associated batch issue and it is not presented to the dispensing doctor;
(c) it is not signed by a prescriber;

(d) to do so would not be in accordance with any intervals specified in the prescription;
(e) it would be the first time a drug or appliance had been provided pursuant to the prescription and the prescription was signed (whether electronically or otherwise) more than 6 months previously;
(f) the repeatable prescription was signed (whether electronically or otherwise) more than one year previously;

(g) the expiry date on the repeatable prescription has passed; or

(h) the dispensing doctor has been informed by the prescriber that the prescription is no longer required.
23. Where a patient requests the supply of drugs or appliances ordered on a repeatable prescription (other than on the first occasion that the patient makes such a request), the dispensing doctor must only provide the drugs or appliances ordered if the dispensing doctor is satisfied that the patient to whom the prescription relates:
(a) is taking or using, and is likely to continue to take or use, the drug or
appliance appropriately; and

(b) is not suffering from any side effects of the treatment which indicates the need or desirability of reviewing the patient’s treatment,
and that the conditions in paragraph 24 are also satisfied.

24. The conditions referred to in paragraph 23 with which the dispensing doctor must be satisfied are:
(a) that the medication regimen of the patient to whom the prescription relates has not altered in a way which indicates the need or desirability of reviewing the patient’s treatment; and
(b) there have been no changes to the health of the patient to whom the prescription relates which indicate the need or desirability of reviewing the patient’s treatment.
Dispensing doctors issuing prescription forms which may be presented to an
NHS chemist

25. Notwithstanding the existence of arrangements under which the dispensing doctor is to provide pharmaceutical services to a patient, if the dispensing doctor determines that the patient requires a drug or appliance that is available on prescription from an NHS chemist:
(a) the dispensing doctor may with the agreement of the patient issue; or

(b) if the patient so requests, the dispensing doctor must not unreasonably refrain from issuing,
a prescription form that the patient may present to any NHS chemist instead of the dispensing doctor supplying that drug or appliance to the patient.
Complaints procedures

26. The complaints procedure established in accordance with Part 24 is also to apply in relation to a complaint about any matter reasonably connected with the provision of pharmaceutical services by the Contractor or individual.
Inspections and access to information

27. In addition to the requirements relating to inspections and access to information in Part 16, the dispensing doctor must allow persons authorised in writing by the Commissioner to enter and inspect any premises the dispensing doctor uses for the provision of pharmaceutical services at any reasonable time, for the purposes of:
(a) ascertaining whether or not the dispensing doctor is complying with the requirements of paragraphs 5 to 31;
(b) auditing, monitoring and analysing:

(i) the provision made by the dispensing doctor, in the course of providing pharmaceutical services, for patient care and treatment; and
(ii) the management by the dispensing doctor of the pharmaceutical services the dispensing doctor provides,
where the conditions in paragraph 28 are satisfied.

28. The conditions referred to in paragraph 27 are that:

(a) reasonable notice of the intended entry has been given;

(b) the Local Medical Committee for the area where the premises are situated have been invited to be present at the inspection, where this is requested by the dispensing doctor;

(c) the person authorised in writing carries written evidence of their authorisation, which they must produce on request; and
(d) the person authorised in writing does not enter any part of the premises used solely as residential accommodation without the consent of the resident.
29. The dispensing doctor must, at the request of the Commissioner or the person authorised in writing, allow the Commissioner or that authorised person access to any information which either reasonably requires:
(a) for the purposes mentioned in paragraph 27; or

(b) in the case of the Commissioner, in connection with its functions that relate to pharmaceutical services.
Voluntary closure of premises

30. Where the dispensing doctor wishes:

(a) to withdraw from a dispensing doctor list; or

(b) except in the circumstances described in paragraph 31, for particular listed dispensing premises no longer to be listed in relation to the dispensing doctor,
the dispensing doctor must notify the Commissioner of that wish at least 3 months in advance of the date on which pharmaceutical services are no longer to be provided, unless it is impracticable for the dispensing doctor to do so, in which case the dispensing doctor must notify the Commissioner as soon as it is practicable.
31. If particular listed dispensing premises no longer need to be listed in relation to the dispensing doctor as a consequence of a relocation application under regulation 55 of the Pharmaceutical Regulations, before the date on which the dispensing doctor commences the provision of pharmaceutical
services at the new premises, the dispensing doctor must give notice to the Commissioner of when, before that date, the dispensing doctor is to cease to provide pharmaceutical services at the existing premises.
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Part A: General Service Delivery Requirements: 



1. Equity of Access

2. Patient Dignity and Respect

3. Informed Consent

4. Safeguarding Adults at Risk and Safeguarding Children and Looked After Children

5. Prescribing

6. Clinical Safety and Medical Emergencies
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17. Record Keeping



Part B: Services



1. Access to Services

· Opening Hours

· Provision of Reception Services

· Patient Registration Area

· Appointments

· Booking An Appointment

· Availability of Appointments

· Length of Appointments

· Punctuality of Appointments

· Home Visits



2. Improving Access through use of Technology



3. Patient Voice



4. Practice Clinical Services



5. Essential Services



6. Immediately Necessary Treatment



7. Additional Services

· Vaccinations and Immunisations 

· Contraceptive Services

· Maternity Medical Services

· Child Health Surveillance Services

· Cervical Screening Services

· Minor Surgery Services

· Childhood Immunisations Services


8. Enhanced Services



9. Quality and Outcomes Framework (QOF)



10. Health Promotion and Disease Prevention



11. Additional Requirements 














Schedule 2 

Service Specification 



Part A

General Service Delivery Requirements



The Contractor shall provide GP led primary medical care services as set out in this Schedule 2 Part B to patients residing in the Practice Registration Area and Outer Boundary Area, and/ or patients registered with the Practice as temporary patients, in accordance with the requirements set out in this Schedule 2 Part A. 

 

 

1. Equity of Access



1.1 The Contractor shall: 



1.1.1. Comply with the requirements of clause 78 Discrimination of this APMS contract. 



1.1.1.1. not discriminate between Patients on the grounds of any protected characteristic; age, sex, sexuality, ethnicity, disability, or any other non-medical characteristics;



1.1.1.2. Ensure that all relevant legislation relating to discrimination in the employment of employees for the purpose of providing the Services	is adhered to.



1.1.2. Follow guidance, as updated from time to time from the Royal National Institute for the Blind[footnoteRef:1] and Action on Hearing Loss[footnoteRef:2] to support access to services.  [1:  https://www.rnib.org.uk/professionals]  [2: https://www.actiononhearingloss.org.uk/how-we-help/health-and-social-care-professionals/gps/ ] 




1.1.3. Utilise the available professional translation for Primary Care services currently commissioned and adhere to principles, as amended from time to time and included in the guidance for commissioners[footnoteRef:3].  [3:  https://www.england.nhs.uk/wp-content/uploads/2018/09/guidance-for-commissioners-interpreting-and-translation-services-in-primary-care.pdf] 




Translation services should be provided for:



i. as required for all non-English speaking or Non-spoken Patients during all consultations;



ii. to provide appropriate translations of materials describing procedures and clinical prognosis, where it is normal procedure to provide such materials in English, for the languages most commonly spoken by Patients who are likely to use the Services



1.1.4. Take reasonable steps to proactively increase access and deliver health promotion and disease prevention activities to all Patients including those from hard-to-reach groups.  The Contractor acknowledges that a hard-to-reach group shall include but not be limited to the following:

i. those who do not understand written or spoken English; 

ii. those who cannot hear or see, or have other disabilities; 

iii. working single parents; 

iv. asylum seekers or refugees; 

v. those who have no permanent address; 

vi. seasonal migrant workers and immigrants;

vii. gypsy travellers;

viii. black or minority ethnic communities; 

ix. adolescents; 

x. elderly and/or housebound people; 

xi. those who have mental illnesses; 

xii. those who misuse alcohol or illicit drugs; and

xiii. those who are unemployed.



1.2 The Contractor acknowledges that to improve equity of access for black and minority ethnic (“BME”) Communities, it is important to collect information on ethnicity and first language due to the need to take into account culture and language in providing appropriate care packages and the need to demonstrate non-discrimination and equality of access to service provision.  The Contractor shall therefore be required to record the ethnic origin and first language of all Registered Patients. 



2 Patient Dignity and Respect



2.1 The Contractor shall:



2.1.1 ensure that the provision of the Services and the Practice Premises protect and preserve Patient dignity, privacy and confidentiality at all times;



2.1.2 allow Patients to have their personal clinical details discussed with them by a person of the same gender, where required by the Patient and if reasonably practicable; 



2.1.3 provide a trained chaperone who will work in accordance with the most up-to-date chaperone good practice guidance for intimate examinations (of the same gender where requested) if requested by the patient to preserve Patient dignity and respect cultural preferences; 



2.1.4 ensure that patients are aware of their right to a chaperone and how to request one; and



2.1.5 ensure that the Contractor’s staff and anyone acting on behalf of the Contractor behaves professionally, and with discretion towards all Patients and visitors, always.



3 Informed Consent



3.1 The Contractor shall: 



3.1.1 comply with NHS requirements in relation to obtaining informed consent from each Patient as notified to the Contractor by the Commissioner from time to time prior to commencing treatment. 



3.1.2 adhere to relevant guidance including the Department of Health (DH) Good Practice in Consent Implementation Guide: Consent to Examination or Treatment 2009[footnoteRef:4]; and Consent: patients and doctors making decisions together, GMC 2008[footnoteRef:5]; or any superseding guidance. [4: https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/138296/dh_103653__1_.pdf]  [5:  https://www.gmc-uk.org/ethical-guidance/ethical-guidance-for-doctors/consent] 
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4 [bookmark: _Hlk83109201]Safeguarding Adults at Risk and Safeguarding Children and Looked After Children



4.1 The Contractor shall:



4.1.1 ensure they have a named professional that takes a lead and is appropriately trained in relation to adults at risk and children safeguarding as set out in Safeguarding Vulnerable People in the NHS: Accountability and Assurance Framework 2015[footnoteRef:6], and in line with Working Together (2018)[footnoteRef:7], Care Act (2015), and Children Act (2004) and any subsequent updated legislation or guidance;  [6:  https://www.england.nhs.uk/wp-content/uploads/2015/07/safeguarding-accountability-assurance-framework.pdf]  [7: https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/779401/Working_Together_to_Safeguard-Children.pdf] 




4.1.2 have policies and procedures in place that meet the requirements set out in current guidance and legislation pertaining to Adults at Risk, Safeguarding Children and Looked After Children (LAC). 



4.1.3 Adhere to specific and local arrangements as prescribed by the Local Safeguarding Board (LSB), Lincolnshire Safeguarding Children or Adults Partnership Board. 



4.1.4 Have policies which include domestic abuse, honour based abuse, forced marriage, female genital mutilation (FGM), PREVENT strategy, managing allegations against staff and the chaperoning of children, young people and adults at risk. Policies must comply with legislation that underpins safeguarding adults at risk, e.g. Mental Capacity Act (MCA) 2005, and the Mental Capacity (Amendment) Bill 2019, which replaces Deprivation of Liberty (DoLS);



4.1.5 Ensure that the health and well-being of children under the age of 18 and that those newly registered with the practice are reviewed as part of a face to face consultation within 30 days of registering;



4.1.6 Ensure that all adults at risk are assessed for harm, neglect or abuse;



4.1.7 contribute to serious case reviews (SCRs) and serious adult reviews (SAR’s), domestic homicide reviews (DHRs) and multi-agency case reviews as requested by the LSB and Child Death Review Process, including provision of information to the Child Death Overview Panel (CDOP). The Contractor will actively seek and accept support from the named professional leads for safeguarding within the Integrated Care System (ICS);



4.1.8 ensure that records are retained of incidents relating to allegations made against staff working with children, young people and adults at risk. This will include details of referrals/discussions with the Local Authority Designated Officer (LADO) and outcome of the allegation;



4.1.9 use appropriate LSB and local authority endorsed systems to make safeguarding referrals and ensure that such information is appropriately flagged within the health care record;



4.1.10 record into clinical notes when FGM is identified and what type it is. GPs must submit a monthly return to the DH on the prevalence of FGM via the UNIFY2 system; and



4.1.11 ensure that all staff have access to training and development in relation to all aspects of safeguarding children and adults at risk, including MCA and will ensure that in-house training packages/resources used are in line with professional body recommendations, requirements of the LSB; and additionally for children as per Working Together to Safeguard Children 2018 and Intercollegiate Document (Safeguarding Children: Roles and Competences for Health Care Staff) 2014[footnoteRef:8]. [8:  https://www.rcpch.ac.uk/resources/safeguarding-children-young-people-roles-competencies-healthcare-staff] 




5 Prescribing



5.1 Without prejudice to Clause 29 of this Contract (which shall prevail in case of conflict or ambiguity with this Section 5), the Contractor shall:



5.1.1 prescribe the most clinically safe and cost effective medicines in accordance with national and local guidance from time to time including:



i. Adopt the Lincolnshire joint formulary, shared care guidelines and traffic light formulary

ii. National Institute of Clinical Excellence (NICE) guidance and DH directives relating to prescribing;

iii. Good Prescribing Practice as defined by the latest edition of the British National Formulary (BNF); 

iv. shared care protocols agreed between the Commissioner and other secondary care NHS Contractors; and

v. Patient Group Directions, such as emergency contraception, antibiotics and immunisations and vaccinations;

vi. Meet all requirements of the prescribing or medicines optimisation work plan agreed with the ICS.



6 Clinical Safety and Medical Emergencies



6.1 The Contractor shall:



6.1.1 ensure that all Contractor Staff have and maintain basic life support certification with competence in defibrillation and ensure that all the Contractor’s staff comply with the UK Resuscitation Council guidelines on Basic Life Support and the Use of Automated External Defibrillators;



6.1.2 ensure the availability of sufficient numbers of the Contractor’s staff with appropriate skill, training and competency and who are able and available to recognise, diagnose, treat and manage Patients with urgent conditions at all times during Core Hours and any Additional Hours (where applicable);



6.1.3 [bookmark: _Hlk11921645]possess the equipment (which is routinely assessed) and in-date emergency drugs, including oxygen, to treat life-threatening conditions; such as anaphylaxis, meningococcal disease, suspected myocardial infarction, status asthmaticus and status epilepticus, this list is not exhaustive;



6.1.4 pass all life-threatening conditions to the ambulance service as soon as practicable by dialling 999 and requesting the ambulance service; and



6.1.5 adhere to any national or local guidelines relating to clinical safety and medical emergencies in primary care as amended from time to time.



7 Good Clinical Practice



7.1 Without prejudice to Clause 50 of this Contract, the Contractor shall perform the Services in accordance with the following requirements as amended from time to time:



7.1.1 [bookmark: _Hlk11921845]Care Quality Commission Essential Standards (and must be registered with the Care Quality Commission);



7.1.2 the “excellent GP” according to Good Medical Practice for General Practitioners (RCGP 2008); 



7.1.3 any relevant MHRA guidance, technical standards, and alert notices; 



7.1.4 the highest level of clinical standards that can be derived from the standards and regulations referred to in this Section 7.1 of Part A of Schedule 2; and



7.1.5 the General Medical Council guidance on Good Medical Practice (2019).



7.2 The Contractor shall ensure that clinical meetings are convened for all clinicians working in the Practice a minimum of once each calendar month.



8 Equipment



8.1 The Contractor shall provide all medical and surgical equipment, medical supplies including medicines, drugs, instruments, Appliances, and materials necessary for the delivery of services under this Agreement; which shall be adequate, functional and effective.  



8.2 The Contractor shall establish and maintain a planned maintenance programme for the equipment referred to in paragraph 8.1 above in line with the manufacturer’s guidance and make adequate contingency arrangements for emergency replacement or remedial maintenance. 



9 Infection Control and Prevention 



9.1 [bookmark: _Ref130007952]Without prejudice to clause 12 of this Contract, the Contractor shall have in place arrangements that meet any standards outlined in the Health and Social Care Act and adhere to NICE guidelines on infection control “Prevention of healthcare associated infections in primary and community care (March 2012)”, , and the NHS England Standard Operating Procedure Infection Prevention and Control Audit requirements (or any new/revised requirements/legislation), to maintain a safe, hygienic and pleasant environment at the Practice Premises and shall:



9.1.1 use only disposable medical supplies including instruments and materials;



9.1.2 ensure adequate provision is made for hand washing and disinfection in all clinical areas and that appropriate guidance is clearly displayed;



9.1.3 make arrangements for the ordering, recording, handling, safe keeping, safe administration and disposal of medicines and equipment used in relation to the Services; 



9.1.4 make arrangements to minimise the risk of infection and toxic conditions and the spread of infection between Patients and staff (including any clinical practitioners which the Contractor has asked to carry out clinical activity);



9.1.5 follow appropriate guidelines to the management of hospital; acquired infections; 



9.1.6 ensure an Infection Control Policy is in place, available to all staff and annually reviewed.



9.1.7 conduct regular (annual as a minimum) infection control audits to ensure adherence to standards and practice policy; and



9.1.8 ensure that a named Infection Control Lead is identified.



10 Referrals



10.1 The Contractor shall:



10.1.1 ensure that all staff act in the patient’s best interests when making referrals;



10.1.2 ensure that, whenever possible, referrals are made via the NHS e-Referrals Service;



10.1.3 record all referrals in the patient record using the appropriate SNOWMED Codes;



10.1.4 ensure that any healthcare professional to whom Clinical Staff refer a Patient is accountable to a statutory regulatory body or is employed within a managed environment, and where this is not the case, the transfer of care is to be regarded as a delegation (and not a referral), and the Contractor shall remain responsible for the overall management of the Patient and shall be accountable for the decision to delegate;



10.1.5 monitor and minimise inappropriate referrals and hospital admissions in line with the ICS annually agreed priorities and Practice specific work plan;



10.1.6 co-operate with and make effective use of: 



i. The 111 service; making available appointment slots into which patients registered with the Practice may be offered an appointment by 111; 

ii. Any available advice or guidance; 

iii. The local community health services;

iv. Pharmacists;

v. Additional roles and staff groups made available through means such as the Primary Care Networks Directed Enhanced Service e.g, Social prescribers or Community Physiotherapists;  

vi. Commissioned services provided outside acute hospitals, including health promotion services; and

vii. local authority services and third sector services



10.1.7 co-operate with service contractors undertaking Out of Hours Services to ensure safe and seamless care for Patients, including providing information on, as a minimum, a weekly basis and, where relevant, daily to such contractors undertaking Out of Hours Services on Patients that may require their services or who have special clinical requirements, for example palliative care patients;



10.1.8 provide complete and comprehensive information to support any Referral made and comply with, where appropriate, any directions provided by the relevant ICS concerning the format or composition of Referrals including, where relevant, instruction to direct Referrals to a third party for clinic booking and/or clinical triage;



10.1.9 use robust clinical pathways for referral, where these are agreed with other local healthcare Contractors and/or issued by the relevant ICS;



10.1.10 routinely collect and assess data about the appropriateness of the Contractor’s referrals, using audit and peer review to share learning; 



10.1.11 implement local and national referral advice including Referral Guidelines for Suspected Cancer and NICE guidance;



10.1.12 ensure urgent suspected cancer Referrals are sent electronically and received by the relevant trust within twenty-four (24) hours; 



10.1.13 review Referrals practice every six (6) months as a minimum to ensure it is in line with latest guidance and protocols and ensure that all staff are kept informed of changes to guidance and protocols when notified or identified; and



10.1.14 develop and implement policies in relation to nurse Referrals where nurses have an extended role in the treatment and investigation of Patients with specified diseases.

[bookmark: _Hlk83975653]

11 [bookmark: _Hlk85013862]Duty of co-operation: Primary Care Networks



11.1 The Contractor must:

a) [bookmark: _Hlk85035426]sign up to, and fully participate in, the Network Contract Directed Enhanced Service Scheme (“the scheme”) as a Core Network Practice.  



b) ensure its registered patients or temporary registered residents are provided with services under the Scheme (“the services”) 



c) comply with the requirements in clause 11.2.





11.2 The requirements referred to in clause 11.1 are that the contractor must:

[bookmark: _Hlk85035468]

a) [bookmark: _Hlk85014812]co-operate, in so far as is reasonable, with any person responsible for the provision of the services; 

b) comply in core hours with any reasonable request for information from such a person or from the Board relating to the provision of the services; 

c) have due regard to the guidance published by the Board; 

d) fully participate in primary care network meetings, in so far as is reasonable; 

e) take reasonable steps to provide information to its registered patients about the services, including information on how to access the services and any changes to them; and 

f) ensure that it has in place suitable arrangements to enable the sharing of data to support the delivery of the services, business administration and analysis activities

g) collaborate with the primary care network to provide support and access to patient records for employees recruited under the Additional Roles Reimbursement Scheme (ARRS)

h) continue to update the National Workforce Reporting System (NWRS) with new roles as they are created.



11.3	For the purposes of this paragraph, "primary care network" means a network of contractors and other providers of services which has been approved by the Board, serving an identified geographical area.



12 Co-operation with Other NHS Contractors



12.1 The Contractor will provide an integrated and fully supported primary health care team to work in partnership with all other NHS and non-NHS healthcare contractors and stakeholders (including, but not limited to, ICSs, health visitors, district nurses, social services, mental health services, acute trusts and acute trust laboratories, community health Contractors, other GP practices and healthcare Contractors and local voluntary and third sector organisations).  This will include participating in any local collaborative models of working or networks.



12.2 The Contractor shall, together with the Commissioner and ICS:



12.2.1 establish good information flows to/from pathology and diagnostic Contractors and NHS and non-NHS healthcare Contractors;



12.2.2 foster good working relationships and gain mutual understanding of systems, policies and procedures with key local stakeholders; 



12.2.3 establish a directory of information regarding local resources and foster a good understanding of the local Patient care pathways to promote effective signposting and referrals; and 



12.2.4 utilise specialist services (for example drug misuse, minor surgery, dermatology, NHS dentistry) from central primary care locations and other services at local locations to avoid duplication of services, promote economies of scale, and bring practices together to plan and implement common aims for the benefit of those practices and their patients.



12.3 The Contractor shall collaborate with the Commissioner in the following areas:



12.3.1 structures - to ensure that links are maintained with key individuals, departments, forums, groups and organisations within the Commissioner and local health economy, particularly with forums dealing with Patient and Public Involvement  (an NHS defined term) which is an initiative to involve Patients and the public in the planning of services;



12.3.2 process – to ensure that similar policies and protocols are implemented by all Contractors and the Commissioner (e.g. clinical policies, workforce planning including training opportunities and structured secondment programmes subject to agreement by the Commissioner); and



12.3.3 outcomes – to ensure that key clinical indicators are in place to allow benchmarking with other equivalent services commissioned by the Commissioner and contribute towards the Commissioner’s own performance indicators.



12.3.4 For the purposes of this paragraph 12.3 above, the Contractor will, if requested by the Commissioner, nominate representatives for key planning forums such as the Commissioner Local Care Network, the Commissioner’s Local Delivery Plans, Health Improvement Programmes, Strategic Service Development Delivery forums and nominate representatives for the Clinical Governance Committee and local Reforming Emergency Committees and ensure that service plans link with the plans of the Commissioner and local authorities.



12.4 The Contractor shall:

 

12.4.1 discuss and develop policies and procedures with local ICSs  to ensure there is compatibility with local policies and procedures, including clinical and non-clinical issues;



12.4.2 sign up to multi-agency information sharing agreements as agreed with the Commissioner; and



12.4.3 have a policy in place for information sharing relating to safeguarding.



13 Clinical Governance and Quality Assurance



13.1 The Contractor shall:



13.1.1 show a commitment to achieve maximum points on the Quality and Outcomes Framework (QOF) and/or any future National or local Quality Framework; an achievement of no less than 90% in year 1 and 95% thereafter unless otherwise specified and agreed within this Contract; 



13.1.2 show a commitment to achieve the highest banding across the range of indicators on the NHS England Assurance Framework and/or any future quality scorecard by preparing and implementing suitable action plans until the standard is achieved;



13.1.3 comply with any NHS England  Quality Standards  or Assurance Framework that may be introduced during the term of the contract, subject to the agreement of additional funding should it be reasonably required;



13.1.4 ensure contractual compliance against the E Declaration, Information Governance Toolkit and any future returns requested by the Commissioner, implementing suitable action plans until all standards are achieved;



13.1.5 have medical leadership in place in order to operate an effective, comprehensive, system of Clinical Governance with clear channels of accountability, supervision and reporting, and effective systems to reduce the risk of clinical system failure; 



13.1.6 adhere to the Commissioners policies and protocols for reporting Serious Incidents, significant events, near misses and complaints; 



13.1.7 continuously monitor clinical performance and evaluate Serious Incidents, significant events, near misses and complaints. The Contractor must ensure that records and reports are available to the Commissioner on request;



13.1.8 use appropriate formal methods such as root cause analysis for Serious Incidents, significant events, near misses and complaints;



13.1.9 have in place a system for collecting data on Serious Incidents, significant events, near misses and complaints in a systematic and detailed manner to ascertain any lessons learnt about the quality of care and to indicate changes that might lead to future improvements.  Furthermore, the Contractor shall have in place a system for adopting such changes into practice and processes going forward; 



13.1.10 receive and respond to relevant CAS (central alert system) Patient Safety Alerts and messages. The central alert system is a web-based cascading system for issuing alerts, important public health messages and other safety critical information and guidance to the NHS and other organisations;



13.1.11 operate robust auditing of clinical care against clinical standards and in line with CQC essential standards;



13.1.12 comply with the Commissioner’s governance requirements and inspections and make available, on reasonable notice to the Commissioner, any and all Contractor records (including permitting the Commissioner to take copies) relating to Contractor clinical governance to enable the Commissioner to audit and verify the clinical governance standards of the Contractor; 



13.1.13 where appropriate, fully implement any recommendations following Commissioner inspections within three (3) months of notification by the Commissioner of the recommendations; 



13.1.14 provide the Commissioner with a service improvement plan where appropriate when requested on a template to be provided by the commissioner; and



13.1.15 participate in all quality and clinical governance initiatives agreed with the Commissioner and the ICS where appropriate.



13.1.16 Pursuant to Clause 34A of this contact the contractor shall, participate in the National Diabetes Audit. 





14 Contractor Workforce: Recruitment and Competence



14.1 The Contractor must have a comprehensive, robust plan for recruitment, selection and employment procedures in place that are compliant with employment legislation and any appropriate European directives.



14.2 The principle objectives of the Contractor must:



14.2.1 Reflect the local community to support access to services;



14.2.2 Meet the essential day-to-day staff leadership, management and supervisory 

needs of the contract during its lifetime, including during mobilisation and, if appropriate, contract termination;



14.2.3 Support the provision of safe, high quality clinical services;



14.2.4 Ensure appropriate skill mix by completing an assessment to determine the required range and ratio of clinical and non-clinical staff to meet the needs of Patients, and reviewing this at regular intervals during the contract term;



14.2.5 Ensure that every member of the staff has a job description and appropriate 

contracts of employment setting out their terms and conditions, and roles and obligations as well as their rights;



14.2.6 Ensure that, where appropriate any transference of employees to its employment must comply with TUPE regulations;



14.3 The Contractor must specify arrangements to ensure that all mandatory pre-employment checks are implemented for all staff working in the organisation, including ensuring compliance with Disclosure and Barring Service (DBS) requirements for all staff before they start employment.



14.4 The Contractor shall not employ or engage a health care professional to perform services under this contract unless: 

i. a minimum of two written clinical references have been received relating to two recent posts, covering a minimum of three years

ii. the received references have been checked, validated and are satisfactory



14.5 Where the employment or engagement of a medical or health care professional is urgently needed and it is not possible to obtain and check the references in accordance with clause 14.4 before employing or engaging the person, the person may be employed or engaged on a temporary basis for a single period of up to 14 days whilst  references are checked and considered, and for an additional single period of a further 7 days if the Contractor believes the person supplying those references is ill, on holiday or otherwise temporarily unavailable. 



14.6 Where the Contractor employs or engages the same person on more than one occasion within a period of six months, they may rely on the references provided on the first occasion, provided that those references are not more than twelve months old.



14.7 If a Contractor uses a third party to assist with recruitment and recruitment checks, the Contractor is responsible for ensuring the relevant checks have been undertaken and documentary evidence of this is available on request by the Commissioner.



14.8 Ensure, through appropriate audit, training and continuous professional development, that all staff involved in treating patients are and remain qualified and competent to do so.



14.9 Support the implementation of all relevant statutory and non-statutory NHS standards, regulations, guidelines and codes of practice.



14.10 Ensure there are systems in place to monitor that clinicians do not work excessive shifts or hours to the detriment of patient safety and their own welfare.



14.11 The Contractor should provide details of their staffing structure highlighting the persons that are to have responsibility for the operation of the contract.



14.12 The Contractor should provide details of the management structure and the escalation procedures for resolving problems.  Also how during periods of annual leave, sickness, industrial dispute or any other absence the service will be delivered. 

14.13 The Contractor must ensure that all Clinical Staff are registered with all appropriate regulatory bodies including without limitation the following:

i. For Medical Staff, the GMC.

ii. For Nursing Staff, the Nursing and Midwifery Council; 

iii. For Staff who are other Health Care Professionals (including Allied Health Professionals and Health Care Scientists (where appropriate), the Health Professions Council.

All medical provider staff performing specialist procedures, are suitably qualified, competent and experienced and are registered in the GMC Specialist Register in respect of the specialty in which they perform specialist procedures





14.14 All GPs:

i. Are registered with the GMC and on the GMC GP register.

ii. Hold appropriate certificates confirming their eligibility to work in                                                               general practice in the UK including current membership on the Medical Performers List; 

iii. Are fully licensed to practice; and

iv. Have undergone a revalidation process as appropriate.



14.15 All Nursing Staff are:

i. Registered on the Nursing and Midwifery and Health Professional   Council Register and, if they are to prescribe drugs and/or medicine, that the corresponding entry in the register indicted they hold a prescribing qualification; and

ii. Subject to robust procedures for re-registering and monitoring subsequent re-registration for Health Care Professionals as appropriate.

iii. Subject to revalidation.





15 Practitioner Continuity



15.1 The Contractor shall:



15.1.1 notify the Commissioner about any planned material changes to the skill mix of Clinical Staff within 14 days of those material changes becoming known to the Contractor. The Contractor should keep the Commissioner informed of any changes to the proposed skill mix throughout the contract term and where appropriate supply the Commissioner with further information as to how service delivery models may be changed to ensure that patients receive continued access to all essential and additional services;    



15.1.2 notify the Commissioner of any changes in the permanently employed GPs or nurse practitioners within 14 days of becoming aware of pending changes; and notify the Commissioner within 14 days of new permanently employed GPs or nurse practitioners commencing employment with the Contractor;



15.1.3 take all reasonable steps to keep the use of locum GPs or nurses to a minimum.





16 Risk Management



16.1 The Contractor shall:



16.1.1 Operate mechanisms for assessing and managing clinical and general business risk including the maintenance of a suitable risk register that is reviewed, as a minimum by the Contractor on a monthly basis;



16.1.2 prepare disaster recovery, contingency and business continuity plans that should be available for inspection by the Commissioner at any time; 

	

16.1.3 keep the Commissioner fully informed about any significant risks that have been identified that could impact on the performance of the contract;



16.1.4 notify the Commissioner of the person responsible for risk management within the Contractor’s organisation.





17 Record Keeping



17.1 The Contractor shall:



17.1.1 Retain and Maintain all clinical records in accordance with any relevant policy or guidance;  



17.1.2 Participate and support the ICS in the management of handling paper based clinical records and until any such time, when it is no longer required, at its own cost retain and maintain all paper based clinical records in chronological order and in a form which is capable of audit; 



17.1.3 The Contractor shall institute a programme of audit of individual clinicians’ electronic medical records on at least an annual basis for all clinicians engaged to work at the practice on the contractor’s behalf.



17.1.4 Actively engage with the ICS and NHS England for the fully Implement and use of enhanced summary care records;



17.1.5 Allow for the sharing of records with the integrated teams, for example but not limited to district nurses, social care, secondary care;





17.1.6 The Contractor shall during the term of this Contract and for a period of six (6) years thereafter, maintain at its own cost such records relating to the provision of the Services, or the performance by the Contractor of its obligations under this Contract as the Commissioner may reasonably require in any form (the “Records”), including information relating to:



i. contract management reporting;

ii. national / data set reporting; 

iii. activity reporting, including:

· monthly activity reporting to the Department of Health and Commissioner;

· activity reporting in support of quarterly monitoring returns to the Department of Health (as agreed and advised by the Commissioner); 

· requisite data for payment purposes; 

· KPI measures (where not covered elsewhere); and 

· activity and outcomes data in support of service evaluation.

 

17.1.7 The Contractor shall, subject always to the provisions of relevant legislation and Directions:



17.1.7.1 on request produce the Records for inspection by the Commissioner or, on receipt of reasonable notice, allow or procure for the Commissioner and/or its authorised representatives access to any premises where any Records are stored for the purposes of inspecting and/or taking copies of and extracts from Records free of charge and for the purposes of carrying out an audit of the Contractor’s compliance with this Contract, including all activities of the Contractor, the Charges and the performance, and the security and integrity of the Contractor in providing the Services under this Contract; 



17.1.7.2 preserve the integrity of the Records in the possession or control of the Contractor and Contractor Staff and all data which is used in, or generated as a result of, providing the Services; 



17.1.7.3 prevent any corruption or loss of the Records, including keeping a back-up copy; and



17.1.7.4 provide any assistance reasonably requested by the Commissioner in order to interpret or understand any Records.



17.1.8 The Contractor shall ensure that during any Records inspection the Commissioner and/or its authorised representatives receive all reasonable assistance and access to all relevant Contractor staff, premises, systems, data and other information and records relating to this Contract (whether manual or electronic).


Part B

Services

1. Access To Services



1.1 Opening hours

1.1.1 The Practice, shall be open and Reception Services, as defined below, provided at all times during Core Hours; 



1.1.2 Core Hours are defined as:

		Monday

		Tuesday

		Wednesday

		Thursday

		Friday



		8am

6.30pm

		8am

6.30pm

		8am

6.30pm

		8am

6.30pm

		8am

6.30pm

















1.1.3 Core Hours shall not be altered and all contracted services should be available during these hours.



1.1.4 [bookmark: _Hlk83975749]Additional Hours are not required under this contract. 


1.1.5 The Provider will collaborate with the local Primary Care Network to provide extended hours in line with the Directed Enhanced service specification (Primary Care Networks DES). 

1.1.6 The Provider will maintain an open list at all times (unless a formal application for a closed list is approved by the Commissioner), accepting and registering all patients who fall within the boundary area. 





1.2 Provision of Reception Services



1.2.1 The Contractor must provide full Reception Services at the Practice Premises throughout the Core Hours and Additional Hours, for clarity the practice will remain open during lunch hours where appropriate. Reception Services will include but not be limited to:


i. Answering the telephone by a Practice staff member;

ii. Record and monitor daily levels of abandoned calls

iii. Free access to the premises without the need to be physically admitted;

iv. Booking appointments; 

v. Answering and co-ordinating Patient queries and requests;

vi. Signposting Patients to services, including appropriate third sector organisations;

vii. Prescription services.



1.3 Provision of Clinical Services



1.3.1 The Contractor must make available at all times a duty doctor during Core hours.



1.3.2 The Contractor must as a minimum have one registered healthcare professional at the practice premises throughout Core hours. 



1.3.3 Clinical services shall be timely and responsive.  The Contractor must endeavour to respond to urgent patient queries within the same working day.



1.4 Patient Registration Area



1.4.1 The Contractor shall continue to treat any registered patient that is admitted to a nursing/residential home for short term care and will routinely accept any patient admitted to a nursing home/residential home if requested to do so by the Patient or carer where the address is situated within the Practice Registration Area.



1.4.2 The Contractor shall make services available to disadvantaged groups i.e. migrants, asylum seeker and the homeless, and shall ensure that requests for patient registration be dealt with on an individual basis and acknowledge that refusal to accept must be based on non-discriminatory grounds.  





1.5 Availability of Appointments



1.5.1 The Contractor shall offer a full range of consultation methods according to clinical need and patient preference including, but not limited to, telephone, online, video consultation and face-to-face consultation at the GP Practice.



1.5.2 The Contractor shall ensure that it has measures in place to minimise the number of Patients who do not attend booked appointments (DNAs).



1.5.3 The Contractor shall proactively invite for an appointment or hold consultations with those patients who; 



i. Have recently been discharged from hospital (inpatient and outpatient care);

ii. Require the frequent use of Services outside of Core and Additional Hours (including Urgent Care such as NHS 111, GP Out of Hours or Emergency Care)

iii. Those with long term conditions. 



1.5.4 The Contractor shall undertake regular assessments of its appointment system, patient access, with a focus on monitoring and improving demand and supply and addressing any identified gaps. 



1.6 Booking an Appointment



1.6.1 The Contractor shall offer a blended approach of face-to-face, video, online and telephone appointments which is supported with digital triage where possible. Where face-to-face appointments are appropriate, these should be clearly offered.



1.6.2 The Contractor shall ensure that upon contacting the Practice during Opening Hours (Core Hours) in person or by telephone;



1.6.2.1 if clinically urgent, a patient is able to book an urgent appointment on the same day of contacting the Practice; 

1.6.2.2 Patients are able to make a booking with an appropriate Health Care Professional of their choice at the Practice within 36 hours of first contacting the practice;



1.6.2.3 Patients are able to have an appointment with the GP or other appropriate Health Care Professional of their choice within 6 working days of contacting the Practice;



1.6.2.4 Patients are able to book an appointment with the GP or other appropriate Health Care Professional of their choice at the Practice up to and including four (4) weeks in advance; and



1.6.2.5 The Contractor shall monitor systems in place to enable Patients to effectively book available appointments.



1.7 Appointment Demand



1.7.1 In order to ensure that demand for appointments is met by the commencement of year 3, the Contractor shall provide as a minimum:



1.7.2 [bookmark: _Hlk107846755]Seventy-two (72) consultations (face-to-face, video, online and telephone appointments) with a GP, appropriate allied health professional such as Clinical Pharmacist, Paramedic or Nurse Practitioner (who has completed a Royal College of Nursing recognised programme in this respect and is a Nurse Independent Prescriber) per 1000 Carr-Hill weighted registered patients per week during Core Hours. (For the purposes of measurement, the number of consultations counted for by a Nurse Practitioner must not exceed 35% of the total consultations reported).



1.7.3 Fifty-two (52) consultations (face-to-face, video, online and telephone appointments) with a Nurse, appropriate allied health professional such as Occupational Therapist, First Contact Physiotherapist or Healthcare Assistant per 1000 Carr-Hill weighted registered patients per week during Core Hours. (For the purposes of measurement the number of consultations counted for a Healthcare Assistant must not exceed 40% of the total consultations reported).



1.7.4 GP and Nurse consultation should be available throughout Opening Hours. 



1.7.5 A GP or Nurse Practitioner must be available throughout Core Hours to provide urgent consultations and home visits. 



1.7.6 The Contractor shall undertake continuous assessment of its appointment system and access, monitoring demand and capacity, and taken action to address gaps in provision.



1.8 Length of Appointments



1.8.1 Appointment lengths of consultatons shall be tailored to the clinical needs of the patient, and where necessary, extended appointment times provided.  



1.8.2 The Contractor will map appointment capacity and vary the length of appointments available depending on the assessed needs of the population to ensure clinicians and patients have sufficient time for effective consultations.











1.9 Punctuality of Appointments



1.9.1 Consultations shall commence within thirty (30) minutes of the scheduled appointment time unless there are exceptional circumstances. Where delays to clinics are unavoidable, the Contractor should ensure that patients waiting in the surgery are informed of any delays to the commencement of their appointment.



1.9.2 Treatment for patients suffering from immediate and life-threatening conditions (as determined by a clinically trained individual acting reasonably) shall commence immediately as necessary.



1.10 Home Visits



1.10.1 The Contractor shall conduct home visits according to clinical need as determined by a GP, a senior nurse or any other suitable role under the additional roles reimbursement scheme acting in accordance with Good Clinical Practice.



1.10.2 The criteria for determining when home visits are necessary shall be consistently 

applied to Patients and included within the Practice leaflet and on any Practice website.



1.10.3 Patients requiring acute visits shall be seen as soon as practicable according to clinical need, and in any event on the same day as the Contractor is alerted.



1.10.4 Patients shall be informed of the timescale in which they will be visited and contacted if the agreed visit is expected to be delayed.



1.10.5 Home visits shall be appropriately indicated on the clinical system so that they can be audited and appropriately reported to the Commissioner.



2. Improving Access through Use of Technology



2.1 The Contractor shall use SystmOne.



2.2 The Contractor shall ensure that its pages on NHS Choices are keep up to date, and at all times provide complete and accurate information regarding the Practice.



2.3 The Contractor shall ensure that its website is kept up to date, and at all times, provides complete and accurate data promoting the full range of clinics offered by the Contractor to patients



2.4 The Contractor shall explore opportunities to improve access to Services through the use of technology, including but not limited to, telephone consultations, video consultations, mobile apps and expanding online booking.



2.5 The Contractor shall adopt a “digital” approach and work to any future guidance published to promote electronic systems and pro-actively encourage patients to engage with the use of technology.



2.6 The Contractor shall implement the Primary Care Digital Strategy in accordance with a timetable agreed with the commissioner, including but not limited to; 



i. Patient Online access to records and test results; 

ii. Online booking and cancellation of appointments

iii. Online ordering of repeat prescriptions

iv. Digital consultations

v. Integration with NHS 111 and the NHS App



2.7 The Contractor shall proactively offer registered patients access to the services referred to in 2.6 above, providing clear information in order for patients to make informed decisions to do so. 



2.8 The Contractor shall issue passwords and verify the identity of registered patients wishing to access the Contractor’s online services, as recommended by guidance from the Royal College of General Practitioners (RCGP).



3. Patient Voice



3.1 The Contractor shall involve patients in their own care and the on-going provision of services.



3.2 The Contractor shall maintain and encourage on an ongoing basis an active Patient Participation Group (PPG) in line with the requirements of direction 40A of the Contract.



3.3 The PPG shall meet regularly at times determined by its members but as a minimum four (4) times per Contract Year. Initially the PPG should meet every month for the first three (3) months of the contract period.  



3.4 Areas for discussion shall be determined by the members and should include, but not be limited to:



i. Access, including opening hours, telephone access, availability of appointments

ii. Clinical services

iii. Reception services

iv. Practice performance

v. How patient feedback is being used to improve clinical standards

vi. How patient feedback is being used to improve patient experience



3.5 The Contractor shall be required to fully cooperate and assist the Commissioner in measuring patient satisfaction on an on-going basis. The method for measuring patient satisfaction will be determined by the Commissioner and may include touch screen, written surveys, interviews or other appropriate mechanisms. 



3.6 The methods should include, but not be limited to:



i. An annual locally-administered survey of patients using a survey approved by the Commissioner;

ii.  NHS GP Friends and Family Test;

iii. The NHS England national GP Patient Survey.



4. Practice Clinical Services



4.1 The Contractor shall:



4.1.1 Provide Essential and Additional Services to all Registered Patients, including patients registered as Temporary Residents;



4.1.2 Not be required to provide Out of Hours Services (not including any additional, improved or extended hours scheme);



4.1.3 Provide Enhanced Services appropriate to the provision of care required by the health needs of the Contractor’s List of Registered Patients and directed by the Commissioner. Enhanced Services required as part of this contract are detailed in Annex 3 of this specification;



4.1.4 Participate in the Quality and Outcomes Framework (QOF);



4.1.5 Implement the Gold Standards Framework and Co-Ordinate My Care for patients requiring end of life care;



4.1.6 Participate in and support Health Promotion and Disease Prevention programmes.





5. Essential Services



5.1 The Contractor shall provide Essential Services at such times, within Opening Hours (Core Hours and Additional Hours where applicable), as are appropriate to meet the reasonable needs of Registered Patients, including patients registered with the Practice as Temporary Residents.



5.2 The Contractor shall have in place arrangements for Patients to access such services throughout the Opening Hours (Core Hours and Additional where applicable) if clinically urgent. 



5.3 The Contractor shall provide:



5.3.1 Essential Services required for the management of Registered Patients who are, or believe themselves to be: 



i. ill with conditions from which recovery is generally expected; 

ii. terminally ill; or 

iii. suffering from chronic disease.



5.3.2 Essential Services that are delivered in the manner determined by the Contractor following discussion with the Registered Patient; and 



5.3.3 Appropriate ongoing treatment and care to all Registered Patients taking account of their specific needs including: 



i. advice in connection with the Registered Patient’s health, including relevant health promotion advice

ii. the referral of the Registered Patient for other services under the 2006 Act; and 

iii. primary medical care services required in Opening Hours (Core Hours) for the immediately necessary treatment of any person to whom the Contractor has been requested to provide treatment owing to an accident or emergency at any place in the Practice Registration Area.



5.4 For the purposes of the above section, “management” includes:



5.4.1 offering a consultation and, where appropriate, physical examination for the purpose of identifying the need, if any, for treatment or further investigation; and 



5.4.2 making available such treatment or further investigation as is necessary and appropriate, including the referral of the Registered Patient for other services under the Act and liaison with other Health Care Professionals involved in the Registered Patient’s treatment and care.



6. Immediately Necessary Treatment



6.1 The Contractor shall provide primary medical care services required in Opening Hours (Core Hours) for the immediately necessary treatment of any person falling within the following conditions described below who requests such treatment, for the period specified. A person falls within this paragraph if he is a person: 



6.1.1 whose application for inclusion in the Contractor’s List of Registered Patients has been refused and who is not registered with another contractor of Essential Services (or their equivalent) in the Practice Registration Area;



6.1.2 whose application for acceptance as a Temporary Resident has been rejected; 



6.1.3 who is present in the Practice Registration Area for less than twenty-four (24) hours.



6.2 The period referred to in 6.1 above is: 



6.2.1 in the case of 6.1.1 above, fourteen (14) days beginning with the date on which that person’s application was refused or until that person has been registered elsewhere for the provision of Essential Services (or their equivalent), whichever occurs first; 



6.2.2 in the case of 6.1.2 above, fourteen (14) days beginning with the date on which that person’s application was rejected or until that person has been subsequently accepted elsewhere as a Temporary Resident, whichever occurs first; and



6.2.3 in the case of 6.1.3 above, twenty-four (24) hours or such shorter period as the person is present in the Practice Registration Area.





7. Additional Services



7.1 The Contractor shall provide Additional Services as defined in the GMS Contracts Regulations as amended from time to time.



7.2 The Contractor shall provide Additional Services at such times, within Opening Hours (Core Hours ), as are appropriate to meet the reasonable needs of Registered Patients.  The Contract must also have in place arrangements for its patients to access such services throughout the opening hours in case of emergency.



7.3 The Contractor shall provide such facilities and equipment as are necessary to enable it properly to perform each Additional Service that it provides.



7.4 The Additional Services the Contractor shall provide to Registered Patients; and persons accepted by it as temporary residents are: 

iv. Vaccinations and Immunisations;

v. Childhood vaccines and immunisations;

vi. Contraception Services

vii. Maternity Medical Services (excluding intra-partum care);

viii. Child Health Surveillance Services;

ix. Cervical Screening Services; and

x. Minor surgery



7.5 Vaccinations and Immunisations 



7.5.1 The Contractor shall: 



7.5.1.1 offer to provide to Registered Patients all clinically necessary vaccinations and immunisations (other than childhood immunisation and the combined Haemophilus influenza type B and Meningtitis C booster vaccine), in accordance with the national immunisation schedule  and  “Immunisation Against Infectious Disease 2005: "The Green Book" (online, as periodically amended;



7.5.1.2 provide appropriate information and advice to Registered Patients and, where appropriate, their Parents about such vaccinations and immunisations; and 



7.5.1.3 record in the Registered Patient’s record any refusal of the offer of all clinically necessary vaccinations and immunisations.



7.5.1.4 record all vaccinations and immunisations given by other healthcare providers in the Registered Patient’s record.



7.5.2 Where the offer referred to above is accepted, the Contractor shall administer the vaccinations and immunisations, and include in the Patient’s record details of: 

i. the Patient’s consent to the vaccination or immunisation or the name of the person who gave consent to the vaccination or immunisation and their relationship to the Patient;

ii. the batch numbers, expiry date and title of the vaccine; 

iii. the date of administration;

iv. in a case where two or more vaccines are administered in close succession, the route of administration and the injection site of each vaccine;

v. any contraindications to the vaccination or immunisation; and 

vi. any adverse reactions to the vaccination or immunisation.



7.5.3 The Contractor shall ensure that all staff involved in administering vaccines have any necessary experience, skills and training with regard to the administration of the vaccine and are trained in the recognition and initial treatment of anaphylaxis and any adverse reactions to the vaccination or immunisation.



7.5.4 The Contractor must provide the Commissioner with such information as it may reasonably request for the purposes of monitoring the Contractor’s performance. The Contractor must;

i. have in place arrangements for an annual review of the service which shall include: an audit of the rates of immunisation, which must also cover any changes to the rates of immunisation; and

ii. an analysis of the possible reasons for any changes to the rates of immunisation.

iii. The Contractor shall ensure that a policy is in place and accessible to all staff members that incorporates the necessary requirements in section 7.5. 



7.6 Childhood vaccines and immunisations



7.6.1 The Contractor shall:



7.6.1.1 develop and maintain a register (its “Childhood Immunisation Programme Register”, which may comprise electronically tagged entries in a wider computer database) of all the Children for whom the Contractor has a contractual duty to provide childhood immunisation and pre-school booster services (who may already have been immunised, by the Contractor or otherwise, or to whom the Contractor has offered or needs to offer immunisations);



7.6.1.2 ensure a call/recall system is in place which is in line with agreed 

national standards.  The Contractor should proactively offer all routine recommended vaccines and immunisations to the Children on its Childhood Immunisation Programme Register (with the aim of maximising uptake in the interests of Patients, both individually and collectively).  



7.6.1.3 Ensure that appointments are acceptable and convenient to their practice population.  Appointments should be available at a range of times across the week, including during extended hours and extended access appointments in evenings and weekends, to provide maximum flexibility for working adults and parents. Any appointment time lost to non-attendance should be repurposed to proactive follow-up.



7.6.1.4 undertake to record the information that it has in its Childhood Immunisation Programme Register using any applicable national SNOWMED codes;



7.6.1.5 maintain such electronic and paper records, including the personal child health record (also known as the PCHR or 'red book') and ensuring information is shared appropriately and electronically with the Child Health Information Service, Health Visiting and School nursing services;



7.6.1.6 develop a strategy for liaising with and informing parents or guardians of Children on its Childhood Immunisation Programme Register about its immunisation programme with the aim of improving uptake and participate in national agreed catch-up campaigns where required; 



7.6.1.7 provide information on request to those parents or guardians about immunisation.



7.6.1.8 take all reasonable steps to ensure that the lifelong medical records held by a Child’s general practitioner are kept up-to-date with regard to the Child’s immunisation status, and in particular include: 



i. any refusal of an offer of vaccination;

ii. where an offer of vaccination was accepted



7.6.1.9 Where an offer of vaccination was accepted: 

i. details of the consent to the vaccination or immunisation (where a person has consented on a Child’s behalf, that person’s relationship to the Child must also be recorded);

ii. the batch number, expiry date and title of the vaccine; 

iii. the date of administration of the vaccine;

iv. where two vaccines are administered in close succession, the route of administration and any injection site of each vaccine; 

v. any contraindications to the vaccination or immunisation; and

vi. any adverse reactions to the vaccination or immunisation. 



7.6.1.10 The Contractor is required to identify a named lead for vaccination and immunisation services.  The lead does not necessarily need to be a clinician, if the named lead is not a clinician, then they must work alongside and be supported by a clinician to ensure that the core standards are met.  The role of the named lead will be to: 

a) take responsibility for the oversight of these services, including that the core standards are being met and that opportunities for vaccination are maximised within the practice 

b) work closely with others within and without the practice, including the primary care network (PCN), NHS England public health commissioning, Child Health Information Services (CHIS), school-aged vaccination services and local authority public health colleagues (who work with health visitor and school nursing teams), to understand current performance and where this can be improved, if required. 



7.6.1.11 The Contractor shall ensure that any Health Care Professional who is involved in administering vaccines and immunisations have: 

i. any necessary experience, skills and training with regard to the administration of the vaccine; and

ii. training with regard to the recognition and initial treatment of anaphylaxis.





7.6.1.12 The Contractor shall provide the Commissioner with such information as it may reasonably request, such as data returns within the required timeframe, for the purposes of monitoring the Contractor’s performance;



7.6.1.13 The Contractor shall have in place arrangements for an annual review of the service which shall include: 

i. an analysis of the Vaccination and Immunisations Quality and Outcome Framework (QOF) performance to understand the  reasons for any changes to the rates of immunisation; and

ii. Where performance is under the lower QOF threshold, develop and implement an improvement plan to improve achievement



7.6.1.14 The Contractor shall ensure that a policy is in place and is accessible to all staff members that incorporates the necessary requirements in section 7.6.





7.7 Contraceptive Services



7.7.1 The Contractor shall make available the following Contraceptive Services to all of its Registered Patients who request such services: 



7.7.1.1 advice about the full range of contraceptive methods;



7.7.1.2 where appropriate, the medical examination of Registered Patients seeking such advice; 



7.7.1.3 the treatment of Registered Patients for contraceptive purposes and the prescribing of contraceptive substances and appliances; 



7.7.1.4 advice about emergency contraception and where appropriate, the supplying or prescribing of emergency hormonal contraception or, where the Contractor has a conscientious objection to emergency contraception, prompt referral to another Contractor of primary medical care services who does not have such conscientious objections; 



7.7.1.5 the provision of advice and referral in cases of unplanned or unwanted pregnancy, including advice about the availability of free pregnancy testing in the Practice Registration Area and, where appropriate, where the Contractor has a conscientious objection to the termination of pregnancy, prompt referral to another Contractor of primary medical care services who does not have such conscientious objections; 



7.7.1.6 initial advice about sexual health promotion and sexually transmitted infections;



7.7.1.7 the referral as necessary for specialist sexual health services, including tests for sexually transmitted infections.



7.7.1.8 in addition to the specific requirements of the GMS Contract Regulations the Contractor shall co-operate with the Commissioner, ICS and/or relevant Local Authority and implement any reasonable initiative that reduces teenage conceptions. 



7.8 [bookmark: _Hlk84507386]Maternity Medical Services



7.8.1 The Contractor shall: 



7.8.1.1 provide (and or ensure) that Registered Patients who have been diagnosed as pregnant, are receiving all necessary Maternity Medical Services throughout the antenatal period;



7.8.1.2 provide referrals to the Smoking Cessation Service for Registered Patients who are pregnant and who smoke, or any other relevant health promotion programmes; 



7.8.1.3 provide referrals to the Diabetes prevention programme for any woman who is, or who has, experienced gestational Diabetes;



7.8.1.4 Signpost all pregnant women to online resources such as Better Births, Lincolnshire Maternity Voices Partnership using Apps and social media.



7.8.1.5 provide female Registered Patients and their babies with all necessary Maternity Medical Services throughout the postnatal period other than neonatal checks;  



7.8.1.6 provide all necessary Maternity Medical Services to Registered Patients who are pregnant if their pregnancy has terminated as a result of miscarriage or abortion or, where the Contractor has a conscientious objection to the termination of pregnancy, prompt referral to another Contractor of primary medical care services, who does not have such conscientious objections; and



7.8.1.7 Invite each of its female patients who delivers a baby to attend a postnatal maternal consultation; and where the invitation is accepted, provide the patient with such a consultation.



7.8.1.8 A maternal postnatal consultation must, if possible, be provided during the period which: 



a) Begins six weeks after the conclusion of the delivery of the baby; and

b) Ends;



i. eight weeks after conclusion of the delivery, or

ii. if the patient has not been discharged from secondary care services, eight weeks after the patient’s discharge from those services.



7.8.1.9 A maternal postnatal consultation must not be provided at the same time as any consultation at which the physical health of the baby is reviewed (if relevant)







7.8.2 In this section: 



i. “antenatal period” means the period from the start of the pregnancy to the onset of labour;

ii. “Maternity Medical Services” means: 

i. in relation to female Registered Patients (other than babies), all primary medical care services relating to pregnancy, excluding intra partum care; and 

ii. in relation to babies, any primary care medical services necessary in their first fourteen (14) days of life; and

iii. “postnatal period” means the period starting from the conclusion of delivery of the baby or the Registered Patient’s discharge from secondary care services, whichever is the later, and ending on the fourteenth day after the birth.

iv. “maternal postnatal consultation” means a consultation with a general medical practitioner at which the physical and mental health and well-being of the patient is reviewed.







7.9 Child Health Surveillance Services



7.9.1 The Contractor shall, in respect of any Child under the age of five (5) years for whom it has responsibility under this Contract: 



7.9.1.1 provide the services described below, other than any examination so described which the Parent refuses to allow the Child to undergo, until the date upon which the Child attains the age of five (5) years; and



7.9.1.2 maintain such electronic and paper records, including the personal child health record (also known as the PCHR or 'red book') and ensuring information is shared appropriately and electronically with the Child Health Information Service, Health Visiting and School nursing services as are specified below.



7.9.2 The services referred to above are:



7.9.2.1 Monitoring: 

i. by consideration of any information concerning the Child received by or on behalf of the Contractor;

ii. on any occasion when the Child is examined or observed by or on behalf of the Contractor;

iii. of the health, well-being and physical, mental and social development (the “development”) of the Child while under the age of five (5) years with a view to detecting any deviations from normal development; and

iv. the breast feeding status of infants.



7.9.2.2 Examination of the Child at a frequency that has been agreed with the Commissioner in accordance with the nationally agreed evidence based programme set out in the revised fifth edition of “Health for all Children (Alan Emond, 28 February 2019, Oxford University Press) as amended from time to time.



7.9.2.3 Promotion of breast feeding in infants.



7.9.2.4 The records referred to above are an accurate record of: 

i. the development of the Child while under the age of five (5) years, compiled as soon as is reasonably practicable following the first examination of that Child and, where appropriate, updated following each subsequent examination; and

ii. the responses (if any) to offers made to the Child’s Parent for the Child to undergo any examination referred to in paragraph 7.9.2.2.



7.10 Cervical Screening Services



7.10.1 The Contractor shall: 



7.10.1.1 supply any necessary information and advice to assist women identified by the Commissioner as recommended nationally for a cervical screening test in making an informed decision as to participation in the NHS Cervical Screening Programme (the “Programme”);



7.10.1.2 perform cervical screening tests on women who have agreed to participate in that Programme;



7.10.1.3 arrange for women to be informed of the results of the test;



7.10.1.4 ensure that test samples are sent off promptly and test results are followed up appropriately; 



7.10.1.5 ensure the records referred are an accurate record of the carrying out of a cervical screening test, the result of the test and any clinical follow up requirements;



7.10.1.6 ensure all sample taking staff are appropriately trained; and



7.10.1.7 participate in any audits relating to cervical screening as determined by the Commissioner.



7.11 Minor Surgery Services



7.11.1 The Contractor shall make available to Registered Patients where appropriate:



7.11.1.1 curettage and cautery and, in relation to warts, verrucae and other skin lesions, cryocautery; and

7.11.1.2 management of minor injuries that do not require hospital assessment and care.



7.11.2 The Contractor shall ensure that its record of any treatment provided pursuant to Section 7.11 includes details of the minor surgery provided to the patient; and the consent of the Registered Patient to that surgery..



8 [bookmark: _Hlk83975608]Enhanced Services



8.1 The Contractor shall provide all clinically appropriate Enhanced Services as directed by the Commissioner and/or agreed by the PCN, to Patients registered within the Practice Registration Area and/or the wider PCN footprint.



8.2 [bookmark: _Ref58807340]The Commissioner shall provide the Contractor, with a list(s) of the Enhanced Services (the “Enhanced Services List”) that the Commissioner wishes the Contractor to provide. The Enhanced Services List shall contain the service specification, service levels, any financial remuneration and limits or targets that must be reached in order to obtain such remuneration.



8.3 Within twenty-eight (28) days of receipt of an Enhanced Services List from the Commissioner, the Contractor shall confirm in writing the provision of all enhanced services and sign a copy of the Enhanced Services List which shall then become Annex 3 to this Schedule 2 for the duration set out in the Enhanced Services List.





9 Quality and Outcomes Framework (QOF)



9.1 With regard to the QOF as defined in the GMS Contract Regulations and/or any future National or local Quality Framework, the Contractor shall:



9.1.1 participate in the QOF Scheme each year;



9.1.2 work towards gaining the maximum QOF points for each Contract Year securing the minimum standards of 90% in year 1, and 95% maintained thereafter;



9.1.3 take all reasonable steps to minimise exception reporting, ensure effective case finding and improve prevalence rates on Practice registers where appropriate;



9.1.4 set standards in collaboration with the Commissioner and/or ICS over and above the QOF requirements to ensure Patients continually receive the highest standards of clinical care





10 Health Promotion and Disease Prevention



10.1 The Contractor shall:

10.1.1 provide services focusing on health promotion and disease prevention and work with the Commissioner, Local Authorities, other commissioning bodies, other local GP practices and other health contractors on initiatives to promote health and prevent disease within the Commissioner’s area;



10.1.2 ensure it has effective strategies for health promotion and disease prevention in place. These shall include but not be limited to

i. Substance misuse; 

ii. smoking;

iii. obesity;

iv. lack of exercise;

v. dietary habits; 

vi. sexual health; and 

vii. mental health and well being

viii. domestic abuse 



10.1.3 identify and proactively screen and manage Patients at risk of developing physical and mental long term conditions, cancers and sexually transmitted infections as well as those more likely to have unwanted pregnancies;



10.1.4 provide information about, and access to, self-management programmes for Registered Patients with long term conditions where appropriate; 



10.1.5 identify local care pathways for Registered Patients with long term conditions to reduce inappropriate and unnecessary hospital admissions, involving third sector support groups where appropriate.



10.1.6 provide information and advice to Registered Patients on self-monitoring for long-term conditions; including signposting to digital and technological interventions where appropriate.



10.1.7 participate in Expert Patient Programmes; 



10.1.8 use computer-based disease management templates; and



10.1.9 implement appropriate DH, NICE, Medicines and Healthcare products Regulatory Agency (MHRA) and any other relevant guidelines (as amended from time to time) that apply to the provision of primary medical care services for Registered Patients.



10.2 The Contractor shall, as a minimum, be expected to achieve those standards in the key Public Health targets including but not limited to:



i. influenza vaccine uptake

ii. pneumococcal vaccine uptake

iii. shingles vaccine uptake

iv. pertussis vaccine uptake

v. childhood vaccines uptake

vi. cervical screening



10.3 The Contractor shall support relevant stakeholders in the delivery of Public Health services including but not limited to:



i. bowel screening

ii. breast screening

iii. diabetic eye screening

iv. abdominal aortic aneurism (AAA) screening



10.4 The Contractor shall notify the appropriate diabetic eye screening programme of patients newly diagnosed with diabetes and actively participate in routine data validation exercises to ensure the register is valid.



10.5 The Contractor shall sign up to Enhanced Services commissioned by the relevant Local Authority including but not limited to:



i. smoking cessation

ii. obesity

iii. alcohol consumption 

iv. NHS Health Checks



11 Additional Requirements



11.1  The Contractor shall: 



11.1.1 Be a member of Lincolnshire ICS and be expected to actively engage with and support the ICS towards the delivery of its wider commissioning agenda. This will include innovative and collaborative delivery of services across the whole health and social care economy;



11.1.2 Provide all services commissioned by the ICS through an any qualified provider processes;



11.1.3 engage with any appropriate ICS pilots that have benefit for the Contractor’s population;


11.1.4 provide all enhanced services commissioned by NHS England and Lincolnshire ICS – see Annex 3F.



11.1.5 comply with all locally agreed clinical pathways and prescribing guidelines;



11.1.6 be an opted-out Practice for out-of-hours purposes;



11.1.7 be required to retain an open list and shall accept all patients who wish to register at the Practice premises who meet the criteria for registration;



11.1.8 provide telephone clinical advice, including links to NHS 111 and other appropriate services;



11.1.9 provide an effective clinical triage system to ensure patients receive the most appropriate clinical intervention;



11.1.10 provide a multi-disciplinary service led and supported by GPs, as part of integrated service delivery.
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Service Specification for Single-GP Practice Medical Cover: The Butterfly Hospice Inpatient Unit, Boston. 



1. Service aims 



1.1. The lead GP Practice will support The Butterfly Hospice and LCHS nursing staff to provide an enhanced level of care to patients admitted to the inpatient unit. The Service will enable patients to receive enhanced palliative and end of life care. 



1.2. The Unit takes admissions for people who require: 



· End of life care

· Symptom Management 

· Palliative Rehabilitation  



2. Role of the Lead GP Practice 



2.1. GP support to be provided Monday to Friday during normal practice hours. 



2.2. The Lead practice will take clinical responsibility for all patients irrespective of where they are registered. Patients are to be signed on as a temporary resident whilst in the hospice and handed back to their regular GP on Discharge. Complex cases which require existing knowledge and background may require contact with the patients regular GP. 



2.3. To visit the Hospice Unit twice weekly and to telephone on the other three days of the week. This is to review the patients and their medication and make any necessary adjustments, encourage and support pre-emptive prescribing.



2.4. To attend a weekly Palliative Care MDT



2.5. Support the unit nursing staff in their decision making and personal development*



2.6. Work with the Unit Team to improve the quality of care on the Unit ensuring that all nominated patients receive dedicated medical services*



2.7. Respond to urgent visit requests  



2.8. Support the unit in improvement and development of services*



2.9 To represent the service by attending the Hospice Steering Group: to contribute to conversations, present data, and work collaboratively with key stakeholders. 



2.10. Support the unit staff in completion of paperwork associated with patients who die whilst on the unit. 



2.11. Support the unit in encouraging direct admissions from the community. 



2.12. The GP practice to use SystmOne for recording all clinical records and to complete e-medication charts for every patient within 24 working hours of admission.



*The following deliverables are to in collaboration with the Specialist Palliative Care MDT



3. Monitoring, Reporting and Payment 



Monitoring: 



A Butterfly Hospice Steering group of key stakeholders will monitor service activity and capture performance data on behalf of the lead Practice, LCHS and the project. 



Visits to the Unit will be recorded via a booking in/out process to inform future development of the role. 



Reporting: 



Reporting will be via the Commissioning Team to the Executive Team. 



Reports and updates will also be submitted to the PCN. 



Payment: 



Redacted – commercially sensitive data



4. Service Review 



An evaluation will take place to identify any changes or improvements and to consider the future needs/requirements of the service.
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Enhanced Service Specification



Special Allocation Scheme



Version number: 1.1



First published: 



Prepared by: NHS England and NHS Improvement– (Midlands)

		Cross O Cliff, Lincoln



The NHS Commissioning Board (NHS CB) was established on 1 October 2012 as an executive non-departmental public body. Since 1 April 2013, the NHS Commissioning Board has used the name NHS England and NHS Improvement for operational purposes.



This document represents the agreement between the GP Provider and NHS England and NHS Improvement with regard to the provision of an Enhanced Service for the Violent Patient Scheme operated by NHS England and NHS Improvement, a scheme that balances the rights of patients to receive services from GPs with the need to ensure that GPs, all staff, patients and bystanders deliver and receive those services without the threat of, or occurrence of, violence.



Additional elements pertinent to specific Providers may be added by mutual agreement between NHS England and NHS Improvement and the Provider. 



Provider Address/Telephone/Fax Details: 



Address:	

				





Telephone:						





Secure Email address (nhs.net): 	

(For transfer of Patient Details)
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1. [bookmark: _Toc480988945]Names and Contact Details



This document represents the Agreement between the Provider and NHS England and NHS Improvement for the following enhanced service and is an Annex to the main contract. 



1.1 Service Covered:	The provision of an enhanced service for the Special Allocation Scheme to be provided by the Provider for patients as agreed by NHS England and NHS Improvement.



1.2 Type of Agreement:	Directed Enhanced Service (DES)



1.3 Agreement Period:	To be added



*A review of this service may be undertaken during 2020/21 in line with service developments.  Further to the outcome of this review, revised documentation may be issued which will supersede this service specification.



1.4 Party 1:	The Commissioner detailed as “NHS England” in this DES is: 



NHS England and NHS Improvement – (Midlands)

Cross O Cliff, Bracebridge Heath, Lincoln, LN4 2HN.

Tel: 0113 8248787



1.5 NHS England and

NHS Improvement Lead	Caroline Goulding Head of Primary Care



1.6 Party 2:			The Provider of the service detailed as: 

				 





Contact Details: 



1.7 Dedicated contacts:	Practice to complete below:





				Designation: Dr



				Tel no:



				Email: 






1. [bookmark: _Toc480988946]The Contract Price and Payment Method



[bookmark: _Toc388457430]The retainer fee is £0.00 per annum plus a consultation fee of £0 for in-Hours consultation and £0 for an In-Hours Telephone Consultation can be claimed. In addition, £0 per annum will be provided for infrastructure costs.  



The Retainer fee will be payable in 12ths on the 14th of each month and the means for payment will be through the Exeter Payment System.  In-Hours and Out of Hours Consultation payments should be claimed by the quarterly Enhanced Service Claim submitted at the end of each quarter.



Requests for Police attendance if required should be through the police non-emergency number 101 for assessment.



[bookmark: _Toc480988947]The Service to Be Provided - Aims and Objectives



3.1 	This document represents the Agreement between NHS England and NHS Improvement and the Provider for the provision of an Enhanced Service for the Special Allocation Scheme (SAS) as agreed by NHS England and NHS Improvement.



3.2 	The purpose of a Directed Enhanced Service for patients who have been subject to immediate removal from a Practice’s Patient List is to provide a stable environment for the Patient to receive continuing health care, addressing any underlying causes of aggressive behaviour and providing a safe environment for the individuals involved in delivering that treatment. 



[bookmark: _Hlk6480410]3.3 This Agreement sets out a model for a Directed Enhanced Service (DES) to ensure that patients that have been removed from a general medical practice’s list for violent, aggressive or threatening behaviour are able to access primary medical care through a Special Allocation Scheme. It is also to ensure that staff working within the NHS are protected from violent, aggressive or threatening behaviour. HSC 2000/001, Point 12 and 13  states ‘Violent patients will not be excluded from receiving general medical services but their behaviour compromises their right to access general medical services in normal locations.’ Regulations have been amended to support the type of local solutions that are envisaged, in particular the delivery of GMS by a GP only in specified premises. To facilitate this, an amendment to regulations 4 & 5 of the Choice of Medical Practitioner Regulations came into force on 20 December 1999. The intention of the new regulation is to allow NHS England and NHS Improvement to override considerations about the distance between the person’s residence and the practice premises in respect of these patients. 



Service Delivery



The Provider will provide GMS services to these patients in a specified and safe location. The Provider will provide access to a safe location for Patient contact and consultations for those patients during core hours. The Provider will ensure the location provides an appropriate level of equipment and consumables to deliver the service.



The Directed Enhanced Service should provide for a thorough assessment of the patient’s clinical, psychological and social needs, especially those which may result in unrealistic expectations and which may have led to physically or verbally aggressive behaviour in the past.



The Provider should ensure time is allocated to educate the Patient and his or her family or carers on the best way to obtain good quality and continuing NHS services.



The Provider should ensure that Patients are clearly informed that they are having care provided within the Directed Enhanced Service specifically because of their previous violent behaviour. It should be made clear to patients that they are not being excluded from receiving primary care medical services but that their behaviour compromises their right to have access to normal arrangements and locations for receiving those services.



Accessing the Service – Patients 



Call Handling and appointments



All appointments for patients on a SAS should be made via the SAS Provider. 



Call Handling is required for all patients to access the service; this should be a low cost or local call for all patients in England. The call handling service (if provided separately) will liaise with the SAS Provider, patient, security escort Provider and staff at the location of clinic to arrange the appointment.



Call Handling is required to request a telephone consultation or relay a request for repeat medication to the GP Provider if the Patient requests this service.



The Patient should be able to request a face-to-face consultation with a GP or a telephone consultation, and there should be clinical triage for the final decision.



Face-to-face consultations should be held in appropriate secure rooms.



SAS Providers are not routinely expected to deliver home visits but in exceptional circumstances if one is required, then the Patient should consult with the Commissioner



Opening Hours 



Contracts with SAS Providers should require Patient access to services, in line with core GP contract requirements, access to registered patients during the hours of 8am-6.30pm Monday to Friday excluding bank holidays, or as set out in their contractual terms. This will include face to face and telephone consultations. As innovative and new ways of working within General Practice are encouraged, it would be desirable, but not essential, should the Provider have the ability to provide consultations through Skype and/or email under the right governance framework.



NHS England and NHS Improvement expects that all registered patients requesting an appointment receive one within a clinically appropriate and responsible amount of time. NHS England and NHS Improvement would expect this usually to take place within a maximum of 1 week from the request.



Out of Hours/A&E Services 



Primary medical care will be provided out of core hours by the normal Out of Hours Service (6.30 pm to 8.00 am; Monday to Friday, including weekends and Bank Holidays).  



Risk Assessment 



NHS staff have the right to work in an environment that keeps them safe from violence and aggression, enabling them to deliver the highest quality service and Patient care.



All staff are potentially vulnerable to violence and aggression and the employing organisation has a legal obligation to have strategies in place to mitigate the risks. 



Under the Health and Safety at Work Act 1974 and the Management of Health and Safety at Work Regulations 1999 employers have a duty to ensure the health, safety and welfare of their staff.  Where they may be at risk, this must be assessed, documented and staff provided with adequate information, instruction and training. 



It is important that NHS funded Providers recognise the need for training staff in violence and aggression.  There is a legal requirement to ensure that those advising and training others in the safe management of violence and aggression have the appropriate skills and knowledge. 



A Training Needs Analysis should be undertaken by the SAS Provider to identify the level of training that is required for its staff at the outset of any contract, as part of regular risk assessments and following the introduction of additional control measures.



Services to be offered



Prescriptions

If the Patient requires a prescription the Provider will ask the Patient to nominate the pharmacy from which they wish to collect that prescription.  The Provider will then call the pharmacist to inform them that the prescription for this Patient is to be transferred to them, or that the Patient is going to be collecting their prescription from them following the consultation. The Provider is also expected to inform the pharmacist of any issues surrounding the Patient in order to maintain their safety.



Clinical services

In most cases the SAS will be delivered under a Direct Enhanced Services (DES)  contract, the Commissioners expect that Providers will subscribe to the core requirement of the provision of primary care essential services to NHS patients under a GMS/ PMS contract, namely, “the management of” such patients. “Management” of a Patient includes:

· Offering consultation and, where appropriate, physical examination for the purpose of identifying the need, if any, for treatment or further investigation; and

· The making available of such treatment or further investigation as is necessary and appropriate, including the referral of the Patient for other services under the GMS/PMS contract and liaison with other health care professionals involved in the patient’s treatment and care



The SAS Provider will provide comprehensive and high quality primary medical services within reasonable distance to the patient’s home (where possible), including specifically: active management of long term and chronic conditions: Patient referral, engagement and liaison with supplementary services where available routinely within the area, including specialist mental health services, drug and alcohol services and those available through secondary services.



The SAS Specification will include the following primary medical services:

Essential Services

Management of patients who are ill or believe themselves to be ill, with conditions from which recovery is generally expected, for the duration of that condition, including relevant health promotion advice and referral as appropriate, reflecting Patient choice wherever practical;



General management of patients who are terminally ill; and



Management of chronic disease in the manner determined by the practice, in discussion with the patient.



Additional Services

· Cervical screening;

· Contraception services;

· Vaccination and immunisations; and

· Minor Surgery (curettage & cautery).



As it is likely that some of the patients on the SAS will have or have had a history of substance misuse, Provider experience in this area is considered should be considered critical, as well as having good working relationships with local specialist teams for onward referral and support to patients for rehabilitation.



The Provider should deliver a standard of care equivalent to that required under the Quality Outcomes Framework (QOF).



Administrative services

The Provider is required to hold the patient’s notes and associated records as a registered patient.



The Provider is expected to take responsibility for encouraging patients to engage with the service.



Following the removal of the Patient from the SAS, the Provider is expected to ensure that the Patient has sufficient medication as appropriate, understands that they have can freely choose a mainstream local practice and how to find and contact a practice via NHS Choices (http://www.nhs.uk/service-search/GP/LocationSearch/4). The Provider should also ensure that the Patient is aware of any referrals made, or any additional follow up appointments required or medical certificate due to expire, with a view to encouraging the Patient to reregister with a local mainstream GP Practice . Once the Patient registers with a new practice they will receive the patient’s full medical history and so will be aware of their history on the scheme. Patients are informed that this will happen in the letter (or other communication) that they receive to inform them that they have been removed from the scheme.



Responsibility and Accountability



The responsibility to develop and implement services to address the problems of violent behaviour in General Practice remains with the health community through NHS England and NHS Improvement, as detailed in HSC 2000/001. Ongoing monitoring of the service will take place within NHS England with liaison with Providers and NHS England and NHS Improvement will provide support to the Provider as necessary.



If the service discontinues for whatever reason the responsibility to develop and implement an alternative initiative returns back to NHS England and NHS Improvement.



Risk Management



The Provider will undertake a full risk assessment in relation to the delivery of the service. This will include a full operational and physical risk assessment. The Provider will ensure that any environmental adjustments are identified with regard to the premises from which the service will be delivered and liaise with NHS England and NHS Improvement to ensure recommendations are carried out to render the environment suitable for delivery of the service. The Provider will ensure that the service is operationally delivered following set procedures that take into account risk to others. 









 Benefits of the Service



The Provider aims are to provide a stable environment for the Patient to receive continuing healthcare and, where feasible, try to address any underlying causes of aggressive behaviour and enabling patients to be returned back to normal primary medical care where appropriate. The Provider is expected to continue to build up a special interest and commitment to such patients, becoming more expert and confident in handling patients who have been subject to removal from a GP’s Patient list. This will, in turn, reduce the potential for conflict and reduce the risk of a violent or threatening response.  It offers safety and protection for clinicians and staff involved in the care of patients of the Service through appropriate and safe surroundings. 



Patient Confidentiality



The Provider will adhere to the Data Protection Act 2008, Caldicott confidentiality regulations and NHS England and NHS Improvement Patient confidentiality policy. However, as documented in HSC 2000/001, “it is recognised that there is considerable value in the sharing of relevant information between agencies so as to give prior warning of the possibility of violent behaviour. The Provider should be encouraged to share information between health, social services, prison, police and other relevant sources to build up a picture of patients’ behaviour so that risk can be assessed”.  In response to this, the Provider will ensure, when necessary, the sharing of relevant information to other agencies but only having first consulted and gained the agreement of NHS England and NHS Improvement’s Caldicott Guardian.



Complaints 



The Provider should be aware that if a Patient has a complaint about the SAS, the complaint should be directed to NHS England and NHS Improvement on 0300 311 2233. Patients can also contact PALS, the Patient Advisory Liaison Service at Lincolnshire PALS, Beech House, Witham Park, Waterside South, Lincoln, LN5 7JH or on 0845 602 4384.



If a Patient questions the reasons as to why they have been placed on the, Special Allocation Scheme the Registration Department (Capita), the  Special Allocation Scheme practice or NHS England and NHS Improvement will be able to advise or direct them to NHS England and NHS Improvement’s Complaints team on 0300 311 2233.



Appeals Process 



The Patient referred to the SAS has a right of appeal and should they wish to do so, can appeal against the decision by putting this in writing within 14 days of the notification of the referral, addressing it to NHS England and NHS Improvement, Cross O’Cliff, Bracebridge Heath, Lincoln LN4 2HN.  NHS England and NHS Improvement will contact the practice to notify them of the appeal and invite them to provide any supplementary information in relation to the removal.  

The appeals process does not delay the immediate removal of a Patient following an incident that has been reported the police and the commissioner (via PCSE)



Pending the outcome of any appeals process, should the Patient need to access Primary Medical Care, this would have to be provided by the SAS to which the Patient had been allocated







[bookmark: _Toc480988954]Accreditation





Workforce

The Provider must ensure an adequate number of appropriately qualified and experienced clinicians are in place to deliver the services to the required standard, and to ensure adequate and timely cover for periods of sickness, study and annual or other periods of leave.



Where the Provider intends to sub-contract services or provide services through the use of agency, locum or self-employed workers they must evidence how they will ensure that all workers meet all of the criteria and standards required of staff who may be directly employed to provide these services.



All doctors employed to deliver medical services must be registered with the General Medical Council.



All doctors employed to deliver medical services must be on the National Performers list.



The Provider must have professional indemnity cover in place, and adhere to the quality standards and guidelines of their professional body and those developed by NHS England and NHS Improvement. 



All staff, clinical, administrative and security should be trained in basic safeguarding for children and vulnerable adults, and all doctors and nurses will have received more advanced training and updates every three years. Please note that doctors are expected to have Level 3 safeguarding.  The Provider will work with all agencies to develop locally as required and adhere to all national safeguarding policies and processes and requirements.



All health care professionals must be appropriately accredited to provide the services detailed in this DES.  Up to date certifications of competency must be maintained and may be requested by NHS England and NHS Improvement. 













 Provider Protocols



The Provider will ensure all health care professionals are compliant with protocols for the clinical management of all patients in receipt of services commissioned. These protocols must be in line with best practice clinical guidelines and be reviewed on a regular basis. The Provider must ensure that all protocols reflect up-to-date national and local guidance and are amended in the light of any changes.



The Provider will ensure safe and competent delivery of this DES. 



Adequate and appropriate equipment will be available to undertake this enhanced service in line with recommended practice, including decontamination equipment and basic resuscitation (For example: oxygen, suction and defibrillation) equipment as appropriate to minimise risks and ensure health and safety for patients. 



A robust system for referral of adverse pathology must be in place and demonstrated if required by NHS England and NHS Improvement. 
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The Status of each SAS Patient should be reviewed every 6 months. 



The SAS Provider will co-ordinate a report in line with the NHS England and NHS Improvement template for each SAS Patient due to be reviewed at the SAS Patient Review Panel, which is held quarterly. This includes a GP report, call handling report, contacts with Emergency Departments and security report. The Provider will co-ordinate reports from other agencies such as the Ambulance Trusts, Local Security Management Service reports from Acute and Community Trusts/Providers.



The SAS Scheme should be reviewed biannually. 



The SAS Provider will attend the quarterly Panel Review meetings at the SAS Scheme Review Meetings held twice a year, in addition to any contract monitoring and performance meetings.



NHS England and NHS Improvement and the Provider will work collaboratively to monitor and evaluate the service as set out in this DES. 



For the purpose of monitoring performance and service delivery, the Provider will provide information to NHS England and NHS Improvement to allow the DES to be analysed and monitored as appropriate. 



NHS England and NHS Improvement will monitor the DES via activity and quality monitoring.  



The Provider should develop systems to collect and record accurate and timely activity data, which the Provider will then submit to NHS England and NHS Improvement on a quarterly basis.



The Provider will also provide such information as may be required by the Department of Health and NHS England and NHS Improvement relating to the service provided.



In addition, this monitoring information will also inform the commissioning decisions of NHS England and NHS Improvement and will be a component of any Annual Review with the Practice.
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Any significant variation or deviation in the quality of the service provided, as specified in the DES, must be notified in writing to NHS England and NHS Improvement as soon as identified, with proposed actions to rectify the performance. 



Providers are required to demonstrate compliance with local clinical governance arrangements - the Standards for Better Health Framework was developed to ensure high quality services for all service users. Monitoring of this is through the Quality and Outcomes Framework (QOF), GMS and PMS statutory requirements relating to quality and the submission of complaints data to NHS England and NHS Improvement.  At all times contractors must meet the standards set out in the General Medical Council (GMC) Good Medical Practice (2006). 



The Provider will identify the clinical lead to be clinical governance lead and provide leadership to the team delivering primary medical care services.





[bookmark: _Toc483740421]Contract Monitoring – Key Performance Indicators 

As part of the contract agreed with the Commissioner, the Provider of the SAS will be performance monitored and expected to meet the Key Performance Indicators (KPIs) outlined below:



Breach of any of the KPIs below will result in the consequences as outlined in the APMS contract with the SAS Provider. These are subject to annual review.









		Requirement

		Monitoring Frequency

		Measurement / Threshold



		The Provider will measure its own activity and submit a quarterly pseudonymised activity report to NHS England and NHS Improvement

		Quarterly

		



		All face-to-face appointments offered to patients on the SAS should take place within 1 week and based on a clinically appropriate basis.

		Quarterly

		85-95% for the first quarter of the first year of the contract. 95% thereafter.



		The Provider will collect information on appointment waits, and report this in the quarterly activity report to NHS England and NHS Improvement.

		Quarterly

		



		All telephone consultations offered to patients on the SAS should take place within 1 week and based on a clinically appropriate basis.

		Quarterly

		85-95% for the first quarter of the first year of the contract. 95% thereafter.



		The Provider will collect information on appointment waits, and report this in the quarterly activity report to NHS England and NHS Improvement.



		Quarterly

		



		The Provider will ensure that all the necessary paper work for the reports needed at the quarterly SAS Patient Review Panel is completed. This should include: A GP Report and a call handling report, security report, and/information on what the Provider has done to encourage & foster engagement over the last 6 months with the patient.

		Quarterly – completed and sent to commissioner  at least 8 working days prior to SAS Patient Review Panel meeting.

		85-95% for the first quarter of the first year of the contract. 95% thereafter.



		The Provider will share with NHS England and NHS Improvement how many SAS patients are being treated for substance misuse, and how many are receiving shared care support.

		Quarterly

		85-95% for the first quarter of the first year of the contract. 95% thereafter.



		The Provider will share with NHS England and NHS Improvement how many SAS patients are being treated for substance misuse, and how many are receiving shared care support.

		Quarterly

		











Information Governance and Confidentiality 



The Provider will ensure high standards of information governance for the service and reassure patients of the importance of Patient confidentiality. The Provider will also maintain high standards in relation to “Information Sharing Protocols” which may exist between agencies to ensure the appropriateness of the information to be shared with other agencies. The Provider will complete the NHS IG Toolkit and achieve a minimum of level 2 compliance in all requirements to provide assurance of continued high standards. Note: All staff should be trained in information governance]



The Provider will ensure that all sub-contractors are familiar with the principles of information governance and are able to provide assurance to NHS England and NHS Improvement that they are consistently applied when supporting the SAS service. See further detailed requirements Equipment Requirements.



[bookmark: _Toc480988951]Audit

On occasions, NHS England and NHS Improvement will undertake audits through the Quality Team. The objective for NHS England and NHS Improvement will be to assure quality of the service provision and minimise risk to patients and staff. Providers will be notified of this process in advance.



[bookmark: _Toc480988952]Remedies for Non Performance



This DES is binding on both parties. Subject to clause 9.2 below, in the event of non-compliance with the terms of this DES on the part of either party, a meeting will be instigated within 2 weeks to seek to resolve the matter. The purpose of this meeting will be to resolve the issue and where necessary devise a recovery plan to be implemented immediately. Should non-compliance continue and be identified through activity, quality and audit monitoring, either party can invoke the notice period for the termination of the DES. 



NHS England and NHS Improvement may serve notice in writing on the Provider terminating the DES forthwith or with effect from such date as may be specified in the notice if: 



The Provider has breached the terms of the DES and NHS England and NHS Improvement considers that as a result of that breach, the safety of patients is at serious risk if the DES is not terminated; or



The Practice’s financial situation is such that NHS England and NHS Improvement considers that NHS England and NHS Improvement is at risk of material financial loss.



[bookmark: _Toc480988953]In Year Variances



This agreement will be updated to reflect any new Department of Health guidance on enhanced Primary Care Services. 



The resources set out in Section 2 represent the agreed funding for the agreed services for the DES. The only other circumstance where NHS England and NHS Improvement agrees to consider providing further resources for these services are:



Where there is a change to the national tariff in year (if the national tariff applies to this service for NHS England and NHS Improvement). This might occur in ‘exceptional’ circumstances for example if NICE publishes guidance or recommendations that will have a significant and unforeseen impact on the cost of delivering a service. 



Three months’ notice will be required by either NHS England and NHS Improvement or the Provider to vary any part of this DES except where both parties are in full agreement of the proposed variations. This clause is excluding any immediate action following patient/clinical complaint or significant clinical event. In all such cases this will involve the Provider being informed verbally and then a follow up written communication within 14 days of the event or receipt of the written complaint.
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In the event that there is a disagreement between NHS England and NHS Improvement and the Provider in connection with any provision of this DES, the dispute shall first be discussed between the Provider and NHS England and NHS Improvement in order to ascertain the exact nature of the disagreement and possible approaches to its resolution. 



In the event that the Provider and NHS England and NHS Improvement  are unable to reach a decision between them, then the disagreement shall be referred through NHS England and  NHS Improvement ‘s Dispute Resolution Procedure. 
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Subject to clause 9.3, either party may terminate the DES during the period of the agreement and is required to give 3 months written notice to the other party.
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The Provider Risk Management systems and processes will be in line with local and national guidance including: 



· Chaperoning guidelines 

· Consent procedures 

· Complaints, Incidents and Serious Adverse Events reporting protocol (in line with NHS England and NHS Improvement’s Incident Reporting Process) 

· Significant event auditing 

· Infection control and sterilisation guidelines for primary care 

· Confidentiality of Patient data, adherence to Caldicott principles (1999) and Data Protection Act (1998) 

· Lincolnshire Research Observatory approval for research activity 





Incident reporting 



The Provider will have systems to record and report any serious incidents in line with NHS England and NHS Improvement’s Information Security Incident Reporting Procedure (SIRI). In addition, all incidents involving patients using this service must be reported within 24 hours to PSCE (delivered via Capita) at pcse.immediateremovals@nhs.net







Serious Adverse Events



It is a condition of participation in this DES that the Provider will give notification, in addition to their statutory obligations, within 24 hours of the information becoming known to them, to NHS England and NHS Improvement’s Clinical Risk team, of all emergency admissions or deaths of any Patient covered by this service, where such admission or death is, or may be, due to usage of drugs in question or attributable to the relevant underlying medical condition. This is in line with NHS England and NHS Improvement’s Incident Reporting Process. 



[bookmark: _Toc480988958]Terms and Conditions



NHS England and NHS Improvement and Provider acknowledge the key principles of the NHS, and will operate within all NHS standards, guidance, protocols and mandates. 





[bookmark: _Toc480988959]Non-Survival of Terms



No term of this DES shall survive expiry or termination of the DES.



[bookmark: _Toc480988960]Entire Agreement



This DES constitutes the entire agreement between the parties with respect to its subject matter. 



This DES supersedes any prior agreements, promises, conditions or representations, whether written or oral, and the parties confirm that they did not enter into the DES on the basis of any representations that are not expressly incorporated into the DES. However, nothing in this DES purports to exclude liability on the part of either party for fraudulent misrepresentation. 









[bookmark: _Toc480988961]Waiver, Delay or Failure to Exercise Rights



The failure or delay by either party to enforce any one or more of the terms or conditions of this DES shall not operate as a waiver of them, or of the right at any time subsequently to enforce all the terms and conditions of this DES. 





[bookmark: _Toc480988962]Force Majeure



Neither party shall be responsible to the other for failure or delay in performance of its obligations and duties under this DES, which is caused by circumstances or events beyond the reasonable control of a party. However, the affected party must promptly on the occurrence of such circumstances or events.



Inform the other party in writing of such circumstances or events and of what obligation or duty they have delayed or prevented being performed; and take all action within its power to comply with the terms of this DES as fully and promptly as possible. 



Unless the affected party takes such steps, this force majeure clause shall not have the effect of absolving it from its obligations under this DES. For the avoidance of doubt, any actions or omissions of either party’s personnel or any failures of either party’s systems, procedures, premises or equipment shall not be deemed to be circumstances or events beyond the reasonable control of the relevant party for the purposes of this clause, unless the cause of the failure was beyond reasonable control. 



[bookmark: _Toc480988963]Compliance with Legislation and Guidance; Law and Jurisdiction



The Provider shall comply with all the relevant legislation and have regard to all relevant guidance and policy issued by NHS England and NHS Improvement or the Secretary of State for Health or their subsequent organisations. 



This DES shall be governed and construed in accordance with English law. 





[bookmark: _Toc480988964]Subcontracting or Assignment



There will be no subcontracting or assignment of this agreement.



Appendix 1

Parties that Require Notification (Carried Out via PCSE)







· Lyn.Jones@LincolnshireEastCCG.nhs.uk Dos Lead

· Mandy.peberdy@nhs.net  for Vine House Surgery

· lccg.primarycarelincs@nhs.net CCG

· Jodie.knight@nhs.net for Cleveland Surgery









































Processes to be Followed 



Appendix 2



Patient Inclusion (Carried out by PCSE)














In Hours Appointment (8:00 – 18:30 Monday to Friday exc Bank Holidays)



Undertaken by Provider of Special Allocation Service  










Out of Hours Appointment (18:30 – 8:00 Monday to Friday and Bank Holidays & Weekends)





















Patient Review & Removal (Carried out by PCSE)















GP Refers Patient to SAS Scheme





Referral Accepted





Notification Sent to all Relevant Organisations Letter to Removing GP (SASL1)





Letter to Patient 

(SASL2)





Letter to SASProvider (SAS L3)





Update Exeter System





Patient Contacts Surgery - Numbers below:





Patient seen by GP





GP updates Patient record with consultation etc





GP completes SAScontact form 

(FORM 4)





GP sends form to Primary Care Support England pcse.patientremovals@nhs.net





Patient Contacts OOH on either:





OOH staff will note SAS status via notification method





Patient seen by GP





SAS Provider receives update of contact via clinical system/fax/other notification method





SAS Provider sends form to PCSE





111 





Patient Triaged





Patient provided appointment at OOH





GP updates Patient record with consultation etc





SAS Provider completes SAS contact form 

(FORM 4)





No





Letter to Patient (SAS R3)







PCSE Organise Review Meeting     (6 monthly). Must Include





Can Patient be Removed?





PCSE Patient Registration





Medical Director (or delegate)





Contracting Lead for service





Yes





Letter to Patient (SAS R2)





Update Exeter System





Notification Sent to all Relevant Organisations of Removal

(SAS R4)





Letter to SAS Provider 

(SAS R4)
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24 Hour Ambulatory Electrocardiogram (ECG) in Primary Care



		Service Specification No.

		



		Service

		24 Hour Ambulatory ECG in Primary Care



		Commissioner Lead

		Lincolnshire Clinical Commissioning Group



		Period

		1st April 2022 to 31st March 2023



		Date of Review

		March 2022 (Date only Review – main review postponed due to COVID 19)







		1.	Population Needs



		1.1 	National Context and Evidence Base

An ambulatory ECG is a non-invasive, painless and common test recorded and interpreted to assist in the diagnosis or elimination of possible cardiac problems which may require referral in specialist services.  The ECG can be used in a variety of clinical situations when patients experience cardiac arrhythmias, palpitations, or the complain of brief losses of consciousness (history of syncope).  For intermittent and paroxysmal events, a 24-hour ambulatory ECG is the diagnostic test of choice and was historically referred to secondary acute care, medical physics or cardiology outpatients.  Cardiac arrhythmia affects more than 700,000 people in England and is consistently in the top ten reasons for hospital admission, using up significant A&E time and bed days. 



This enhanced service will deliver care and early reassurance to patients in GP practices, provide early identification of rhythm abnormalities and avoid unnecessary referrals to secondary care.  This approach is in line with the current Sustainability and Transformation Programme which aims to provide better access to services, earlier diagnosis, avoidance of unnecessary hospital attendance and integrated care.



Local clinicians in both primary and secondary care believe it is readily feasible to transfer a proportion of 24-hour ECGs which are currently taking place in acute hospitals to community settings.  The proposal is focused on transferring direct GP referrals currently made to secondary care to primary care services.  The expectation is that the majority of direct GP referred outpatient ECGs can take place in a more convenient location for patients.  This service shift will achieve substantial benefits for patients offering improved access, coupled with enhanced continuity of care.



This service specification provides details of more specialised or additional services which are considered to be beyond the scope of essential or additional services provided by GP practices.  No part of this specification by commission, omission or implication redefines essential or additional services.  










		2.	Outcomes



		2.1	NHS Outcomes Framework Domains & Indicators



		Domain 1

		Preventing people from dying prematurely

		Yes



		Domain 2

		Enhancing quality of life for people with long-term conditions

		Yes



		Domain 3

		Helping people to recover from episodes of ill-health or following injury

		n/a



		Domain 4

		Ensuring people have a positive experience of care

		Yes



		Domain 5

		Treating and caring for people in a safe environment and protecting them from avoidable harm

		Yes







2.1	Local Defined Outcomes

Electrocardiogram (ECG) recordings and interpreting are able to be done in the community, thereby reducing the need to refer patients to secondary or acute units.  This enables patients to have care closer to home and ensures that the time delay for request to investigation is minimal. This service aims to:

1.   Provide a 24-hour ECG recording and interpretation service from primary care

2.   Deliver care and early reassurance to patients in a local setting, provide early identification of rhythm abnormalities and avoid unnecessary referrals to secondary care

3.   Provide better access to services, earlier diagnosis, avoidance of unnecessary hospital attendance and integrated care

4.  Compliance with NICE guidance





		3.	Scope



		3.1 Aims and Objectives of Service

		The purpose of this specification is to commission a primary care-based service providing 24-hour ECG monitoring services to patients aged 16 years and over that is clinically effective, appropriate, convenient, easy to access, and reduces referrals to secondary care.







The aim of the service is to provide improved patient access to ECG investigation and timely interpretation of the results in order to provide timely diagnosis and management.  Specifically, this relates to:

1. Prevent unnecessary referrals to hospital for 12 – lead ECG and delays in interpretation 

2. Detect atrial fibrillation and offer treatment to prevent strokes 

3. Detect people with conduction abnormalities requiring pacemakers 

4. Provide timely ECG recordings when people present with palpitations, chest pain, breathlessness or transient loss of consciousness

5. Identify serious conduction problems in people with transient loss of consciousness requiring urgent referral for pacemakers or further electrophysiological testing 

6. Identify the heart rhythm present when people present with palpitations 

7. Help with the diagnosis of chest pain or breathlessness 

8. Provide part of the risk assessment of people presenting with hypertension



3.2 Service Description

Each patient will be over the age of 16 and offered a 30-minute appointment.  



This service specification covers aspects of clinical care for the patient which is beyond the scope of essential services.  The core service will include the decision-making process to refer a patient for ambulatory ECG monitoring including consideration of clinical history, examination and previous ECG monitoring outcomes.  



Please refer to the pathway and protocols document at Appendix 1.

1. Perform an ECG in all people, whether symptomatic or not, in whom atrial fibrillation is suspected because an irregular pulse has been detected.

2. In people with suspected paroxysmal atrial fibrillation undetected by standard ECG recording: 

i. use a 24-hour ambulatory ECG monitor in those with suspected asymptomatic episodes or symptomatic episodes less than 24 hours apart;

ii. use an event recorder ECG in those with symptomatic episodes more than 24 hours apart



3.2.1 Clinical Criteria for Undertaking Procedure 

1. Patients with unexplained fainting attached or dizzy spells, either more than once a day or

infrequently but severe

2. Patients with palpitations

3. To follow up after commencing medication where appropriate



3.2.2 Follow-Up

· Patient referred back to own GP for further management

· If isolated SVTs only, then drug treatment should be commenced



3.3  Population Covered

In October 2017 Lincolnshire East CCG (LECCG) had a total registered population of 249,186, distributed across 29 member practices.  This service specification covers all patients registered at a LECCG practice.  All Lincolnshire East CCG registered patients must have access to this service.



3.4  Any Acceptance and Exclusion Criteria and Thresholds

Patients should be managed in accordance with the guidance outlined in this specification, including any referred to documents and guidance. 



3.4.1 Acceptance

Any registered patient who presents with cardiac arrhythmias, palpitations, intermittent and paroxysmal event or the patient complains of brief losses of consciousness (history of syncope).

 

3.4.2 Exclusions

There are no exclusions but if a patient presents with any of the following red flags they should be referred direct to cardiology:

· Palpitation during exercise

· Palpitations with syncope/near syncope

· High risk structural heart disease

· Family History of inheritable heart disease/SADS

· High degree atrioventricular block



3.5  Interdependence with other Services/Providers

The service is an element of LECCG’s cardiology pathway, which includes primary, community and secondary care elements.  The provider must ensure effective relationships with all other services within the pathway including but not limited to:

· Onward referrals to be made by the patient’s registered GP practice

· Information sharing protocols.



The service forms part of a system-wide service of partnership working between: 

· GPs 

· Primary health care teams  

· Cardiology services 

· The voluntary and community sector 

· Independent health care providers.



3.6 Days/Hours of Operation

The service must be available to patients over a minimum of five days per week.



3.7 Equipment

Provider Practices will be responsible for the purchase and appropriate maintenance of equipment associated with the service.  Staff members supporting elements of the service should have appropriate training for the equipment.





		4.	Applicable Service Standards



		4.1 Applicable Local Standards

Agreement to this specification places on the Provider an obligation to provide the specified service at the level of service, days and hours of operation and at the locations specified.  Any variation can be made only with the agreement of the Commissioner.  The Provider must plan for and put in place robust contingency arrangements for known or possible events which may include:

· Staff sickness

· Staff turnover

· Maternity

· Annual leave or other types of special leave.



4.2 System Resilience

It is expected that periods of expected high demand which could lead to the variation, suspension or restriction of the service provided shall be planned for accordingly.  For example, this may include winter pressure planning.  The provider will be expected to actively contribute toward the commissioner-led System Resilience Plan, where required.  Providers are strongly encouraged to have contingency plans in place with other local providers for suitably qualified and experienced staff to perform this service in the event that their own staff is not available.



4.3 Professional Standards and Codes of Conduct

1. Providers must be registered with the regulatory body appropriate to their profession and must adhere to the professional standards and codes of practice.  

2. Staff assisting in 24-hour ECG procedures should be appropriately trained and competent taking into consideration their professional accountability and the Nursing and Midwifery Council (NMC) guidelines on the scope of professional practice. 

3. The services provided and scope of this service will be reviewed with staff as part of the annual appraisal process.

4. The service provider must provide evidence to the CCG that their healthcare professionals have the appropriate knowledge, skills, experience, qualifications and competency to provide the service.  This must include but would not be limited to the following requirements:

· Enhanced Disclosure and Barring Service checks have been completed

· Where applicable staff will be fully registered with the appropriate professional body

· All staff will be able to provide evidence of their continuing professional development post qualification.





		5.	Applicable Activity and Quality Reporting Requirements



		5.1 
Applicable Quality Requirements 

The provider must ensure that details of the patient’s monitoring as part of this service are included in his or her lifelong record.  If the patient is not registered for primary medical services with the provider of this service, the provider must send this information to the patient’s registered GP for inclusion in their lifelong medical record.



Monitoring and reporting will be done on a quarterly basis by the use of the identified Read codes 



The minimum data to be submitted to support payment will include:



1. Referral for practice service and explanation and information provided to the patient

2. Appointment for fitting and removal of monitor

3. Fitting of the device, appropriate information and supply of patient diary 

4. Removal of the device and information on when the results will be available and how to access those results

5. Reading of the results and arrangements for any practice follow up or referral to cardiology

6. Results and requirement for any ongoing management or referral, if applicable.



The provider must also provide an annual report to commissioners highlighting any results of research conducted and information gathering which will lead to improvements in practice and/or efficiencies in service delivery.



The provider is encouraged to participate and present any clinical research supporting the further development of this service and improvements for patient care.



5.2  NICE guidance to be followed

https://www.nice.org.uk/guidance/ng196

https://pathways.nice.org.uk/pathways/atrial-fibrillation

https://www.nice.org.uk/guidance/qs93 



5.3 Reporting to include:

· Total number of ECGs undertaken 

· Number of patients subsequently referred to cardiology (including through advice and guidance)

· Number of patients subsequently referred to a specialist for interpretation (including through advice and guidance)





		6.	Location of Provider Premises



		Service delivery should be from the registered GP practice, where the GP practice is a Provider of the service.  Alternative service provision locations should be agreed with Lincolnshire East CCG.  



Where a service provider is providing this service for a population covering several practices, agreement should be reached with the commissioner as to where these services will be located, in order to ensure equitable access to all patients.  



The service may be provided as a home-based service in accordance with the registered provider’s normal home-based services policies/guidance.



The provider’s premises must meet the clinical requirements to provide primary care services as advised in clinical guidance.  The premises must be kept clean and safe for use and should portray an image of high quality and professional services at all times.



It is a requirement that all providers have a fully operational NHS N3 (secure) connection and will be required to utilise appropriate NHS IT systems such as NHS mail, NHS SUS, e-Referrals etc.  All relevant staff must have their own smartcard.



		7.	Finance Schedule



		Price to cover the four service areas (Ear Irrigation, 24-hour ambulatory ECG monitoring, 24 hour ambulatory BP monitoring, routine ECGs)



Price will be capitation based, at £1.76 per head of population with a 90/10 split of 90% upfront and 10% for achieving KPIs (which will include assessment of reducing referrals to secondary care).  



Payment will be based on the impact and saving on secondary care referrals achieved through contracting with the ‘provider’ on either a population basis or a practice list basis.
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		Service Specification No.

		



		Service

		DVT Assessment & Management including D-Dimer Testing



		Commissioner Lead

		NHS Lincolnshire CCG 



		Period

		1st April 2022 – 31st March 2023



		Date of Review

		March 2022 (Date review only, as full review delayed due to COVID 19 Pandemic)  







		1.	Population Needs



		

1.1 Context



There is one NHS Clinical Commissioning Group (CCG) in Lincolnshire working to improve the delivery of healthcare and to improve the health of our population.



1.2 The Clinical Commissioning Group - Localities – Local Context and Summary Statistics



Lincolnshire West

· This locality has 29 practices

· The locality’s registered population in February 2022 is 243,115

· The locality's registered population live in 3 different lower tier Local Authorities 

· This locality's main provider is United Lincolnshire Hospitals NHS Trust 

· The locality is not significantly different to the national average in terms of life expectancy at birth, of males (79.2 years) and females (83.1 years) 

· This locality has a slightly higher prevalence of income deprivation and unemployment compared to the England average, with the second highest rate amongst the Lincolnshire localities. 

· This locality has a higher prevalence of cancer, diabetes, coronary heart disease, stroke and respiratory disease compared to the England average. This may partly reflect the older age profile of the LW area population.



South-West Lincolnshire:

· This locality has 17 practices 

· The locality’s registered population in January 2022 is  136,309 

· The locality’s registered population live in 2 different lower tier Local Authorities 

· The locality is slightly higher than the England average life expectancy for both females (83.3 years) and males (79.9 years) with the overall premature mortality rate (deaths<75years) lower than that in England. 

· The locality has relatively low levels of deprivation, poverty and unemployment compared to other areas in Lincolnshire. 

· This locality has a higher prevalence in relation to some long-term conditions for example diabetes in adults, (7.4%) compared to than in England (6.7%)

· This locality's main provider is United Lincolnshire Hospitals NHS Trust 



Lincolnshire East:

· This locality has 25 practices within 3 localities, Skegness and Coast, East Lindsey, and Boston

· Their total registered population at January 2022 is  250,051

· The locality’s registered population live in 3 lower tier Local Authorities.

· Life expectancy at birth in this locality is lower than the national average for males (78.2 years), and for females (82.2 years), and the lowest among the Lincolnshire localities.

· Lincolnshire East locality has a higher prevalence of income deprivation and unemployment compared to the England average, with the highest rate among the Lincolnshire localities.

· This locality has an older profile than the England average, and the oldest of the Lincolnshire localities. There are a higher proportion of people aged 65 years and older.

· The prevalence of cancer, diabetes, coronary heart disease, stroke and respiratory disease are all higher in this locality than the England average. This may partly reflect the older age profile of the local population.

· The locality’s main providers are United Lincolnshire Hospitals NHS Trust and North Lincolnshire and Goole NHS Trust 



South Lincolnshire: 

· This locality has 14 practices

· Their total registered population at  January 2022 is 178,792 

· The locality's registered population live in 2 different lower tier Local Authorities 

· Overall life expectancy at birth in the locality is significantly higher than the England average for both females (83.6years) and males (80.3%years) with the overall premature mortality rate (deaths <75years) is significantly lower than that for England.

· The locality has relatively low levels of deprivation, although there are some differences across the locality.  The highest levels of deprivation are in Long Sutton and Sutterton and the lowest levels in Stamford and Market Deeping.

· The locality has a higher prevalence in relation to some long-term conditions for example diabetes in adults, (7.5%) compared to that in England (6.7%) 

· This locality's main provider is North West Anglia NHS Foundation Trust 



1.3 Key challenges facing Lincolnshire 



· Changing demographics for Lincolnshire (inward migration, increasing birth rate, ageing population, health inequalities) will place challenges upon public and community services. 

·      Public perceptions and expectations of public sector services, when seeking to reduce health inequalities 

· Economic and health inequalities with low-wage economies (whether urban or rural) and ill-health being related. 

· Children’s health and lifestyles e.g. breast-feeding, accidents and injuries, smoking, sexual health, mental health and obesity. 

· Poor transport and highways infrastructure (no motorways). 

· An ageing population over the next 20 years will provide challenges in relation to 

· Long term health conditions, residential & hospital care, and mental health - most notably dementia. 

· Inequalities for people with disabilities, including those with learning disabilities. 

· Prevention relating to smoking, alcohol, obesity and maintaining independence is crucial. 

· Protection of the public from environmental and health emergencies remain important in Lincolnshire. 



Further information on the locality can be found at the following: 

· Lincolnshire Research Observatory http://www.research-lincs.org.uk/ 





		2.	Outcomes



		

2.1	NHS Outcomes Framework Domains & Indicators



		Domain 1

		Preventing people from dying prematurely

		X



		Domain 2

		Enhancing quality of life for people with long-term conditions

		



		Domain 3

		Helping people to recover from episodes of ill-health or following injury

		



		Domain 4

		Ensuring people have a positive experience of care

		X



		Domain 5

		Treating and caring for people in a safe environment and protecting them from avoidable harm

		X







2.2	Local defined outcomes



The Commissioner wishes to ensure that DVT assessment and management services are readily available in Primary / Community Care.  A Community based service will provide more convenient and timely care to the patient.  



It has been recognised that the provision of DVT assessment and management services in primary care has significant benefits to patients which include:

· Greater patient convenience and experience

· Timely service

· Minimal travel

· Available expertise already present in primary care

· Holistic approach to patient care

· A reduction in referrals to secondary care for suspected DVT



The following principles underpin the service:

· Most of the care should take place as close to the patient’s home as possible

· Practices can work in partnership to provide a comprehensive local service

· Where GP practices do not wish to provide the service, other providers will be available to provide in the locality



		3.	Scope



		

3.1 Aims and objectives of service



Suspected deep-vein thrombosis is a common condition, with a lifetime cumulative incidence of 2 to 5 percent.  Untreated deep-vein thrombosis (DVT) can result in pulmonary embolism, a potentially fatal outcome.  Anticoagulant therapy reduces both morbidity and mortality from venous thromboembolism, and early and accurate diagnosis is therefore important to minimise complications, also averting exposure of patients without thrombosis to the risks of anticoagulant therapy.



Patients presenting with an acutely swollen leg constitute a substantial burden on primary care and result in a significant number of referrals to secondary care for further assessment.  A validated assessment scoring method and near patient quantitative D-Dimer testing can enable primary care physicians to select with confidence those patients that do NOT need onward referral to secondary care.  The principles and biochemical explanations of this approach are supported and outlined in a guideline published by the British Committee for Standards in Haematology and the NICE Clinical Guideline 158 .  



The availability of secondary care assessment services vary depending on the direction of the referral and the availability of access to consultant radiologists and physicians.  In conjunction with the use of the Modified Wells Probability score, D-Dimer testing and rapid access to ultrasound can eliminate the need for patients to be referred to secondary care.



3.2 Service description/care pathway



The pathway for this service is shown in Appendix 1. The service will be carried out in Primary / Community Care by a suitably qualified practitioner.  



All patients with suspected DVT should have a modified two-level Wells score calculated see Appendix 2.





Wells score 2 or more- offer:



1. A proximal leg vein ultrasound scan carried out within 4 hours[footnoteRef:1] and, if the result is NEGATIVE, a D-dimer test or [1: It is unlikely that practices will be able to access ultrasound scans within 4 hours and should therefore follow the appropriate part of the pathway that is highlighted by bold boxes and arrows] 


1. Where a proximal leg vein ultrasound is not available within 4 hours, perform a D-dimer test and give a 1-week supply of Rivaroxaban or an interim 24-hour parenteral anticoagulant and arrange an ultrasound scan within 24 hours 



Note: a repeat proximal leg vein ultrasound scan must be arranged 6-8 days later for all patients with a POSITIVE D-dimer and negative proximal leg vein ultrasound.



Wells score 1 or less:



Perform a D dimer and if result is positive offer either:

1. A proximal leg vein ultrasound scan carried out within 4 hours or

1. Where a proximal leg vein ultrasound is not available within 4 hours give a 1-week supply of Rivaroxaban or an interim 24-hour parenteral anticoagulant and arrange an ultrasound scan within 24 hours.



1. Patients with a negative D-dimer but high pre-test probability should be considered for re-testing and /or referral for ultrasound and may warrant continuation of Rivaroxaban or Low Molecular Weight Heparin (LMWH) until the outcome of repeat scan is known.  



1. Patients with a negative D-dimer and a low pre-test probability where GPs have confidently excluded DVT should be provided with the management and aftercare of the alternative diagnosis.



1. All patients should be provided with appropriate patient information on the DVT service and who to contact regarding the service and who to contact with any queries.



1. Investigations for cancer – offer all patients diagnosed with unprovoked DVT who are not already known to have cancer the following investigations



· A physical examination (guided by the patient’s full history) and

· Chest X-ray and

· Blood tests (full blood count, serum calcium and liver function tests)

· Urinalysis

· Abdomino-pelvic CT scan

· Mammogram for women over 40



1. Each provider is responsible for the procurement and storage of D-Dimer testing kits.



1. Providers are responsible for the procurement and storage of Rivaroxaban and LMWH



1. For patients who have a positive scan, an FP10 for continuing anticoagulant treatment can be issued if necessary.



1. The service will be provided during core opening time (as detailed in the regulations) or during hours agreed by the Commissioner for example extended hours surgeries.



1. If the provider is not the Practice where the patient is registered, then the referrer should provide the relevant patient information etc to the provider.



1. All providers must notify the detail of the service being provided to the practices where the patient is registered.



j) The fee for this service / pathway will cover the following: 

I. Clinical assessment of patients including the use of the Modified Wells scoring system and a D-Dimer Test in accordance with the care pathway as described in Appendix 1 – the care pathway.

II. Referral for ultrasound scan, if required and as per the care pathway 

III. If required provide treatments with interim 24-hour dose of parenteral anticoagulant or Rivaroxaban pending the results of scan and as per the care pathway

IV. On receipt of a positive scan, the Provider will treat with appropriate LMWH or Rivaroxaban 



3.2.1 Data Collection and Record Keeping



Providers should record all the required information detailed on the Minimum Data Set (MDS) which will inform a quarterly report.   



Suggested read codes 

		CTV3



		XaNfd 

XSJj1

XaQOH 

XaQOI	

XaN7m

8HQ2.	

		Suspected deep vein thrombosis

D-dimer assay

Point of care D-dimer assay positive

Point of care D-dimer assay negative

Wells deep vein thrombosis clinical probability score

Refer for ultrasound investigation



		5 Byte



		1JH..	

7P085

42g3.

42g4.

388z.	

8HQ2.	

		Suspected deep vein thrombosis

D-dimer assay

Point of care D-dimer assay positive

Point of care D-dimer assay negative

Wells deep vein thrombosis clinical probability score

Refer for ultrasound investigation







The participating Providers must adhere to the agreed assessment tool (Modified Wells Score) and the minimum standard of a 99% negative predictive value D-dimer kit. 



Each episode must also be recorded in the lifelong patient record.



“Where you receive a negative Whole leg scan result but there remains clinical suspicion of a DVT, the current protocols advise re-assess in 5-7 days including Wells score & d-dimer repeat & clinical examination; A further USS should be requested at this point if there is continuing concern & + d-dimer and no other likely cause exists.  

It is recommended that treatment with LMWH or appropriate DOAC be commenced for this period 

X ray are not going to automatically re-scan unless they have doubt as a result of their findings on the initial scan.

Payments

Part 1 - (£31.89) – Wells score, D-dimer and DVT ruled out - part 1 claimed (part 2 is not claimed for that patient) 

Part 2 - (£128.49) – Wells score, D-dimer, referral for scan / anti-coagulant medication            prescribed.   The prescribed anti-coagulant can be interim until scan rules out a DVT or until a confirmed DVT is treated.  Practice only claims once for part 2 and does not claim part 1 for that patient

If patient requires ongoing management (long term) with an anticoagulant treatment, then effectively they transfer over to the Anti- coagulant (Warfarin / INR) Service



3.2.2. Reporting and Audit



The provider will conduct an annual review which should include the minimum data set   information as well as the number of complaints and untoward incidents for both:

· Registered patients.

· Patients registered at other Practices (where applicable).



3.3. Population covered

	

Any patient registered within the Commissioners boundary will be seen by a provider in the same area i.e. a patient registered with South West Lincolnshire locality will be seen by a provider in the same locality area.



3.4.	Any acceptance and exclusion criteria and thresholds



Acceptance: 

· Anyone presenting with suspected DVT 



Exclusions:



The following are unlikely to be suitable for primary care treatment and therefore referral to secondary care should be considered



· DVT in pregnancy or whilst breast feeding

· Patients with co-existent serious medical pathology 

· Patients with suspected PE

· Where the patient has groin pain

· Where there is significant colour change to the affected limb

· Severe acute venous obstruction (phlegmasia cerulea dolens)

· Patients in significant pain

· Significant renal impairment (eGFR ˂30mL/min/1.73m2).

· Liver failure

· Adverse reactions to Heparin

· Known heparin allergy or heparin-associated thrombocytopenia.

· Patients with active bleeding

· active peptic ulceration;

· liver disease (PT > 2 s beyond normal range) / clotting problem

· uncontrolled hypertension (diastolic>110mmHg, systolic>200mmHg);

· angiodysplasia

· recent eye or CNS surgery (within 1 month)

· recent haemorrhagic stroke (within 1 month)

· thrombocytopenia (platelet count below 100 x 10/1).

· Patients with symptoms of more than 2 weeks duration



3.5	Interdependence with other services/providers



The provider is expected to work within the Lincolnshire Health Economy. Partners within this pathway include (but not limited to):

· Lincolnshire Community Health Services (LCHS)

· United Lincolnshire Hospitals NHS Trust, and other secondary care providers

· GPs



Providers are expected to cooperate and share information with others involved in a patient’s care, treatment and support while having regard to the patients’ rights to confidentiality.



		4.	Applicable Service Standards



		

4.1	Applicable national standards (e.g. NICE)



This specification intends and expects compliance with the relevant standards of quality and safety across all provided regulated activities.  This will be through registration with the Care Quality Commission.  The new system is focused on outcomes and places the views and experience of people who use services at the centre.  The new regulations are set out in the Health and Social Care Act 2008 (Regulated Activities) Regulations 2009 and the Care Quality Commission (Registration) Regulations 2009.  These regulations replace 1) National Minimum Standards and 2) Standards for Better Health.



4.2	Applicable standards set out in Guidance and/or issued by a competent body (eg Royal Colleges) 



British Committee for Standards in Haematology (previously referenced in a footnote)



)



www.nice.org.uk/guidance/NG158 Venous Thromboembolic Disease



https://www.nice.org.uk/Guidance/TA261 Rivaroxaban for the treatment of DVT





4.3	Applicable local standards



See Appendix 3, PACEF Bulletin Volume 10; Number 1 (Revised); March 2016.



Providers are responsible for nominating a Clinical Lead for this service and ensuring that all staff undertaking diagnostic tests and assessments are adequately trained and supervised, where required, to do so.



Safeguarding Adults and Children: The Provider shall comply with National guidance and the Commissioner’s policy for safeguarding and promoting the welfare of adults. This includes a written policy and all staff to undergo level one (as a minimum) safeguarding training, which includes how to make a referral, and who are the designated and named professionals.



4.3.1 Facilities



Providers must have policies in place that comply with current national guidelines.  This should include:



· Provision of an appropriate room fitted with a couch 

· Infection control

· Disposal of clinical waste 

· Equipment for resuscitation

· Provision of sterile surgical equipment and other consumables



4.3.2 Staffing



The provider will ensure that its employees and agents comply with all relevant legislation; codes of practice and regional and national guidance; and when required provide evidence of such compliance and the providers documentation.



The Provider will be responsible for employing adequate numbers of suitably trained and qualified staff to execute this contract and involve continuing professional development and registration.



4.3.3 Protocol



The contractor should have in place a protocol which outlines the actions and systems necessary to undertake the DVT service. This should define the roles and responsibilities of each individual involved in the programme and the timescales for delivery.



4.3.4 Accreditation and Training



The contractor must ensure that any health care professional who is involved in the DVT service has the necessary experience, skills and training with regard to assessment and management.  



Those clinicians who have previously provided services similar to that proposed for this service and who satisfy at appraisal and revalidation that they have such continuing medical experience, training and competence as  is necessary to enable  them to contract for  this service shall be deemed professionally qualified to do so.  All staff involved in delivering this service are required to be competent in the use of the D-dimer testing kits. If required, it is the Providers responsibility to organise this with the appropriate manufacturer.

 



		5.	Applicable quality requirements and CQUIN goals



		

5.1 Applicable quality requirements (See  Schedule 4 ) 







		6.	Location of Provider Premises



		

It is the obligation of the provider to secure premises for service delivery.  The provider has the opportunity to use their own facilities within a practice or access current NHS accommodation in Lincolnshire managed and accessed through NHS Property Services (to include premises owned by Lincolnshire Community Health Services, United Lincolnshire Hospital Trust and certain GP practices).



		7.	Individual Service User Placement



		























































ALGORITHM FOR DIAGNOSING DVT

(Taken from 2012 NICE Guidelines for VTE





Appendix 1

		Patient with signs or symptoms of DVT







		No

Proximal leg vein ultrasound scan ideally within 24 hours of being requested (see note 1)

Diagnose DVT and treat

Yes – see note 1

Yes

Was the repeat proximal leg vein ultrasound scan positive?

Repeat proximal leg vein ultrasound scan 6-8 days later

Interim treatment of Rivaroxaban or parenteral anticoagulant (if Rivaroxaban contraindicated)

Proximal leg vein ultrasound scan 

Offer proximal leg vein ultrasound scan

Was the D-Dimer test positive?

No

Was the proximal leg vein ultrasound scan positive?

Yes

No

D-Dimer Test

Diagnose DVT and treat

No

Yes

Was the proximal leg vein ultrasound scan positive?

No

Yes

Was the proximal leg vein ultrasound scan positive

D-Dimer Test

No

Yes

Yes

No

Yes

Was the D-Dimer test positive?

D-Dimer test

Is a proximal leg vein ultrasound scan available within 4 hours of being requested?



              



		Other causes excluded by assessment of general medical history and physical examination

DVT suspected













		Two-level DVT Wells score







		DVT likely ( 2 points)







		   DVT unlikely ( 1 point)

		





 















		Interim treatment of Rivaroxaban or parenteral anticoagulant (if Rivaroxaban contraindicated





		Is proximal leg vein ultrasound scan available within 4 hours of being requested? 



























		

Proximal leg vein ultrasound scan ideally within 24 hours of being requested (see note 1)

























		Advise the patient it is not likely they have DVT.  Discuss with them the signs and symptoms of DVT, and when and where to seek further medical help.  Take into consideration alternative diagnoses





No





		Note 1 – please refer to NICE Guidance.  Clinicians should use judgement and may wish to consider treatment with Rivaroxaban or parenteral anticoagulant pending a repeat scan.  This should also be a consideration if access to ultrasound is not possible within 24hrs i.e. weekend. Please note – this pathway is based on NICE Guidance but has been revised to reflect local availability and access to diagnostics, this is highlighted by the bold boxes and arrows which is likely to be the part of the pathway most used.







































































































Appendix 2



Management of Acutely Swollen Leg in the community

Contact & data recording sheet



		Provider:

		

		Case Identification:

		



		Presentation / History









		Modified Wells Probability Score



		CLINICAL FEATURE

		SCORE



		Active cancer (ongoing treatment or past 6 months)

		+1

		



		Paralysis or recent immobilisation of the lower limb

		+1

		



		Recently bedridden > 3 days or major surgery within 12 weeks

		+1

		



		Localised tenderness along distribution of the deep venous system

		+1

		



		Entire leg swollen

		+1

		



		Calf swelling >3cms compared to asymptomatic leg (10cms below tibial tuberosity)

		+1

		



		Pitting oedema (greater in symptomatic leg)

		+1

		



		Collateral superficial veins (non varicose)

		+1

		



		Previously documented DVT

		+1

		



		Alternative diagnosis likely

		-2

		



		Scores:

		2 or more = probability of DVT Likely

<2 = probability of DVT unlikely

		    Wells Score

		



		

D-Dimer test :   POSITIVE    or  NEGATIVE          Date Test Undertaken ____________________       

Delete accordingly                                                          





		OUTCOME:

Please tick one

		GP care



		EAU/Admit

		Ultrasound

		Discharge



		

Would you previously have admitted this patient to EAU/Medical ward?

		

YES OR NO

Delete accordingly



		

ULTRASOUND RESULT

Delete accordingly

		

POSITIVE    or   NEGATIVE





		

Rivaroxaban Initiated    Yes or No     Number of days treatment required ___________



		

LMWH Initiated          Yes or No                Number of doses of LMWH Required ____________





Prescribing and Clinical Effectiveness Bulletin



Volume 10; Number 1 (Revised)	                 				March 2016

GUIDANCE ON THE USE OF WARFARIN AND NEWER ORAL ANTICOAGULANTS FOR THE TREATMENT AND SECONDARY PREVENTION OF DEEP VEIN THROMBOSIS AND/OR PULMONARY EMBOLISM (REVISED SECOND EDITION)                                            	 

Key points

· NICE have recommended all four of the newer oral anticoagulants, apixaban (Eliquis), dabigatran etexilate (Pradaxa), edoxaban (Lixiana) and rivaroxaban (Xarelto), as options  for the treatment and secondary prevention of deep vein thrombosis (DVT) and/or pulmonary embolism (PE) after a diagnosis of acute DVT in adults.

· Current management of venous thromboembolism (VTE) requires the initiation of a low molecular weight heparin (LMWH) (e.g. enoxaparin or tinzaparin) for rapid anticoagulation overlapped with warfarin until an effective dose of warfarin is reached (determined using INR monitoring).

· Two of the newer oral anticoagulants, rivaroxaban and apixaban, remove the need for initial treatment with a LMWH, replacing two stage therapy with a single oral component and removing the need for the INR monitoring required with warfarin. By contrast, dabigatran and edoxaban can only be initiated for the treatment or prophylaxis of DVT or PE following at least 5 days treatment with a parenteral anticoagulant.

· In new patients, apixaban, dabigatran, edoxaban or rivaroxaban should be the preferred options in those with a suspected DVT (unless contraindicated) while awaiting and subject to Doppler confirmation. Apixaban, dabigatran, edoxaban or rivaroxaban are also preferred in those with a clear provoking event requiring three months’ treatment (e.g. combined oral contraceptive (COC), trauma, surgery, plaster cast, hormone replacement therapy). Patients should be reviewed at three months with a view to assessing the risks, benefits and need for a longer course where indicated (see Duration of treatment table below). Where a decision is taken to continue with anticoagulation, the anticoagulant originally prescribed should usually be continued unless there is good reason to change, for example due to poor tolerability or change in clinical circumstances.

· Increasingly newer oral anticoagulants are becoming the preferred option for these patients, unless contra-indicated.

· Apixaban, dabigatran, edoxaban or rivaroxaban are preferred in those taking medicines known to interact with warfarin and in those for whom regular INR monitoring is hard to access or problematic or where venapuncture is difficult. 

· Apixaban, dabigatran, edoxaban and rivaroxaban are contra-indicated in patients with active clinically significant bleeding and those with a lesion or condition at significant risk of major bleeding (e.g. current or recent gastrointestinal ulceration, presence of malignant neoplasms at high risk of bleeding, recent brain or spinal injury, recent brain, spinal or ophthalmic surgery, recent intracranial haemorrhage, known or suspected oesophageal varices, arteriovenous malformations, vascular aneurysms or major intraspinal or intracerebral vascular abnormalities), hepatic impairment  or severe renal impairment (creatinine clearance < 30ml/min).

· All four of the newer oral anticoagulants are broadly comparable in terms of cost with rivaroxaban emerging as the lowest cost agent following a recent price reduction.

· In new patients, warfarin remains the preferred option in those requiring a longer duration of treatment (i.e. longer than three months), although length of treatment is not always possible to predict from the outset.

· Warfarin is also preferred in those with severe renal impairment, those with a history of significant peptic ulcer disease, those with hypersensitivity to apixaban, dabigatran, edoxaban, rivaroxaban or their excipients and those with hepatic disease associated with coagulopathy and clinically relevant bleeding risk. 

· In existing patients, clinicians should consider apixaban, dabigatran, edoxaban or rivaroxaban as possible alternatives to treatment with warfarin in patients with poor INR control despite evidence that they are fully compliant with treatment, in patients allergic to or intolerant of coumarin anticoagulants or in patients on long-term LMWH therapy.

· An informed discussion should take place between the clinician and the patient about the risks and benefits of warfarin compared with newer oral anticoagulants prior to the initiation of therapy. Resources are provided to aid that discussion.

· NICE Technology Appraisals confirm that there is no direct trial evidence demonstrating that apixaban, dabigatran, edoxaban or rivaroxaban are superior to LMWH in patients with cancer. In the absence of evidence, existing NICE guidance to use LMWH for 6 months then assess risks and benefits still stands (see NICE CG extract in Appendix 3c).



SUMMARY OF PACEF DECISIONS RELATING TO NEWER ORAL ANTICOAGULANTS JANUARY 2016

		Drug

		Indication(s)

		Traffic Light and Joint Formulary Status



		Apixaban (Eliquis) 2.5mg tablet  (BMS/Pfizer)

		For the prevention of venous thromboembolism following elective hip or knee replacement surgery.

		RED

Complete course provided from within ULH

Approved for inclusion in Lincolnshire Joint Formulary for this indication.

NICE approved for this indication.



		Apixaban (Eliquis) 2.5mg and 5mg tablet  (BMS/Pfizer)

		For the prevention of stroke and systemic embolism in patients with non-valvular atrial fibrillation and at least one risk factor.

		GREEN subject to criteria.

Approved for inclusion in Lincolnshire Joint Formulary for this indication.

NICE approved for this indication.



		Apixaban (Eliquis) 2.5mg tablet  (BMS/Pfizer)

		For the treatment of DVT and PE and for the prevention of recurrent DVT and PE in adults.

		GREEN subject to criteria.

Approved for inclusion in Lincolnshire Joint Formulary for this indication.

NICE approved for this indication.



		Dabigatran (Pradaxa) 75mg and 110mg capsules (Boehringer Ingelheim)

		For the prevention of venous thromboembolism following elective hip or knee replacement surgery.

		RED

Complete course provided from within ULH

Approved for inclusion in Lincolnshire Joint Formulary for this indication.

NICE approved for this indication.



		Dabigatran (Pradaxa) 150mg capsules (Boehringer Ingelheim)

		For the prevention of stroke and systemic embolism in patients with non-valvular atrial fibrillation and at least one risk factor.

		GREEN subject to criteria.

Approved for inclusion in Lincolnshire Joint Formulary for this indication.

NICE approved for this indication.



		Dabigatran (Pradaxa) 110mg and 150mg capsules (Boehringer Ingelheim)

		For the treatment of DVT and PE and for the prevention of recurrent DVT and PE in adults.

		GREEN subject to criteria.

Approved for inclusion in Lincolnshire Joint Formulary for this indication.

NICE approved for this indication.



		Edoxaban (Lixiana) 60mg tablets (Dalichi Sankyo)

		For the prevention of stroke and systemic embolism in patients with non-valvular atrial fibrillation and at least one risk factor.

		RED-RED pending NICE and PACEF approval.

Approved for inclusion in Lincolnshire Joint Formulary for this indication.



		Edoxaban (Lixiana) 60mg tablets (Dalichi Sankyo)

		For the treatment of DVT and PE and for the prevention of recurrent DVT and PE in adults.

		GREEN subject to criteria.

Approved for inclusion in Lincolnshire Joint Formulary for this indication.

NICE approved for this indication.



		Rivaroxaban (Xarelto) tablets 2.5mg 

		For use in combination with aspirin plus clopidogrel or aspirin alone for prevention of atherothrombotic events after acute coronary syndrome s in patients with elevated cardiac biomarkers.

		GREEN 

Approved for inclusion in Lincolnshire Joint Formulary for this indication.

NICE approved for this indication.



		Rivaroxaban (Xarelto) tablets 15mg and 20mg 

		For the treatment of DVT and PE and for the prevention of recurrent DVT and PE in adults.

		GREEN subject to criteria.

Approved for inclusion in Lincolnshire Joint Formulary for this indication.

NICE approved for this indication.



		Rivaroxaban (Xarelto) tablets 10mg 

		For the prevention of  venous thromboembolism in patients undergoing hip or knee replacement surgery

		RED

Complete course provided from within ULH

Approved for inclusion in Lincolnshire Joint Formulary for this indication.

NICE approved for this indication.



		Rivaroxaban (Xarelto) tablets 20mg

		For the prevention of stroke and systemic embolism in patients with non-valvular atrial fibrillation and at least one risk factor

		GREEN subject to criteria

Approved for inclusion in Lincolnshire Joint Formulary for this indication.

NICE approved for this indication.







Introduction

Venous thromboembolism (VTE) is a condition in which a blood clot (a thrombus) forms in a vein, most commonly in the deep veins of the legs or pelvis. This is known as deep vein thrombosis, or DVT. The thrombus can dislodge and travel in the blood, particularly to the pulmonary arteries. This is known as pulmonary embolism, or PE. The term 'VTE' includes both DVT and PE. Venous thromboembolic diseases cover a spectrum ranging from asymptomatic calf vein thrombosis to symptomatic DVT. They can be fatal if they lead to PE, in which the blood supply to the lungs is badly blocked by the thrombus. Non-fatal VTE can cause serious long-term conditions such as post-thrombotic syndrome. Failure to diagnose and treat VTE correctly can result in fatal PE. Major risk factors for VTE include thrombophilia, a history of DVT, age over 60 years, surgery, obesity, prolonged travel, acute medical illness, cancer, immobility and pregnancy. 

It is the purpose of this special edition of the PACE Bulletin to update clinicians on recently published NICE guidance on the use of all four of the newer oral anticoagulant drugs for the treatment of DVT and prevention of recurrent DVT and PE and to provide supporting information to enable clinicians to hold informed discussion with patients on the risks and benefits of the different treatment options.





NICE guidance

Which of the newer oral anticoagulant drugs are now approved by NICE for the treatment of deep vein thrombosis and prevention of recurrent deep vein thrombosis and pulmonary embolism?

		Drug

		NICE Technology Appraisal

		NICE recommendation

		Authorised indication and dose



		Apixaban (Eliquis)

		NICE TA 341: Apixaban for the treatment and secondary prevention of deep vein thrombosis and/or pulmonary embolism (June 2015)

		NICE recommend the use of apixaban within its marketing authorisation as an option for treating and for preventing recurrent DVT and PE in adults.

		Apixaban (Eliquis) 2.5mg, 5mg and 10mg tablets are licensed for the treatment of DVT and PE and prevention of recurrent DVT and PE in adults.



For the treatment of acute DVT and treatment of PE the recommended dose is 10mg twice daily for the first 7 days followed by 5mg twice daily. Short duration therapy (at least 3 months) should be based on transient risk factors (e.g. recent surgery, trauma, immobilisation)



For the prevention of recurrent DVT and PE the recommended dose is 2.5mg twice daily should be initiated after completion of 6 months treatment on 5mg twice daily (or with an alternative anticoagulant).



No dose adjustment is necessary in patients with mild or moderate renal impairment. In severe renal impairment (creatinine clearance 15-29mL/ min) apixaban should be used with caution. In patients with creatinine clearance 

< 15mL/min or in patients undergoing dialysis, apixaban is not recommended.



		Dabigatran (Pradaxa)

		NICE TA327: Dabigatran etexilate for the treatment and secondary prevention of deep vein thrombosis and/or pulmonary embolism (December 2014)

		NICE recommend dabigatran as an option for the treatment and secondary prevention of deep vein thrombosis and/or pulmonary embolism in adults.

		Dabigatran (Pradaxa) 110mg and 150mg capsules are licensed for the treatment of DVT and PE and for the prevention of recurrent DVT and PE in adults. 



The recommended dose is 150mg twice daily following initial use of parenteral anticoagulant for at least 5 days. The duration of therapy should be based on individualised risk-benefit assessment. Short duration of therapy should be based on transient risk factors (e.g. recent surgery, trauma, immobilisation); longer durations should be based on permanent risk factors or idiopathic DVT or PE.



For patients aged 80 years or over, 110mg twice daily is recommended.



No dose adjustment is necessary in patients with mild renal impairment (CrCL 50 - < 80mL/min)



In moderate renal impairment (creatinine clearance 30-50mL/min) dose is 150mg twice daily. In patients at high risk of bleeding reduce to 110mg twice daily.



Treatment with dabigatran is contra-indicated in patients with severe renal impairment (creatinine clearance < 30mL/min).



		Edoxaban (Lixiana)

		NICE TA354: Edoxaban for treating and preventing deep vein thrombosis and pulmonary embolism (August 2015)

		NICE recommend the use of edoxaban as an option for treating and for preventing DVT and PE.

		Edoxaban (Lixiana) 60mg tablets are licensed for the treatment of DVT and PE and prevention of recurrent DVT and PE in adults.



The recommended dose is 60mg once daily following initial use of parenteral anticoagulant for at least 5 days. Edoxaban and initial parenteral anticoagulant should not be administered simultaneously.

The duration of therapy should be based on individualised risk-benefit assessment. Short duration of therapy should be based on transient risk factors (e.g. recent surgery, trauma, immobilisation); longer durations should be based on permanent risk factors or idiopathic DVT or PE.



In moderate to severe renal impairment (creatinine clearance 15-50mL/min) dose should be reduced to 30mg once daily.



In patients with creatinine clearance 

< 15mL/min or in patients undergoing dialysis, edoxaban is not recommended.



		Rivaroxaban (Xarelto)

		NICE TA 261: Rivaroxaban for the treatment of deep vein thrombosis and prevention of recurrent deep vein thrombosis and pulmonary embolism (July 2012)

		NICE recommend the use of rivaroxaban as an option for treating DVT and preventing recurrent DVT and PE after a diagnosis of acute DVT in adults.

		Rivaroxaban (Xarelto) 15mg and 20mg film coated tablets are licensed for the treatment of DVT and PE and for the prevention of recurrent DVT and PE in adults.



For the initial treatment of acute DVT, the recommended dose of rivaroxaban is 15mg twice daily for the first 21 days followed by 20mg once daily for continued treatment and prevention of recurrence.



A reduced dosage of 15mg twice daily for 21 days followed by 15mg once daily should be used in people with moderate (creatinine clearance 30-49ml/min) or severe (creatinine clearance 15-29ml/min) renal impairment.





Conventional Management

Conventional management of VTE is initiated with a low molecular weight heparin (LMWH) (e.g. enoxaparin or tinzaparin) for rapid anticoagulation overlapped with warfarin (a vitamin K antagonist (VKA) until an effective dose of warfarin is reached. Current UK practice indicates that the average treatment duration is 6 months. 

Two of the newer oral anticoagulants, rivaroxaban and apixaban, remove the need for initial treatment with a LMWH, replacing two stage therapy with a single oral component and removing the need for the INR monitoring required with warfarin. By contrast, dabigatran and edoxaban can only be initiated for the treatment or prophylaxis of DVT or PE following at least 5 days treatment with a parenteral anticoagulant.

Role of LMWH and warfarin

For new patients

Warfarin should be the preferred option in those:

· with severe renal impairment (creatinine clearance < 30mL/min). All four of the newer anticoagulants are potentially problematic in patients with renal impairment. Specific information on cautions, contra-indications and recommended dosage adjustments are tabulated above. NICE guidance on Chronic Kidney Disease states that for creatinine clearance between 30 and 50mL/min, apixaban is preferable to warfarin. Dosage adjustments for all four of the newer oral anticoagulants in patients with renal impairment are tabulated above.

· with a history of significant peptic ulcer disease (rates of major gastro-intestinal bleeding and GI symptoms are lower with warfarin than those reported with rivaroxaban).

· with hypersensitivity to apixaban, dabigatran, edoxaban, rivaroxaban or excipients.

· with hepatic disease associated with coagulopathy and clinically relevant bleeding risk including cirrhotic patients with Child Pugh B and C (all four of the newer anticoagulants are contra-indicated in this patient group).



Role of newer anticoagulants

For new patients

Newer oral anticoagulants should be the preferred option (unless contra-indicated) in those:

· with a suspected DVT while awaiting and subject to Doppler confirmation.

· with a clear provoking event likely to require three months’ treatment (e.g. combined oral contraceptive (COC), trauma, surgery, plaster cast, hormone replacement therapy)

· taking medicines known to interact with warfarin. The potential for drug, food and alcohol interactions with warfarin is well documented with numerous ‘black spot’ drug interactions listed in the BNF; the range of interacting medicines with newer oral anticoagulants is considerably narrower. A list of the drugs that are known to interact with newer oral anticoagulants is provided below.

· for whom regular INR monitoring is hard to access or problematic or where venapuncture is difficult. It is emphasized that the decision to initiate a patient on a newer oral anticoagulant within this context must be based on sound clinical reasoning and should not simply reflect the convenience of the patient or the practice. 



For existing patients 



Warfarin remains the anticoagulant of clinical choice.  Clinicians should consider a newer oral anticoagulant as a possible alternative to existing treatment with a vitamin K antagonist (VKA) in patients with: 

· Poor INR control despite evidence that they are fully compliant with treatment. Poor INR control is defined as Time in Therapeutic Range (TTR) of < 60% after 4 months in the presence of compliance. Poor INR control as a result of poor compliance is not considered to be sufficient reason to move to an alternative oral anticoagulant. INR monitoring enables assessment of compliance with warfarin; there is no comparable way to assess compliance with a NOAC. Poor compliers with warfarin are likely to be poor compliers with a NOAC.

· Allergy to or intolerable side effects with coumarin anticoagulants.

· On long-term LMWH therapy.



In addition, conversion from warfarin (or alternative VKA) to a NOAC may also be considered for patients:

· With a history of significant bleeding on warfarin. Although significant bleeding is a contra-indication for both warfarin and newer oral anticoagulants.

· With a history of stroke or transient ischaemic attack (TIA) while taking warfarin (providing there is no evidence of poor or non-compliance). Warfarin should be used with caution in recent ischaemic stroke and is contra-indicated in haemorrhagic stroke. Rivaroxaban is contra-indicated in recent intracranial haemorrhage and in acute coronary syndrome with prior stroke or TIA.

· For whom regular INR monitoring is hard to access. It is emphasized that the decision to initiate a patient on a new OAC within this context must be based on sound clinical reasoning as defined in this guidance and should not simply reflect the convenience of the patient or practice. 



All other patients who are well controlled and tolerant of warfarin (or another vitamin K antagonist) are not recommended to change. 











Duration of treatment

		Indication

		Duration



		Isolated calf-vein DVT

		If calf-vein DVT suspected re-scan at or within 7days to exclude proximal extension. Treat for 3 months if proven to be a symptomatic calf-vein clot.



		Venous thromboembolism provoked by surgery or other transient risk factor (e.g. combined oral contraceptive, pregnancy, trauma, plaster cast, hormone replacement therapy)

		3 months



		Confirmed proximal DVT or PE

		3 months. At 3 months, assess the risks and benefits of continuing treatment.



		Unprovoked PE

		At least 3 months, taking into account the patient's risk of VTE recurrence and whether they are at increased risk of bleeding. Long-term anticoagulation may be required.



		Unprovoked proximal DVT

		At least 3 months, if risk of VTE recurrence is high and there is no additional risk of major bleeding. Long-term anticoagulation may be required.



		Active cancer and confirmed proximal DVT or PE

		Continue LMWH for 6 months. At 6 months, assess the risks and benefits of continuing anticoagulation.







Treatment duration is based on the benefit of anticoagulation compared with the risk of bleeding. The main concerns with long-term anticoagulation with warfarin are:

· impact on people’s lifestyle (e.g. dietary restrictions, INR monitoring, drug interactions, anxiety over monitoring and dosage adjustment).

· resource use associated with regular INR monitoring



Clinical Effectiveness

NICE have concluded that:

· Apixaban is effective at treating VTE and is associated with fewer bleeds than warfarin.

· There is no demonstrable difference between dabigatran etexilate, warfarin and rivaroxaban in treating VTE and preventing recurrent events.

· Edoxaban is non-inferior to warfarin for VTE recurrence.

· Rivaroxaban is as effective as enoxaparin followed by a VKA for preventing VTE recurrence. 

Adverse Events

		

		Major bleeding

		Any bleeding

		Intracranial haemorrhage

		Notes



		Apixaban

		Fewer people taking apixaban in the AMPLIFY trial had a major bleed compared to enoxaparin/warfarin.

		Fewer people taking apixaban in the AMPLIFY trial had a clinically relevant non-major bleed compared to enoxaparin/warfarin.

		Lower incidence with apixaban compared to enoxaparin/warfarin.

		



		Dabigatran

		Fewer people taking dabigatran in the RE-COVER and RE-MEDY trials had a major bleeding event compared to warfarin.

		Lower incidence with dabigatran compared to warfarin

		Lower incidence with dabigatran compared to warfarin

		In RE-MEDY, more people had an acute coronary syndrome event with dabigatran compared with warfarin. This is now thought to be due to a protective effect of warfarin, rather than an adverse effect of dabigatran etexilate.



		Edoxaban

		Fewer people taking edoxaban had a major bleeding event compared to warfarin.

		Lower incidence with edoxaban compared to warfarin

		Lower incidence with edoxaban compared to warfarin

		



		Rivaroxaban 

		In EINSTEIN-DVT rivaroxaban was non-inferior to warfarin in terms of causing clinically relevant bleeding and may actually reduce deaths from all causes. 

		

		

		







The long-term safety and tolerability of NOACs is not yet known. Commonly reported adverse events with each of the NOACs are as follows:



Apixaban

The most commonly reported adverse event with apixaban is bleeding. In the VTEt studies, the overall incidence of adverse reactions related to bleeding with apixaban was 15.6% in the apixaban vs enoxaparin/warfarin study and 13.3% in the apixaban vs placebo study. Clinical experience locally suggests that these bleeding rates are higher than those observed in practice. Common adverse reactions reported from the VTEt studies were: haemorrhage, haematoma, epistaxis, GI haemorrhage, rectal haemorrhage, gingival bleeding, haematuria and contusion.



Dabigatran

The most commonly reported adverse event with dabigatran is bleeding. Bleeding was reported in 19.4% of patients in the DVT/PE prevention trial RE-MEDY and 10.5% of patients in the DVT/PE trial RE-SONATE. Other common adverse reactions in DVT/PE treatment and prevention with dabigatran include epistaxis, gastrointestinal haemorrhage, dyspepsia, rectal haemorrhage, skin haemorrhage and genitourological haemorrhage including haematuria. In moderate renal impairment (creatinine clearance 30-50mL/min) the dose of dabigatran is 150mg twice daily. In patients at high risk of bleeding the dose should be reduced to 110mg twice daily. Treatment with dabigatran is contra-indicated in patients with severe renal impairment (creatinine clearance < 30mL/min).



Edoxaban

The most commonly reported adverse events associated with edoxaban relate to bleeding. Commonly reported adverse events in the Hokusai-VTE study include anaemia, epistaxis, lower GI haemorrhage, upper GI haemorrhage, oral/pharyngeal haemorrhage, nausea, blood bilirubin increase, gammaglutamyltransferase increase, skin haemorrhage, rash, pruritis, macroscopic haematuria/urethral haemorrhage, vaginal haemorrhage, puncture site haemorrhage and abnormal liver function tests.



Rivaroxaban 

The most common adverse events reported with rivaroxaban in EINSTEIN-DVT and EINSTEIN-Ext were headache, pain in extremity, nasopharyngitis and nosebleed. Approximately 4% of patients in the rivaroxaban group experienced side effects. Rivaroxaban is associated with comparable rates of clinically relevant bleeding to enoxaparin and a VKA; unsurprisingly, rivaroxaban is associated with higher numbers of bleeding events than placebo. Clinical experience locally suggests that these bleeding rates are lower than those observed in practice. Other common side effects include anaemia, GI haemorrhage, abdominal pain, diarrhoea, dyspepsia and hepatic dysfunction. For rivaroxaban caution is required in patients with severe renal impairment (creatinine clearance < 30mL/min) or moderate hepatic impairment. It is not recommended in patients with a creatinine clearance of less than 15mL/min.



Contra-indications to NOACs

· Severe hepatic impairment or liver disease expected to affect survival.

· Prosthetic heart valves. 

· Moderate to severe mitral stenosis. 

· Severe renal impairment, end stage renal disease or dialysis. 

· Active clinically significant bleeding.

· Impaired haemostasis. 

· Condition at significant risk of major bleeding (including hepatic disease associated with coagulopathy).

· Haemodynamically unstable pulmonary embolism. 

· Pulmonary embolism requiring thrombolysis or embolectomy. 

· Uncontrolled severe hypertension. 

· Acute coronary syndrome with prior stroke or transient ischaemic attack. 

· Hip fracture surgery. 

· Pregnancy and lactation.



Patients with active cancer



		NICE TA

		Evidence in patients with active cancer

		Recommendation



		NICE TA 341: Apixaban for the treatment and secondary prevention of deep vein thrombosis and/or pulmonary embolism (June 2015)

		There are insufficient data to assess the effectiveness and safety of apixaban in people with active cancer who have DVT or PE.

		Standard treatment for VTE in people with cancer is LMWH. In the absence of evidence, existing NICE guidance to use LMWH for 6 months then assess risks and benefits still stands



		NICE TA327: Dabigatran etexilate for the treatment and secondary prevention of deep vein thrombosis and/or pulmonary embolism (December 2014)

		There are insufficient data to assess the effectiveness and safety of dabigatran etexilate in people with active cancer who have DVT or PE.

		Standard treatment for VTE in people with cancer is LMWH. In the absence of evidence, existing NICE guidance to use LMWH for 6 months then assess risks and benefits still stands



		NICE TA354: Edoxaban for treating and preventing deep vein thrombosis and pulmonary embolism (August 2015)

		A small number of people with cancer were included in the pivotal trial, but no subgroup analysis was presented to NICE. There is no comparative evidence between edoxaban and current best practice available. Existing trial evidence does not provide relevant data for people with cancer who experienced VTE.

		Standard treatment for VTE in people with cancer is LMWH. In the absence of evidence, existing NICE guidance to use LMWH for 6 months then assess risks and benefits still stands



		NICE TA 261: Rivaroxaban for the treatment of deep vein thrombosis and prevention of recurrent deep vein thrombosis and pulmonary embolism (July 2012)

		Confirms that there is no direct trial evidence demonstrating that rivaroxaban is superior to LMWH in patients with cancer. Makes no specific recommendations, but recognizes the disadvantages of currently available treatment (e.g. regular injections which some patients choose to decline).

		Standard treatment for VTE in people with cancer is LMWH. In the absence of evidence, existing NICE guidance to use LMWH for 6 months then assess risks and benefits still stands







There is no direct trial evidence demonstrating that any of the newer oral anticoagulant drugs are superior to LMWH in patients with cancer. In the absence of evidence, existing NICE guidance to use LMWH for 6 months then assess risks and benefits still stands.

Patients who are pregnant or breast-feeding

Warfarin should be avoided in pregnancy wherever possible. It does not pass into breast milk in significant amounts and appears to be safe for the breast feeding infant. However, there is a risk of haemorrhage, particularly where there is vitamin K deficiency.  Nonetheless, in women with a history of recurrent VTE or PE, anticoagulation may need to be considered and warfarin is preferred. After delivery, warfarin should be delayed until risk of haemorrhage is low, usually after 5 to 7 days. Warfarin is contra-indicated within 48 hours postpartum. LMWHs are safe in breast feeding mothers and are preferred. All four of the newer oral anticoagulants are contraindicated during breast feeding (see table).



		Drug

		Advice  in pregnancy

		Advice in breast-feeding mothers



		Apixaban (Eliquis)

		Animal studies do not indicate direct or indirect harmful effects with respect to reproductive toxicity. There is no data on use in pregnant women. Apixaban is not recommended in pregnancy.

		It is unknown whether apixaban or its metabolites are excreted in human milk. Available data in animals has shown excretion of apixaban in breast milk. Where apixaban is indicated, a decision must be made to either discontinue breast-feeding or discontinue/abstain from apixaban therapy.



		Dabigatran (Pradaxa)

		Associated with reproductive toxicity in animals and should not be used during pregnancy unless clearly necessary.

		There is no clinical data on the effect of dabigatran on infants during breast-feeding; in the interests of safety, breast-feeding should be discontinued during treatment with dabigatran.



		Edoxaban (Lixiana)

		Studies in animals have shown reproductive toxicity. Safety and efficacy have not been established in pregnant women. Edoxaban is contra-indicated during pregnancy.

		Safety and efficacy have not been established in breast-feeding women. Edoxaban is contra-indicated during breast-feeding.



		Rivaroxaban (Xarelto)

		Studies in animals have shown reproductive toxicity. Safety and efficacy have not been established in pregnant women. Rivaroxaban is contra-indicated during pregnancy.

		Safety and efficacy have not been established in breast-feeding women. Rivaroxaban is contra-indicated during breast-feeding.







Discussing risks and benefits with the patient



An informed discussion should take place between the clinician and the patient about the risks and benefits of warfarin compared with newer oral anticoagulants. Key topics for discussion between clinician and patient include:



· lack of long term safety data with newer oral anticoagulants.

· issues concerning reversibility. There is currently no licensed product available to rapidly reverse the effects of NOACs in the event of major bleeding. Idarucizumab (Praxbind) was recently licensed in the EU for reversal of bleeding associated with dabigatran and is expected to be launched in the UK shortly. Other agents are in development and are set to follow.

· the principles used in patient selection (see above).

· the potential option to convert the patient to a newer oral anticoagulant (if appropriate), if TTR is  < 60% after 4 months in the presence of compliance.

· the crucial importance of full compliance. Studies have revealed a gradual deterioration in compliance with therapy against time with an associated increase in VTE event rate.



PACEF Comment:

In the absence of INR monitoring, it is difficult to confirm objectively whether or not the patient is fully compliant with NOAC therapy. Prescribers are reminded that each medication review should confirm that the patient is taking all of their medicines as prescribed, especially those like NOACs where full compliance is so crucial. Requests for repeat prescriptions received earlier or later than expected may be a useful indicator of poor adherence.





Cost

		

		Dose

		Cost of treatment



		Apixaban (Eliquis) tablets

		10mg twice daily for 7 days  followed by 5mg twice daily  (acute DVT/PE)

		£26.60 (7 days)

£159.60 (3 months)

£319.20 (6 months)



		Apixaban (Eliquis) 2.5mg and 5mg tablets

		After completion of 6 month regime detailed above, 2.5mg twice daily (prevention of recurrent DVT and PE)

		£478.80 (9 months)

£638.40 (12 months)



		Dabigatran (Pradaxa) 110mg capsules

		110mg twice daily (treatment or prevention of DVT and PE in patients aged 80 and over)

		£61.50 (28 days)

£199.87 (3 months)

£399.75 (6 months)

£799.50 (12 months)



		Dabigatran (Pradaxa) 150mg capsules

		150mg twice daily (treatment or prevention of DVT and PE)

		£61.50 (28 days)

£199.87 (3 months)

£399.75 (6 months)

£799.50 (12 months)



		Edoxaban  (Lixiana) 60mg tablets

		60mg once daily 

		£58.80 (28 days)

£191.10 (3 months)

£382.20 (6 months)

£764.40 (12 months)



		Rivaroxaban (Xarelto) 15mg  and 20mg tablets 

		15mg twice daily for the first 21 days followed by 20mg once daily for continued treatment and prevention of recurrence.



		£75.60 (21 days)

£190.00  (3 months)

£341.20 (6 months)

£694.00 (12 months)







PACEF Comment

Recent price reductions mean that apixaban and rivaroxaban are emerging as the lowest cost agents with apixaban currently lowest cost. Both drugs are preferred at ULH and are widely prescribed in county. Further price changes may be announced over the coming months. 

Cost Effectiveness

NICE have concluded that apixaban, dabigatran, edoxaban and rivaroxaban represent a clinical and cost-effective option in patients for whom treatment is indicated for up to 12 months and beyond. The NICE cost model takes into account INR costs, but NICE acknowledge that this is difficult to model due to variation in INR costs across the country.

Drug interactions

Apixaban, dabigatran, edoxaban and rivaroxaban interact with the following drugs: 

· strong inhibitors of CYP3A4 and P-gp such as azole antifungals (ketoconazole, itraconazole, posaconazole, voriconazole) and HIV protease inhibitors (e.g. ritonavir).

· weaker inhibitors of CYP3A4 and P-gp (e.g. diltiazem, naproxen, amiodarone, verapamil, quinidine)

· P-gp inhibitors (e.g. Amiodarone, verapamil, quinidine, ketoconazole, dronedarone, clarithromycin and ticagrelor).

· ciclosporin and tacrolimus.

· inducers of CYP3A4 and P-gp (e.g. rifampicin, phenytoin, carbamazepine, phenobarbital and St John’s wort).



Care should be taken if patients are treated concurrently with newer oral anticoagulants and other drugs that affect haemostasis (e.g. NSAIDs, aspirin or other antiplatelet drugs). Newer oral anticoagulants should not be given concurrently with any other anticoagulant agent (e.g. unfractionated heparin, low molecular weight heparins (enoxaparin, dalteparin etc), oral anticoagulants (warfarin, other NOACs)) except under circumstances of switching therapy to or from a NOAC or when UFH is given at doses necessary to maintain a patent central venous or arterial catheter.

Treating superficial vein thrombosis/thrombophlebitis near a deep vein

14 to 28% of patients with superficial vein thrombosis/thrombophlebitis near a deep vein will have co-existing DVT or PE. Unless it is a short segment in association with varicose veins, patients should have a Doppler ultrasound scan. If the clot is found to be within or at 3cm from a junction with DVT, treat as DVT (see above); if the clot is more than 3cm from a junction with DVT and extensive, a prophylactic dose of LMWH is recommended (e.g. enoxaparin 40mg by SC injection every 24 hours for 6 weeks). If the clot is between 3cm and 5cm from a junction with DVT, manage with a non-steroidal anti-inflammatory (ibuprofen or naproxen) with or without topical heparinoid 0.3% cream (Hirudoid) for one week. A treatment algorithm is provided as an Appendix to aid decision making.

Monitoring

Renal function should be assessed by calculating the CrCl prior to initiation of treatment to exclude patients with severe renal impairment. While on treatment, renal function should be assessed at least once a year.

Guidance on switching

		Warfarin to apixaban

		When converting patients from warfarin (or another VKA) to apixaban, discontinue warfarin/other VKA and start apixaban when the INR is < 2.0.



		Apixaban to warfarin

		When converting patients from apixaban to VKA therapy, continue administration of apixaban for at least 2 days after beginning VKA therapy. After two days of co-administration of apixaban with VKA therapy, obtain an INR prior to the next scheduled dose of apixaban. Continue to co-administer apixaban and VKA therapy until the INR is > 2.0.



		Warfarin to dabigatran

		The VKA should be stopped and dabigatran given as soon as the INR is < 2.0.



		Dabigatran to warfarin

		Adjust the starting time of the VKA based on CrCL. If CrCL is > 50mL/min, start VKA three days before discontinuing dabigatran. If CrCL > 30 - < 50mL/min start VKA two days before discontinuing dabigatran. Interpret INR values with caution as the INR will better reflect the VKAs effect only after dabigatran has been stopped for at least 2 days.



		Warfarin to edoxaban

		Discontinue the VKA and start edoxaban when the INR is < 2.5.



		Edoxaban to warfarin

		For patients on a 60mg dose of edoxaban, give 30mg once daily together with an appropriate VKA dose. For patients on a 30mg dose, give 15mg once daily together with an appropriate VKA dose. Once an INR > 2.0 is achieved, edoxaban should be discontinued.



		Warfarin to rivaroxaban



		When switching warfarin (or another VKA) to rivaroxaban, the VKA should be stopped and the rivaroxaban initiated as soon as the INR is < 3.0. When converting from warfarin to rivaroxaban, INR levels are likely to be falsely elevated after initiation of rivaroxaban. The INR is not a valid measurement of the anticoagulant activity of rivaroxaban and should not be used for this purpose.



		Rivaroxaban to warfarin





		Switching rivaroxaban to warfarin requires the rivaroxaban and the warfarin to be given concurrently until the INR is > 2. For the first two days of the conversion period, give standard initial dosing of warfarin, followed by guidance from INR testing. While patients are on both drugs, the INR should not be tested earlier than 24 hrs after the warfarin dose BUT prior to next dose of rivaroxaban (as stated above rivaroxaban may contribute to an elevated INR). There is a risk of underdosing if this procedure is not followed. 







Laboratory results in patients on rivaroxaban

1. The INR is not a valid or useful test for rivaroxaban.

2. The Activated Partial Thromboplastin Time (APTT) is not sensitive to rivaroxaban and cannot be used to assess anticoagulant effect.

3. The Prothrombin Time (PT) is sensitive to rivaroxaban. For most laboratories, a normal level of PT excludes a therapeutic intensity of anticoagulation but cannot exclude a prophylactic level effect. 

4. Apixaban does not affect APTT or PT; a patient may have therapeutic levels associated with a normal clotting screen.

5. Neither of these laboratory tests can be used to determine the drug level. Where this is required, contact the Haematology Consultant for further advice.

6. Effect on other clotting tests: 

· D-dimer results are low (as with all anticoagulants). 

· these agents do not cause thrombocytopenia (HIT)



Reversal of NOACs

Studies in human volunteers have shown that Prothrombin Complex Concentrate (PCC) can reverse the laboratory abnormalities caused by rivaroxaban, but not dabigatran. However both drugs are associated with a non-linear relationship between prolongation of coagulation tests and bleeding tendency and drug levels and it remains uncertain whether PCC is a clinically effective method of reversing these drugs. ULH have developed a hospital policy for dealing with rivaroxaban related bleeding problems that includes use of PCC. New reversal agents are in various stages of development with idarucizumab (Praxbind) for reversal of dabigatran recently licensed in the EU and due for launch shortly.



Peri-operative Management of the Novel Oral Anticoagulants (NOACs) 



(Further updated guidance will be published soon).
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Appendix 3a: Summary of Benefits and Risks - Warfarin vs Newer Oral Anticoagulants

		

		Benefits 

		Risks



		Effectiveness

		LMWH followed by warfarin remains a well-proven first line therapy. There is no evidence that patients with good INR control will not achieve comparable outcomes to those using newer oral anticoagulants.

NICE have concluded that:

Apixaban is effective at treating VTE and is associated with fewer bleeds than warfarin.

There is no demonstrable difference between dabigatran etexilate, warfarin and rivaroxaban in treating VTE and preventing recurrent events. Edoxaban is non-inferior to warfarin for VTE recurrence. Rivaroxaban is as effective as enoxaparin followed by a VKA for preventing VTE recurrence.

		



		INR Monitoring

		INR monitoring enables assessment of compliance with warfarin.



Newer oral anticoagulants do not require INR monitoring. A more stable level of anticoagulation is achieved.

		Patients can be inconvenienced by the demands of routine INR monitoring.



As NOACs do not require INR monitoring, assessment of compliance will have to be undertaken by other means. Patients with poor compliance may be at greater risk of thromboembolic complications with NOACs as the shorter half-life will potentially result in more time with insufficient levels of anticoagulation.



		Management of major bleeding

		It is easier to manage major bleeding with patients on warfarin. The anticoagulant effect is easier to measure and rapid reversal can be achieved with vitamin K and prothrombin complex concentrates.

		Managing major bleeding in patients on NOACs is more difficult. There is currently no licensed product available to rapidly reverse NOACs although prothrombin complex has been used successfully.



		Long-term safety

		Warfarin has been in clinical use for over 60 years and long term safety risk is well understood. 

		The long-term safety profile of NOACs is still not fully understood. There are significant risks in exposing a wider population to NOACs before long-term safety has been fully evaluated. Safety concerns have been raised around dabigatran and rivaroxaban and more safety data is continuing to emerge as levels of prescribing increase worldwide.



		Interactions

		There are fewer potential interactions with other medication, alcohol and diet with NOACs.

		There are many complicating interactions with other medication, alcohol and diet with warfarin.



		Onset of action 

		There is a rapid onset of action (2-4 hours after first dose) with rivaroxaban. . 

		Rivaroxaban should be used with caution post-surgery.





		Offset of action

		There is a rapid offset of action. Therapeutic effect is lost within 24-48 hours post-dose with rivaroxaban.

		Rivaroxaban has a half-life of 5 to 9 hours in young patients and 11 to 13 hours in elderly patients. Poor compliance could be potentially disastrous exposing the patient to a greater risk of thromboembolic complications









Appendix 3b: NICE Clinical Guideline: Venous thromboembolic diseases: the management of venous thromboembolic diseases and the role of thrombophilia testing (June 2012) 



Annotated Extract

Please note that this CG predates the publication of NICE Technology Appraisals of the newer oral anticoagulants and provides no specific guidance on the use of the newer agents within this context. The text of this Bulletin provides guidance on when LMWH/ warfarin or a NOAC should be the preferred option.



Pharmacological interventions 



Deep vein thrombosis or pulmonary embolism



1.2.1.  Offer a choice of low molecular weight heparin (LMWH) or fondaparinux to patients with  

           confirmed proximal DVT (i.e. above knee DVT) or PE, taking into account co-morbidities, 

           contraindications and drug costs, with the following exceptions:

· For patients with severe renal impairment or established renal failure (estimated glomerular filtration rate [eGFR] <30 ml/min/1.73 m2) offer unfractionated heparin (UFH) with dose adjustments based on the APTT (activated partial thromboplastin time) or LMWH with dose adjustments based on an anti-Xa assay.

· For patients with an increased risk of bleeding consider UFH.

· For patients with PE and haemodynamic instability, offer UFH and consider thrombolytic therapy.



Start the LMWH, fondaparinux or UFH as soon as possible and continue it for at least 5 days or until INR is 2 or above for at least 24 hours, whichever is longer.



1.2.2.  Offer LMWH to patients with active cancer and confirmed proximal DVT or PE and continue the LMWH for 6 months. At 6 months, assess the risks and benefits of continuing anticoagulation.



1.2.3.  Offer a VKA to patients with confirmed proximal DVT or PE within 24 hours of diagnosis and continue the VKA for 3 months. At 3 months, assess the risks and benefits of continuing VKA treatment.



1.2.4.  Offer a VKA beyond 3 months to patients with an unprovoked PE, taking into account the patient's risk of VTE recurrence and whether they are at increased risk of bleeding. Discuss with the patient the benefits and risks of extending their VKA treatment.



1.2.5.  Consider extending the VKA beyond 3 months for patients with unprovoked proximal DVT if their risk of VTE recurrence is high and there is no additional risk of major bleeding. Discuss with the patient the benefits and risks of extending their VKA treatment.





















Appendix 3c: Treating superficial vein thrombosis/thrombophlebitis near a deep vein



[image: ]
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[bookmark: _Toc343591382]Service Specifications





		Service Specification No.

		



		Service

		Administration of Gonadorelins - LHRH Analogues (including any new licensed drugs).



		Commissioner Lead

		NHS Lincolnshire CCG 



		Period

		1st April 2022 – 31st March 2023



		Date of Review

		March 2022 (Date review only, as full review delayed due to COVID 19 Pandemic)  







		1.	Population Needs



		

1.1 Context



There is 1 Clinical Commissioning Group (CCG) in Lincolnshire working to improve the delivery of healthcare and to improve the health of our population.



1.2 The Clinical Commissioning Groups – Localities - Local Context and Summary Statistics



[bookmark: _Hlk98329449]Lincolnshire West

· This locality has 29 practices

· The locality’s registered population in January 2022 is approximately 243,115

· The locality's registered population live in 3 different lower tier Local Authorities 

· This locality's main provider is United Lincolnshire Hospitals NHS Trust 

· The locality is not significantly different to the national average in terms of life expectancy at birth, of males (79.2 years) and females (83.1 years) 

· This locality has a slightly higher prevalence of income deprivation and unemployment compared to the England average, with the second highest rate amongst the Lincolnshire localities. 

· This locality has a higher prevalence of cancer, diabetes, coronary heart disease, stroke and respiratory disease compared to the England average. This may partly reflect the older age profile of the LW area population.



South-West Lincolnshire:

· This locality has 17 practices 

· The locality’s registered population in January 2022 is 136,309 

· The locality’s registered population live in 2 different lower tier Local Authorities 

· The locality is slightly higher than the England average life expectancy for both females (83.3 years) and males (79.9 years) with the overall premature mortality rate (deaths<75years) lower than that in England. 

· The locality has relatively low levels of deprivation, poverty and unemployment compared to other areas in Lincolnshire. 

· This locality has a higher prevalence in relation to some long-term conditions for example diabetes in adults, (7.4%) compared to than in England (6.7%)

· This locality's main provider is United Lincolnshire Hospitals NHS Trust 



Lincolnshire East:

· This locality has 25 practices within 3 areas, Skegness and Coast, East Lindsey, and Boston

· Their total registered population at January 2022 is 250,051

· The locality’s registered population live in 3 lower tier Local Authorities.

· Life expectancy at birth in this locality is lower than the national average for males (78.2 years), and for females (82.2 years), and the lowest among the Lincolnshire localities.

· Lincolnshire East locality has a higher prevalence of income deprivation and unemployment compared to the England average, with the highest rate among the Lincolnshire localities.

· This locality has an older profile than the England average, and the oldest of the Lincolnshire localities. There are a higher proportion of people aged 65 years and older.

· The prevalence of cancer, diabetes, coronary heart disease, stroke and respiratory disease are all higher in this locality than the England average. This may partly reflect the older age profile of the local population.

· The locality’s main providers are United Lincolnshire Hospitals NHS Trust and North Lincolnshire and Goole NHS Trust 



South Lincolnshire: 

· This locality has 14 practices

· Their total registered population at January 2022 is 178,792 

· The locality's registered population live in 2 different lower tier Local Authorities 

· Overall life expectancy at birth in the locality is significantly higher than the England average for both females (83.6years) and males (80.3%years) with the overall premature mortality rate (deaths <75years) is significantly lower than that for England.

· The locality has relatively low levels of deprivation, although there are some differences across the locality.  The highest levels of deprivation are in Long Sutton and Sutterton and the lowest levels in Stamford and Market Deeping.

· The locality has a higher prevalence in relation to some long-term conditions for example diabetes in adults, (7.5%) compared to that in England (6.7%) 

· This locality's main provider is North West Anglia NHS Foundation Trust 



1.3 Key challenges facing Lincolnshire 



· Changing demographics for Lincolnshire (inward migration, increasing birth rate, ageing population, health inequalities) will place challenges upon public and community services. 

· Public perceptions and expectations of public sector services, when seeking to reduce health inequalities 

· Economic and health inequalities with low-wage economies (whether urban or rural) and ill-health being related. 

· Children’s health and lifestyles e.g. breast-feeding, accidents and injuries, smoking, sexual health, mental health and obesity. 

· Poor transport and highways infrastructure (no motorways). 

· An ageing population over the next 20 years will provide challenges in relation to 

· Long term health conditions, residential and hospital care and mental health, most notably dementia. 

· Inequalities for people with disabilities, including those with learning disabilities. 

· Prevention relating to smoking, alcohol, obesity and maintaining independence is crucial. 

· Protection of the public from environmental and health emergencies remain important in Lincolnshire. 



Further information on the locality can be found at the following: 



Lincolnshire Research Observatory http://www.research-lincs.org.uk/ 





		2.	Outcomes



		

2.1	NHS Outcomes Framework Domains & Indicators



		Domain 1

		Preventing people from dying prematurely

		



		Domain 2

		Enhancing quality of life for people with long-term conditions

		X



		Domain 3

		Helping people to recover from episodes of ill-health or following injury

		X





		Domain 4

		Ensuring people have a positive experience of care

		X



		Domain 5

		Treating and caring for people in a safe environment and protecting them from avoidable harm

		X









2.2	Local defined outcomes



The Commissioner wishes to ensure that the administration of gonadorelins 

is readily available in Primary Care, where an appropriate shared care agreement is in place between secondary care and the practice provider.  A Practice based service will provide more convenient and timely care to the patient.  



It has been recognised that the administration of gonadorelins, previously a predominantly hospital based treatment, in primary care has significant benefits to patients which include:

· Greater patient convenience.

· Timely service – able to provide urgent same day sampling.

· Minimal travel.

· Available expertise is shared via a protocol between primary and secondary care, through improved integration

· Holistic approach to patient care.



The following principles underpin the service:



· The majority of care should take place as close to the patient’s home as possible.

· Practices work in partnership with secondary care to provide a comprehensive local service.



Where GP practices do not wish to provide the service other providers will be available to provide in the locality.



		3.	Scope



		

3.1	Aims and objectives of service



Prostate Cancer - patients with an established diagnosis of carcinoma of prostate.



a. Gonadorelins – LHRH Analogues are synthetic lutenising hormone releasing hormone (LHRH) analogues administered by subcutaneous depot injection. LHRH is normally released by the hypothalamus in a pulsatile manner.  Chronic administration of these synthetic hormones produces an initial rise (hormonal flare) then within a few weeks, a fall in pituitary derived Lutenising hormone.


In men this results in a reduction in testosterone production to levels equivalent to castrate levels for the duration of treatment.



b. As most tumours are testosterone dependent this can retard or halt tumour growth.



c. This treatment is supported by a strong evidence base see Guidelines on the Management of Prostatic Carcinoma from British association of Urological surgeons 2013 and NICE Guidance CG 131. 



d. The entire course of treatment is usually given in primary care under the supervision of a consultant urologist or oncologist by informal shared care arrangements (i.e. a written protocol may not exist). However for the purpose of this service we will assume the following allocation of responsibilities which reflect common UK practice:



e. The consultant should:



i. Assess the need for LHRH analogue treatment

ii. Recommend treatment with an LHRH analogue 

      iii   Liaise with the GP/Provider to agree to share care

      iv  Prescribe 3 weeks treatment of bicalutamide at commencement of treatment 

      v   Review the patient, 3-6 monthly (while still under secondary care)

f.  The GP/Provider should:



i. Prescribe the recommended LHRH analogue - with reference to PACE bulletin Vol 10 No 15 PACE_Bulletin_Vol_10_No_15_Dec16_Gonadorelin_Analogues.pdf (lincolnshire-pacef.nhs.uk) 

ii. Administer the recommended LHRH analogue (this may be delegated to suitably trained GP or practice nurse).

iii. Liaise with the consultant regarding any complications

iv. Record any side effects and/or complications

v. Regulary review the patient to monitor PSA levels and refer back to consultant with concerns.



g.     Recommended dosage & preparations & administration:


i. During the first 1-2 weeks of treatment in non-castrated patients, there may be a progression of the prostate cancer. If present in the spine this can result in cord compression.  Therefore anti-androgen therapy is required for 2 weeks prior to commencement and for the first week of therapy. Bicalutamide 50mg daily is recommended (total of 3 weeks). This should be prescribed by the consultant; GPs should ensure that treatment with an LHRH analogue does not commence unless this has been strictly adhered to.



ii. Treatment may continue for up to 3 years – and beyond if remaining responsive.

iii. - Leuprorelin (Prostap® SR/Prostap® 3) - By subcutaneous or intramuscular injection 3.75mg every 28 days. The 11.25mg preparation is subcutaneously every 12 weeks.

iv. Triptorelin Decapeptyl® SR/Gonapeptyl Depot®) - Decapeptyl® SR – by intramuscular injection 3mg every 4 weeks.  The 11.25mg preparation is every 3 months or 22.5mg every 6 months.  Gonapeptyl Depot® - by subcutaneous or intramuscular injection 3.75mg every 4 weeks.

v. Goserelin (Zoladex®/Zoladex LA®) - By subcutaneous injection into the anterior abdominal wall. Recommended dose is 3.6mg every 28 days or 10.8mg every 12 weeks.



Endometriosis -  patients with an established diagnosis of endometriosis, or pelvic pathology under the recommendation of a consultant.



a. The aims of treatment of endometriosis are to relieve symptoms & improve fertility (if desired).  Treatment can include surgery, division of adhesions, and ablation of endometriotic deposits or be medical, using drug therapy to inhibit growth of endometriotic tissue. Drug treatments include the oral contraceptive pill, danazol and use of LHRH analogues.



b. LHRH analogues induce a hypo-oestrogenic state by inhibiting FSH and LH release. They have been shown to alleviate symptoms & reduce the size and number of endometriotic deposits.


c. The use of LHRH analogues in the treatment of endometriosis is fully supported by the European Society of Human Reproduction and Embryology Management of Women with Endometriosis Sept 2013. 


d. The entire course of treatment may be administered in General Practice under the supervision of a consultant gynaecologist. Treatment is usually for a maximum of 6 months, however in certain circumstances the duration of treatment may be extended by the addition of “add back” HRT on specialist advice. Treatment and repeat treatments should not be initiated by primary care.



e. The consultant is responsible for:

i. Recommendation of treatment options after referral

ii. Provision of prescribing advice to the GP

iii. Reporting any adverse effects to the CSM

iv. Reviewing the patient after 3-6 month intervals.


f. The GP will be responsible for:

i. Prescribing & administration of LHRH analogue 

ii. Reporting of adverse effects to the consultant & CSM

iii. Reporting to & seeking advice from the consultant on any aspects of patient care which may affect treatment.


g. Recommended dosage and administration:



i. These agents should be used for a maximum of 6 months only. 

ii. Goserelin (Zoladex®) - By subcutaneous injection into the anterior abdominal wall. Recommended dose is 3.6mg every 28 days.

iii. Leuprorelin (Prostap® SR) - By subcutaneous or intramuscular injection 3.75mg in the first 5 days of menstrual cycle and then every 28 days, or 11.25mg by intramuscular injection in the first 5 days of menstrual cycle and every 3 months.

iv. Triptorelin (Decapeptyl®SR) - By intramuscular injection 3mg every 4 weeks or 11.25mg every 3 months.


Breast Cancer - patients with an established diagnosis of ER+ve Breast cancer in a pre or peri-menopausal woman, who have chosen not to have chemotherapy.



a. Goserelin is a synthetic luteinising hormone releasing hormone (LHRH) analogue administered by subcutaneous depot injection. LHRH is normally released by the hypothalamus in a pulsatile manner. Chronic administration of Goserelin produces an initial rise (hormonal flare) then, within a few weeks, a fall in pituitary derived luteinising hormone.

In women this produces ovarian suppression and a fall in serum oestrogen to post-menopausal levels.


b. Goserelin may be used in the management of hormone sensitive (ER+ve) pre-menopausal breast cancer in the following situations:

i. Adjuvant therapy prior to or after potentially curable breast surgery

ii. Therapy of slow growing locally advanced or metastatic disease

iii. Neo-adjuvant therapy of large operable disease prior to breast surgery (rare).


c. The entire course of treatment may be administered in General Practice under the supervision of an Oncologist / Specialist breast surgeon.


d. This therapy is evidence based see NICE Guidance CG101 Early and locally advanced breast cancer 2018.



e. The consultant will:

i. Assess the need for LHRH analogue treatment

ii. Recommend treatment with Goserelin

iii. Liaise with the GP to agree to share care




f. The GP will:

i. Prescribe Goserelin 3.6mg. NB the 10.8mg Goserelin is not licensed for this use.

ii. Administer Goserelin (this may be delegated to suitably trained GP or practice nurse).

iii. Liaise with the consultant regarding any complications


g. Recommended dosage and administration

i. The only drug licensed for this use is Goserelin 3.6mg depot (Zoladex).  Zoladex LA 10.8mg is not licensed for the treatment of breast cancer and should not be used. The manufacturer state that it does not give reliable ovarian suppression for 12 weeks.

ii. By subcutaneous injection into the anterior abdominal wall. Recommended dose is 3.6mg every 28 days.

iii. Treatment can be up to 2 years in the adjuvant setting. The duration for metastatic disease depends on the response.



3.2  Service description/care pathway



Providers of this service will ensure that a register is maintained with up to date lists of patients being treated with LHRH analogues.



The Provider will demonstrate a call and re-call service & have a mechanism in place to identify defaulters.



Agree joint management plans drawn up by consultants in conjunction with the Provider. Providers will be expected to adhere to these plans unless agreement has been reached to vary them.



Support the continued education of patients both newly diagnosed & established in all aspects of their disease.



Have arrangements in place for patients experiencing problems and these are to be made known to the patient.



Notify the Commissioner within 72 hours of any significant untoward event occurring as a result of administration under this service.



3.2.1 Data Collection and Record Keeping



Adequate recording should be made regarding the patient’s clinical history, with reference to the Shared care arrangements with the patient’s secondary care consultant.



The site of injection, batch number and expiry date of the LHRH must be recorded.



In each case the patient must have been fully informed of the proposed administration of drugs by the secondary care consultant.  The shared care protocol must be detailed within the patient’s record.





The Provider must ensure that details of the patients monitoring as part of this enhanced service is included in his or her lifelong record.  If the patient is not registered for primary medical services with the Provider of this service, the Provider must send this information to the patients registered General Practitioner for inclusion in their clinical records.



Read codes as applicable to the patients management for inclusion in this enhanced service should be recorded in the patient’s clinical record; these include:



		Procedure

		Vision

		SystmOne

		EMIS



		Insertion of gonadorelin implant

		7G2AC

		XaKdO

		7G2AC



		S/C injection of gonadorelin implant

		7G2A9

		

		EMISNQSU72



		I/M injection of gonadorelin implant

		7L18D

		Xaa4d

		7L18D







3.2.2 Reporting and Audit



The Provider must conduct an annual review as a minimum and this should include an audit of:

· The register of patients receiving LHRH analogues

· Complications

· Complaints 

· Serious untoward incidents or significant events

	

The Provider will agree to participate in any formally notified additional audit/information requirements which will be used to improve the quality of both the existing and future opportunities of this scheme.



3.3	Population covered

	

Any patient registered within the Commissioners boundary will be seen by a provider in the same area i.e. a patient registered with South West Lincolnshire locality will be seen by a provider in the same locality area.



3.4	Any acceptance and exclusion criteria and thresholds



Acceptance:

Any patient deemed appropriate, by the secondary care consultant, for the administration of the detailed drugs under a shared care protocol. If this applies to patients that are housebound then domiciliary care should be included.



Exclusions:

There are no exclusions as this is a secondary care led service any patient deemed inappropriate will not be referred to the practice for shared care.



3.5	Interdependence with other services/providers



The provider is expected to work within the Lincolnshire Health Economy. Partners within this pathway include (but not limited to):

· United Lincolnshire Hospitals NHS Trust

· Other Secondary Care providers i.e. NUH, PSHFT

· GPs

Providers are expected to cooperate and share information with others involved in a patients care, treatment and support while having regard to the patients’ rights to confidentiality.





		4.	Applicable Service Standards



		

4.1	Applicable national standards (e.g. NICE)



This specification intends and expects compliance with the relevant standards of quality and safety across all provided regulated activities.  This will be through registration with the Care Quality Commission.  The new system is focused on outcomes and places the views and experience of people who use services at the centre.  The new regulations are set out in the Health and Social Care Act 2008 (Regulated Activities) Regulations 2009 and the Care Quality Commission (Registration) Regulations 2009.  These regulations replace 1) National Minimum Standards and 2) Standards for Better Health.



4.2	Applicable standards set out in Guidance and/or issued by a competent body (eg Royal Colleges) 



4.3	Applicable local standards



4.3.1 Facilities



Practices must have policies in place that comply with current national guidelines. This should include:



· Infection control

· Disposal of clinical waste 

· Provision of an appropriate room fitted with a couch and adequate space and equipment for resuscitation.

· Provision of sterile surgical equipment and other consumables



Provide safe & suitable facilities for the administration of LHRH analogues. This may include home administration.



4.3.2 Staffing



The Provider will identify a key co-ordinator to ensure that all aspects of this service are delivered as appropriate and through which the Commissioner can liaise with regards to the service.  



The Provider will ensure that its employee and agents comply with all relevant legislation; codes of practice and regional and national guidance; and when required provide evidence of such compliance and the providers documentation.

The Provider will be responsible for employing adequate numbers of suitably trained and qualified staff to execute this contract and involve continuing professional development and registration.



4.3.3 Protocol



The Provider should have in place a protocol that outlines the actions and systems necessary to deliver the administration of LHRH analogues.  This should define the roles and responsibilities of each individual involved in the programme and the timescales for delivery.



In order to minimise risk to both staff and patients and to deliver a safe service the following procedures should be in place:



· Incident reporting including serious untoward incidents

· Complaints reporting 

· Safeguarding adults and children



4.3.4 Accreditation and Training



The Provider will ensure that all performers associated with administrating LHRH analogues are appropriately trained to undertake the service, in accordance with current guidance (in line with the most up-to-date Summary of Product Characteristics guidelines for LHRH analogues).



Clinicians who have previously provided similar services and who satisfy at appraisal and revalidation that they have such continuing medical experience, training and competence as is necessary to enable them to contract for this service shall be deemed professionally qualified to do so.



Clinicians not currently providing a similar service but who wish to do so must ensure that they familiarise themselves with the evidence outlined above & are specifically trained in the procedures for administering the drugs by the appropriate company representatives.





		5.	Applicable quality requirements and CQUIN goals



		

Applicable quality requirements (See Schedule 4 



		6.	Location of Provider Premises



		

It is the obligation of the provider to secure premises for service delivery.  The provider has the opportunity to use their own facilities within a practice or access current NHS accommodation in Lincolnshire; managed and accessed through NHS Property Services (to include premises owned by Lincolnshire Community Health Services, United Lincolnshire Hospital Trust and certain GP practices).



		7.	Individual Service User Placement
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Service Specifications





		Service Specification No.

		TBA



		Service

		Community Leg Ulcer Service



		Commissioner Lead

		NHS Lincolnshire CCG 



		Period

		1st April 2022 – 31st March 2023



		Date of Review

		March 2022 (Date review only, as full review delayed due to COVID 19 Pandemic)  







		1.	Population Needs



		

1.1 	Context

“National guidelines (RCN Guidance 1998) define a leg ulcer as a break in the skin of the lower leg which takes more than 4-6 weeks to heal” Anderson, I., King, B. (2006); 

1.2 	Local Context.  This Service Specification represents the requirements of the four localities within [footnoteRef:1]NHS Lincolnshire Clinical Commissioning Group (CCG) - “The Commissioner” for the clinical treatment and management of leg ulcers in the community.	 [1:  Comprises Lincolnshire East Locality; Lincolnshire West Locality; South Lincolnshire Locality and South West Lincolnshire Locality.] 




		2.	Outcomes



		

2.1	NHS Outcomes Framework Domains & Indicators

The Leg Ulcer Service (“The Service”) provision shall directly and primarily deliver numbers 2-5 of the NHS Outcomes Framework and may contribute in part to Domain 1 as follows:

Domain 1 - Preventing people from dying prematurely.

Domain 2 - Enhancing quality of life for people with long-term conditions.

Domain 3 - Helping people to recover from episodes of ill-health or following injury.

Domain 4 - Ensuring people have a positive experience of care.

Domain 5 - Treating and caring for people in a safe environment and protecting them from   avoidable harm.

2.2	Local defined outcomes

The Service shall deliver best practice Leg Ulcer treatment and prevention care across the Lincolnshire community which shall be:

· Patient centred 

· Holistic

· Responsive, timely and resource efficient.

· Clinically effective, delivering best possible and timely outcomes for patients.

· Qualitative 

· Safe

· Locally accessible to enable choice and convenience for patients.

· Adoptive of an environment of continuous improvement.

· Link primary and secondary care pathways seamlessly.

· Transparent and accountable

· Address the locality population need relating to the geographical commissioning areas as follows:



[bookmark: _Hlk98329449]Lincolnshire West

· This locality has 29 practices

· The locality’s registered population in January 2022 is approximately 243,115

· The locality's registered population live in 3 different lower tier Local Authorities 

· This locality's main provider is United Lincolnshire Hospitals NHS Trust 

· The locality is not significantly different to the national average in terms of life expectancy at birth, of males (79.2 years) and females (83.1 years) 

· This locality has a slightly higher prevalence of income deprivation and unemployment compared to the England average, with the second highest rate amongst the Lincolnshire localities. 

· This locality has a higher prevalence of cancer, diabetes, coronary heart disease, stroke and respiratory disease compared to the England average. This may partly reflect the older age profile of the LW area population.



South-West Lincolnshire:

· This locality has 17 practices 

· The locality’s registered population in January 2022 is 136,309 

· The locality’s registered population live in 2 different lower tier Local Authorities 

· The locality is slightly higher than the England average life expectancy for both females (83.3 years) and males (79.9 years) with the overall premature mortality rate (deaths<75years) lower than that in England. 

· The locality has relatively low levels of deprivation, poverty and unemployment compared to other areas in Lincolnshire. 

· This locality has a higher prevalence in relation to some long-term conditions for example diabetes in adults, (7.4%) compared to than in England (6.7%)

· This locality's main provider is United Lincolnshire Hospitals NHS Trust 



Lincolnshire East:

· This locality has 25 practices within 3 areas, Skegness and Coast, East Lindsey, and Boston

· Their total registered population at January 2022 is 250,051

· The locality’s registered population live in 3 lower tier Local Authorities.

· Life expectancy at birth in this locality is lower than the national average for males (78.2 years), and for females (82.2 years), and the lowest among the Lincolnshire localities.

· Lincolnshire East locality has a higher prevalence of income deprivation and unemployment compared to the England average, with the highest rate among the Lincolnshire localities.

· This locality has an older profile than the England average, and the oldest of the Lincolnshire localities. There are a higher proportion of people aged 65 years and older.

· The prevalence of cancer, diabetes, coronary heart disease, stroke and respiratory disease are all higher in this locality than the England average. This may partly reflect the older age profile of the local population.

· The locality’s main providers are United Lincolnshire Hospitals NHS Trust and North Lincolnshire and Goole NHS Trust 



South Lincolnshire: 

· This locality has 14 practices

· Their total registered population at January 2022 is 178,792 

· The locality's registered population live in 2 different lower tier Local Authorities 

· Overall life expectancy at birth in the locality is significantly higher than the England average for both females (83.6years) and males (80.3%years) with the overall premature mortality rate (deaths <75years) is significantly lower than that for England.

· The locality has relatively low levels of deprivation, although there are some differences across the locality.  The highest levels of deprivation are in Long Sutton and Sutterton and the lowest levels in Stamford and Market Deeping.

· The locality has a higher prevalence in relation to some long-term conditions for example diabetes in adults, (7.5%) compared to that in England (6.7%) 

· This locality's main provider is North West Anglia NHS Foundation Trust 





		3.	Scope



		 

3.1	Aims and Objectives of the Service

Through the application of best practice, clinically effective assessment, treatment, education and advice, the Service shall deliver:

· Improved quality of life for people with or at risk of recurrence of leg ulcers. 

· Continuing longer term care of arterial leg ulcers for those patients who have a chronic clinical input requirement 

· A reduction in the incidence of recurrence of leg ulcers.

· Timely and appropriate access to leg ulcer clinical care and advice.

· Access to care closer to their home for those people who experience or are at further risk of leg ulcer episodes.



3.2 Service Description and Care Pathway



The Service shall deliver best practice Leg Ulcer treatment and prevention care and advice in accordance with all the following:



3.2.1 Delivery Model

The Provider shall adopt a service model of their choosing e.g. nurse led model; providing that this delivers to the standards and other requirements set out in this Specification and the obligations set out in the NHS Standard Contract.

3.2.2 Hours of Service Operation

The Provider shall provide the Services at times and dates appropriate to meeting the needs of patients.  As a minimum the assessment element of the Service shall be provided within the Provider’s own core hours.

3.2.3  Service Location



3.2.3.1   Access for Patients

Where the Provider is not a GP Practice, then it shall deliver the Service within 30 miles of the patients’ home taking into account travel distance, car ownership and public transport issues. 

Where the Provider is a GP Practice, then the Service shall be confined to the patients registered at that Practice only, unless the Provider has made a formal prior agreement with another neighbouring GP Practice to provide the service for that Practice’s registered patients. 

3.2.3.1 

3.2.3.2   Premises

The premises from which the Service shall be delivered shall meet the requirements of the ‘Health and Social Care Act 2008’ Section 20 for which compliance guidance is provided by the Clinical Quality Commission (CQC) Regulation 15: Premises and equipment | Care Quality Commission (cqc.org.uk)



3.2.4 Patient Transport

The Provider shall not be responsible for the transport arrangements for patients to and from the Service, unless the patient meets the criteria as defined at that time within the published Healthcare Travel Costs Scheme guidance  published at:- http://www.nhs.uk/NHSEngland/Healthcosts/Pages/Travelcosts.aspx



3.2.5 Interdependencies with Other Services



The Provider shall seek to conduct positive working relationships with all Health and /or Social Care professionals.  



Providers shall be responsible for effective communication with all specialist and primary care services and shall ensure that all appropriate details are communicated to the necessary recipients.



Providers shall be accountable for ensuring the accuracy of this information and any medication notifications. 



3.2.6 Domiciliary Service Provision

The Provider shall not provide this Service for patients who are housebound.  However, it is acknowledged that some patients may fall into a category of being temporarily housebound and as such will not necessarily be within the remit of the district nursing services to home visit.  In the interest of providing good quality care and equitable access for patients, the Provider shall in these circumstances work with the relevant colleagues to agree an appropriate arrangement on a case by case basis.

3.2.7 Staffing the Service

The Provider shall ensure the appropriative staffing levels to cover the delivery of the Services in all instances.

The Provider shall regularly and systematically review their professional practice in line with the professional standards as set out by the regulating health bodies and be able to demonstrate how they assure this through regular review and/or appraisals.

The Service shall be led by a professionally registered, qualified and experienced person.  Other staff involved in the delivery of the Service shall be wound management trained and shall have access to advice and supervision from the service lead whilst treating patients. 

Service staff interacting with patients and their carers shall be Data Barring Service (DBS) enhance checked and approved. 



The Provider shall ensure that all Service staff are provided with competency-based training which shall include all the following components:

· Patient history taking and clinical assessment.

· Assessment of arterial supply (by which ever method is used in local practice e.g. Doppler or Ability.

· Wound Assessment.

· Appropriate dressing selection and application to achieve wound healing.

· Measurement of limbs.

· Application of compression.

· Documentation and effective communication.

· Prescribing (where appropriate) to the NMC standards of proficiency for nurse and midwife prescribers.



The Provider shall encourage and allow for their staff to undertake Continued Professional Development consistent with the requirements of their professional regulator as required.  

The Provider shall ensure that experienced clinical, management and safeguarding supervision is provided to the staff involved in the Service delivery. 

The Provider shall have clear and documented policies to review professional /clinical performance and shall be able to demonstrate evidence of peer and patient review and actions taken in respect of this.

As required by the NHS Standard Contract, the Provider shall appoint a named lead for Clinical; Governance and Caldicott Guardian responsibilities in respect of the Service. 

3.2.8 Prescribing  

The Provider shall prescribe the appropriate l consumables e.g. dressings and medication, required to be used for each patient using the FP10 process.  



All prescriptions shall be compliant with the locally agreed prescribing formulary for dressings and wound care that is current at the time of treatment and which is located at:

https://lincolnshire-pacef.nhs.uk/



3.2.9 Care Pathway 



3.2.9.1 Referrals

The referrer shall make the referral using the ‘Wound Management Request Form’ as set out in Appendix 1 of section 4.6 of this Service Specification.  It is accepted however, that GP Providers will already have in place established internal referral systems used to refer to other in-house clinics.  Where this is the case then it is acceptable to use the Provider’s existing system instead of the form, provided that all of the relevant information (detailed on Appendix 1) is captured and is auditable.

3.2.9.2 Exclusion Criteria



(i) At Referral:



· Patients not registered at a GP practice in Lincolnshire

· Patients under the age of 18.

· Patients who have or present with a suspicion of malignancy (should instead be referred to an appropriate secondary care Provider under the two-week pathway provisions).



(ii) At Leg Ulcer Clinic Assessment:

· Rheumatoid arthritis/vasculitis (should be referred into an appropriate rheumatology service). 

· Suspected contact dermatitis or dermatitis resistant to topical steroids and that is not due to the leg ulcer presenting (should be referred into a dermatology service). 







3.2.9.3 Referral Registration



The Provider shall maintain comprehensive registration and management records in electronic format for all patients referred into the Service. 



As part of the registration process a call and recall system shall be initiated for each patient.



3.2.9.4 Referrals Received with Insufficient Information

If a referral is received with insufficient information, the Provider shall liaise with the referrer to seek this information so as not to delay the patient’s appointment and so as not to breach the Referral to Treatment standards set out in the NHS Standard Contract Schedule 4 “Quality and Performance Standards” and are summarised in section 3.2.97 “Treatment” of this Service Specification. 



3.2.9.4 Patient Delays



Referrers should ask their patients about their availability and record this on the referral before they refer to the Service. However, should the Provider receive a referral where the patient is unable or unwilling to be seen within 10 days, the Service lead should work with the referrer to determine the best course of action for the particular circumstance on a case by case basis.



3.2.9.5 Patient Consent 



The Provider shall explain the nature of the proposed treatment and care package to the patient and carer and shall obtain their informed consent prior to commencing treatment. 

The Provider shall inform the referrer (and the patient’s GP if not the referrer) that the patient has been accepted by the Service and shall be given information about the agreed care plan and expected care pathway. 



3.2.9.7 Treatment 

Annex A of this Service Specification document sets out the Treatment Pathway and Expected Timelines in a summary format for (a) venous leg ulcers and (b) arterial leg ulcers respectively. Every person accepted into the Service shall be provided with a personalised wound healing /management and treatment plan which shall seek to support and to deliver the best possible clinical outcome. 

The personalised wound healing and management/treatment plan shall be referenced and updated accordingly in line with each episode of care. 

In accordance with best practice, published guidance and clinical evidence, the treatment provided shall seek to:

Improve local symptoms such as pain, exudate and odour and healing rate 

Reduce unnecessary or inappropriate use of dressings and wound care                     products by adhering to the Lincolnshire Wound Management Formulary. 

At any point during assessment or treatment, it is apparent that the ulceration is not improving, or its’ condition is worsening then the Provider must seek further clinical advice from an appropriately qualified practitioner e.g. Tissue Viability Service.

At a maximum of 12 weeks from the initial referral date (or earlier as clinically appropriate), a clinical re assessment of the patient shall be undertaken face to face and the Treatment Plan reviewed and adjusted (as clinically appropriate).  

If treatment within the service is decided to be continued, then the patient should once again be reassessed face to face, at a maximum period of 24 weeks from the original referral date or earlier (as clinically appropriate).

It is expected that most patients will have completed their treatment within this circa. 24-week pathway and will have been discharged and registered for routine recall. However, in such cases where the clinical assessment outcome is that that some further treatment / (on going treatment in severe exceptional cases) is required, then exceptionality approval to continue the treatment must be sought by the Provider and consent provided by the Commissioner.

All such consent shall be provided by the Commissioner in writing to the Provider within 5 working days of the application for approval or, where further information is required to inform the decision, 5 working days from the Commissioner receiving an adequate response to the information request from the Provider.

This process is in place to ensure the quality of the Service by helping identify particular recurring issues/themes for training purposes and identify and provide further clinical support and advice for the Service clinicians.  Additionally, this process will inform future contract and pricing strategy.

3.2.9.8 Follow-up 

6 weeks following the end of the period of treatment and the wound is healed the Service shall conduct a face to face review with the patient to ensure treatment has been successful / advice is being followed.

3.2.9.9 Discharge Processes

After the 6 week follow up appointment and where treatment is no longer required, then the patient shall be discharged from the Service and shall at the same time be provided with:

A written plan agreed with the patient and their carer regarding the ‘self-care’ required to help prevent recurrence.

Written details of how the patient may self-refer back to the Service within 6 months of the discharge date for additional treatment required or for further preventative lifestyle advice.

All details shall be documented in the patient’s notes and shared with the patient’s GP within 5 working days of discharge by completing Appendix 2 (as detailed in section 4.5 of this document). 



3.3 Self-Referrals

The Provider shall provide an ‘open access’ service for any patient who has already been treated in their own Leg Ulcer Service and who needs further support or advice in respect of prevention or recurrence of their condition for a six month period following the date of their discharge from the Service.

Information about how patients may self-refer into the Service shall be provided to the patient in writing and upon discharge.



3.4 Patient compliance 



When a patient is non-compliant, the Provider shall work with the patient to understand the reasons for non-compliance, including consideration and minimising pain, and discomfort. Information and advice should be provided to reinforce understanding on why compression is necessary and is worthwhile and prevents recurrence. All such advice provided shall be documented on the patient Treatment Plan.

 Where non-compliance continues to be an issue then the Provider shall discuss this with the patient’s GP in order to determine and document an appropriate course of action on a case by case basis.



3.5 Do Not Attends (DNAs)

When a patient Does Not Attend (DNA) twice within one or more of the 12-week treatment cycles, the Provider shall discuss this with the patient’s GP in order to determine and document an appropriate course of action on a case by case basis.





		4.	Applicable Service Standards



		

4.1  Applicable National Standards and Professional Body Standards and Guidance



The Provider shall comply with all of the NHS Standard Contract requirements appropriate to the Services.

4.2 Professional Body Standards and Guidance.



The Provider shall comply with standards and adopt best practice guidance as set out via the following links and which may be subject to amendment from time to time:-.



· NICE (2018) Chronic heart failure: Management of chronic heart failure in adults in primary and secondary care accessed via https://www.nice.org.uk/guidance/ng106

· NICE (2019) Diabetic foot problems: Inpatient management of diabetic foot problems https://www.nice.org.uk/guidance/ng19

· NICE (2020) Lower limb peripheral arterial disease: diagnosis and management https://www.nice.org.uk/guidance/cg147

· NICE (2013) Varicose veins in the legs: The diagnosis and management of varicose veins https://www.nice.org.uk/guidance/cg168

· Tissue Viability Society:- http://www.tvs.org.uk/

· European Wound Management  Association - www.ewma.org

· Wound Care | National Wound Care Strategy Programme



4.3 Applicable local standards



The Provider shall deliver the Service to the following minimum standards:



· Following GP/Other referral received

· Initial assessment to be completed within 10 working days of receipt of the

referral date.

· A minimum of 95% of patients shall commence treatment within 10 working days of the referral being received. 

· To achieve access and appointment targets (10 working days for non-directly bookable appointments)

· Healing rates based on the number of patients and the length of time they take to heal. 

· To heal a minimum of 65% of venous leg-ulcers within one 12-week period[footnoteRef:2].  [2:  It is suggested that an audit of healing rate is included for 12 weeks to inform further development of this service specification and service outcomes (SIGN) ] 


· To heal a minimum of 60% of venous leg-ulcers within two 12-week periods. 

· To ensure 12 week ‘checkpoints’ of healing rates are adhered to.

· Accurately and fully completed Appendix 3 (as detailed in section 4.6 of this document) to be submitted on a monthly basis.

· Accurately and fully completed Appendix 2(as detailed in section 4.6 of this document) to be sent to the patient’s GP within 5 working days of discharge.

· 6 week follow up to be completed and recorded on Appendix 3 (as detailed in section 4.6 of this document).



4.4 Service User (Patients and their Carers) Information 

Information shall be made available to Patients in a range of formats and languages appropriate to the local population.  The information shall include the outline of the Services, together with Patient Information leaflets, giving details about their clinical treatment and any treatment advice. 



Appendix 4 as detailed in section 4.6 of this Service Specification below is an example of a leaflet that can be adopted or adapted by the Provider should they wish to use this.



4.5 Service Data Reporting

The Provider shall complete and submit the Minimum Data Set form in line with the requirements set out in Schedule 6 “Reporting and Information Requirements” of the NHS Standard Contract 

4.6 Service Documents

The Provider shall adopt and use series of standard template documents in respect of the administration of the Services as follows:

(i) Appendix 1 – Wound Management Request (Referral)Form

(ii) Appendix 2 – Discharge or Update form

(iii) Appendix 3 – Minimum Data Set form

(iv) Appendix 4 – Patient /Carer Information Leaflet



4.7 Continuous Improvement/Innovation

There are key expectations of Providers around continuous improvement, with the focus that Providers shall engage their Patients and review their services periodically to sustain efficient, effective and high-quality services. 



4.8 Service Improvement 

Providers are expected to review and implement changes in service provision in the light of current clinical research based best practice guidance to ensure that they are providing the most effective packages of care.



		5.	Applicable quality requirements 



		

5.1 Applicable Quality requirements 

The Provider shall comply with the Quality Standards set out in Schedule 4 of the NHS Standard Contract.

5.2 Audits 

The Provider shall allow the commissioner, or any individual or organisation acting on the behalf of the commissioner NHS England or Department of Health to inspect the quality of Service through observation of service delivery, audit of patient records and data, audit of business processes and records relating to the Service contract and audit of staff records, as required.
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Refer to Tissue Viability Nurse for Specialist Advice and Inform GP for request for Prior Approval

Continue Treatment for a Further 12 Weeks

Reassess

Fill in Discharge or Update Proforma (appendix 2) and send to GP within 5 working days

Not Healed?

Healed?

Discharge and Follow Up in 6 Weeks (open access for 6 months). Information to be recorded on MDS.

Refer to Tissue Viability Nurse for Specialist Advice (LCHS)

Initial Assessment including (cost 1) within 10 working days of receipt of referral:

- ABPI

- Measurement

GP Referral

(adhering to exclusion criteria)

Discharge and Follow Up in 6 Weeks (open access for 6 months). Information to be recorded on MDS.

Care plan agreed with patient. Commencement of treatment for 12 Weeks (cost 2) within 10 working days of receipt of referral.

Venous Leg Ulcer 

Fill in Wound Management Request Form (appendix 1) and refer to Provider within 48 hours.

Reassess

Fill in Discharge or Update Proforma (appendix 2) and send to GP within 5 working days

Healed?

Not Healed?

Non Venous – refer back to GP for referral to Secondary Care

Leg Ulcer Treatment Flow Chart

Draft Version 2

19/08/2014
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Leg Ulcer and Wound Management Request/Referral Form

In making this referral I have first confirmed with the patient /their carer that they will definitely be available to attend an assessment appointment within the next 10 working days

		Date of Referral:







		Patient Details:

Surname:	Title: Please select

Firstname:	NHS Number:

D.O.B:	(NB age ≥ 18 years)

Address:

Tel No (Home):	Mobile No:

Consent for telephone contact:	Please select

		Referrer Details:

Name: Address:

GP Practice Code / CCG:

Tel No:

Fax No:

E-mail:

Referral ID/UBRN No:

(Please include your E-mail address if you would like

to receive an electronically transmitted report.



		Gender: Please select

		Physical/Communication Difficulties (Please specify i.e. wheelchair user):

		Ethnic Origin: Please select

		If Interpreter required, please specify language:

Chaperone required:	Please select



		RELEVANT MEDICAL / NURSING HISTORY:



		



		MEDICATION:



		



		WOUND ASSESSMENT:



		Date of onset of wound:

		Wound edges:	Please select



		Condition of wound:	Please select

		Surrounding skin:	Please select



		Wound bed:	Please select

		Oedema of surrounding skin:	Please select



		EXUDATE:



		Amount:	Please select	Colour:	Please select	Odour:	Please select



		Pain – wound site:	Please select



		History of clinical infection: Please select

Result:

		Measurement:

Length:	Width:

Depth:	Tracing Taken:	Please select



		CURRENT TREATMENT USED:



		NUTRITION:



		BLOOD SCREENING:	Please select

Results:



		Any additional information:



		Signature:	Name (Printed):	Date:

GP GMC No:
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Healed leg ulcer clinic template

Patient reviews

Assessment date

Systems for monitoring those patients whose ulcers
have healed should be put in place. This can include
healed leg ulcer clinics, well leg clinics or leg clubs.

The following template is useful to monitor patient
progress and to audit leg ulcer recurrence rates for
the purpose of demonstrating quality improvements.

Patient’s name

GpP

Address

Address

Telephone number

Telephone number

D.0.B.
Has the ulcer remained healed? Right Left
Yes No  N/A
g ST Brachial
Isthere evidence of eczema, skin irritation or rash?
Yes  No  N/A Dorsalis pedis
Isthe patient washing their legsand applying Posterior tibial
i ily?
Emollient daily? Yes No N/A
Ankle brachial
Type of emollient used pressure index
Blood pressure
Isthe patient using topical steroids? Blood glucose
Yes No N/A
Body mass index
Type of steroids used
Hosiery measurements
Isthe patient wearing their compression hosiery? Ankle
Yes No N/A
Calf
Date of last renewal of hosiery
Thigh

Reason for not wearing hosiery?

Advice/suggestions given

Dopplerassessment

Hosiery ordered

Make

Class

Size

Summary of assessment and recommendations

Date of next review

Nurses name

Signature

Legulcerservice developmenttoolkit » 11
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6) Do not obstruct your veins



Avoid crossing your legs when sitting down and do not wear anything tight around your legs as this will obstruct your veins.







7) Skin Care



 Whilst you are wearing compression therapy it is important to look after your skin by regular washing and application of emollient to prevent further areas of dryness and ulceration. Ask your practitioner for a leaflet about skin care for more details.







8) Medication



You may have been prescribed medication to reduce the swelling in your ankles or to help you manage your pain. It is important to take these as prescribed, however if you have any questions about your medicines please discuss this with your health care professional.







9) Living your life



Whilst you might think that having a leg ulcer will affect the things you enjoy doing please try and discuss your worries with your health care professional. It is important to address any concerns you have along the way to ensure you receive the treatment and advice you require.







10) Referral



Your health professional will undertake a full assessment to determine the right treatment for you. A referral to a specialist may be necessary for some people for further advice.















Name of Practitioner/Team undertaking your care:







Contact Number:



Calls via text relay are welcome
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Venous Leg Ulcers











or standing for long periods as this puts pressure on your veins. When sitting you should elevate your legs so they are higher than your hips. If you have stiffness in your hips you might be more comfortable lying on your bed with a couple of pillows under your ankles. 







3) Exercise



As well as resting it is important to take as much gentle exercise as you can. Walking is a good form of exercise which helps to improve the return of blood to the heart. If you are sitting down for long period’s leg exercises can also be useful.  Ask your health care professional to explain about different types of exercises that will help.







4) Eat a healthy diet



A healthy diet containing protein, vitamins and minerals is important for wound healing. These are found in a varied diet of meat, fish, eggs and cheese as well as fruit and vegetables. Ask your practitioner for more advice.  It is important to not be overweight as this puts an extra pressure on the veins in your legs.







5) Drink plenty of fluids



It is important to drink plenty of fluid during the day (unless you have been told not to by the doctor). This helps the ulcer to heal and helps to keep your skin healthy. Water is the preferred drink but you can have other drinks, limiting caffeine drinks and those high in sugar.











What is a venous leg ulcer?







A venous leg ulcer is a sore or wound on your skin normally below your knee or on your foot that fails to heal even after several weeks. This may be as a result of a minor scratch but will be difficult to heal as a result of the congestion in the veins.







What is the treatment?







Compression therapy is the term given to hosiery and bandaging that assists the blood in your veins being pushed back up to your heart. This should always be prescribed by a nurse or doctor who will discuss treatment choices and make sure it is safe for you to wear.







How can I help my ulcer to heal?







Compression therapy



Research has shown that wearing compression therapy is more effective at healing ulcers than dressings alone. If you have a venous leg ulcer and your nurse has assessed you as needing compression therapy it is important that you wear these at all times. Your leg will be bandaged from the base of your toes to just below your knee. If the compression therapy causes you pain and discomfort contact the person providing your treatment as soon as possible.







2) Put your feet up



You should avoid sitting with your legs down 







What are veins?



Veins carry the blood back towards your heart. To do this veins rely mainly on the movement of your legs. When the muscles move they squeeze the veins and push the blood upwards. Small valves inside the veins stop the blood flowing back down the veins.







What can be the cause of damage to the veins?







Different things may affect the ability of the veins to move the blood in the right direction including:



Damaged valves (caused by a thrombosis, commonly referred to as a DVT)



Pregnancy



Prolonged periods of standing causing increased pressure in the veins.



Being overweight.







What happens when the veins do not work properly?



 



When blood is not able to flow properly the blood flows backwards. This leads to congestion in the veins which will swell and over time cause your ankles to swell. Eventually you may see dark patches on your skin and your legs may become red and itchy. Over time your skin can become delicate and can be easily damaged.
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		Service Specification No.

		



		Service

		Minor Injury



		Commissioner Lead

		NHS Lincolnshire CCG (East Locality Led)



		Period

		2021 – 20221st April 2022 to 31st March 2023



		Date of Review

		February 2021March 2022 (Date only review – main review delayed due to COVID 19 Pandemic) 







		1.	Population Needs



		

1.1 Context



There is one NHS Clinical Commissioning Group (CCG) in Lincolnshire working to improve the delivery of healthcare and to improve the health of our population.



1.2 The Clinical Commissioning Groups - Localities - Local Context and Summary Statistics



Lincolnshire West

· This locality has 3029 practices

· The locality’s registered population in March 2019January 2022 is approximately 240,000243,115.

· The locality's registered population live in 3 different lower tier Local Authorities 

· This locality's main provider is United Lincolnshire Hospitals NHS Trust 

· The locality is not significantly different to the national average in terms of life expectancy at birth, of males (79.2 years) and females (83.1 years) 

· This locality has a slightly higher prevalence of income deprivation and unemployment compared to the England average, with the second highest rate amongst the Lincolnshire localities. 

· This locality has a higher prevalence of cancer, diabetes, coronary heart disease, stroke and respiratory disease compared to the England average. This may partly reflect the older age profile of the LW area population.



South-West Lincolnshire:

· This locality has 17 practices 

· The locality’s registered population in March 2019January 2022 is approximately 133,000 136,309 

· The locality’s registered population live in 2 different lower tier Local Authorities 

· The locality is slightly higher than the England average life expectancy for both females (83.3 years) and males (79.9 years) with the overall premature mortality rate (deaths<75years) lower than that in England. 

· The locality has relatively low levels of deprivation, poverty and unemployment compared to other areas in Lincolnshire. 

· This locality has a higher prevalence in relation to some long-term conditions for example diabetes in adults, (7.4%) compared to than in England (6.7%)

· This locality's main provider is United Lincolnshire Hospitals NHS Trust 



Lincolnshire East:

· This locality has 265 practices within 3 localities, Skegness and Coast, East Lindsey, and Boston

· Their total registered population at March 2019January 2022 is approximately 250,000250,051

· The locality’s registered population live in 3 lower tier Local Authorities.

· Life expectancy at birth in this locality is lower than the national average for males (78.2 years), and for females (82.2 years), and the lowest among the Lincolnshire localities.

· Lincolnshire East locality has a higher prevalence of income deprivation and unemployment compared to the England average, with the highest rate among the Lincolnshire locality.

· This locality has an older profile than the England average, and the oldest of the Lincolnshire localities. There are a higher proportion of people aged 65 years and older.

· The prevalence of cancer, diabetes, coronary heart disease, stroke and respiratory disease are all higher in this locality than the England average. This may partly reflect the older age profile of the local population.

· The locality’s main providers are United Lincolnshire Hospitals NHS Trust and North Lincolnshire and Goole NHS Trust 



South Lincolnshire: 

· This locality has 134 practices

· Their total registered population at March 2019January 2022 is approximately 162,000178,792 

· The locality's registered population live in 2 different lower tier Local Authorities 

· Overall life expectancy at birth in the locality is significantly higher than the England average for both females (83.6years) and males (80.3%years) with the overall premature mortality rate (deaths <75years) is significantly lower than that for England.

· The locality has relatively low levels of deprivation, although there are some differences across the locality. The highest levels of deprivation are in Long Sutton and Sutterton and the lowest levels in Stamford and Market Deeping.

· The locality has a higher prevalence in relation to some long-term conditions for example diabetes in adults, (7.5%) compared to that in England (6.7%) 

       This locality's main provider is North West Anglia NHS Foundation Trust



1.3. Key challenges facing Lincolnshire 



· Changing demographics for Lincolnshire (inward migration, increasing birth rate, ageing population, health inequalities) will place challenges upon public and community services. 

· Public perceptions and expectations of public sector services, when seeking to reduce health inequalities 

· Economic and health inequalities with low-wage economies (whether urban or rural) and ill-health being related. 

· Children’s health and lifestyles e.g. breast-feeding, accidents and injuries, smoking, sexual health, mental health and obesity. 

· Poor transport and highways infrastructure (no motorways). 

· An ageing population over the next 20 years will provide challenges in relation to 

· Long term health conditions, residential and hospital care and mental health, most notably dementia. 

· Inequalities for people with disabilities, including those with learning disabilities. 

· Prevention relating to smoking, alcohol, obesity and maintaining independence is crucial. 

· Protection of the public from environmental and health emergencies remain important in Lincolnshire. 



Further information on the locality can be found at the following: 

· Lincolnshire Research Observatory http://www.research-lincs.org.uk/ 















		2.	Outcomes



		

2.1	NHS Outcomes Framework Domains & Indicators



		Domain 1

		Preventing people from dying prematurely

		



		Domain 2

		Enhancing quality of life for people with long-term conditions

		



		Domain 3

		Helping people to recover from episodes of ill-health or following injury

		





		Domain 4

		Ensuring people have a positive experience of care

		X



		Domain 5

		Treating and caring for people in a safe environment and protecting them from avoidable harm

		X







2.2	Local defined outcomes



It has been recognised that the provision of a Minor Injury Service within some localities will be of benefit to patients which include:

· Improved patient convenience, often with minimal travel requirements

· Timely service

· Available expertise already present within primary care

· Holistic approach to patient care



The specification sets out an in-hours service but must be provided between 08.30 to 18.30 Monday to Friday (excluding Public Holidays)



The Commissioner recognises the need for a consistent approach for the provision of practice based minor injury services.  This service will be commissioned in the context of reforming emergency care services and reducing pressure on A&E departments to support achievement of the 4-hour target. 



		3.	Scope



		

3.1	Aims and objectives of service



Any injury or wounds over 48 hours old should usually be dealt with through normal primary care services as should any lesion of a non-traumatic origin.  By definition, such cases are usually the self-presenting “walking wounded” and ambulance cases are not usually accepted except by individual prior agreement between the doctor and the attending ambulance personnel.



1. The aims of this service are to provide 



a) Initial triage including immediately necessary clinical action to staunch hemorrhage and prevent further exacerbation of the injury

b) History taking, relevant clinical examination and documentation

c) Wound assessment to ascertain suitability for locally based treatment and immediate wound dressing

d) Appropriate and timely referral and / or follow up arrangements

e) Adequate facilities including premises and equipment, as are necessary to enable the proper provision of minor injury services including facilities for cardiopulmonary resuscitation

f) GP’s and registered nurses will provide care and support to patients undergoing minor injury services, HCSW’s may support as necessary.    

g) Information to patients on the treatment options and the treatment proposed.  The patient should give written consent for the procedure to be carried out and the completed consent form should be filed in the patient’s lifelong medical record

h) Maintain records of all procedures

i) Audit of minor injury treatments at regular intervals.  This audit should include an element of peer review by conducting it in collaboration with a local specialist or GP colleague working in the same field or with audit groups.  Reviews of this work could examine patient’s satisfaction 



3.2	Service description/care pathway



2. The following list gives guidance on the types of injuries and circumstances that lead to the use of Minor Injury Services:



a. Lacerations capable of closure by simple techniques (stripping, gluing and suturing)

b. Bruises

c. Minor dislocation of phalanges

d. Foreign bodies

e. Non penetrating superficial ocular foreign bodies

f. Following advice to attend specifically given by a general practitioner

g. Following recent injury of a severity not amenable to simple domestic first aid

h. Following recent injury where it is suspected stitching may be required

i. Following blows to the head where there has been no loss of consciousness

j. Recent eye injury

k. Partial thickness burns or scalds 

· Not involving the hands, feet, face genital areas, clinical judgment must apply

l. Foreign bodies superficially embedded in tissues

m. Minor trauma to hands, limbs or feet.



3. Patients in the following categories are not appropriate for treatment by the Minor Injury Service but this service does cover the appropriate referral of these patients elsewhere:

4. 

a. 999 call (unless attending crew speak directly to the doctor)

b. Any patient who cannot be discharged home after treatment

c. Any patient with airway, breathing, circulatory or neurological compromise

d. Actual or suspected overdose

e. Accidental ingestion, poisoning, fume or smoke inhalation

f. Blows to the head with loss of consciousness or extremes of age

g. Sudden collapse or fall in a public place

h. Penetrating eye injury

i. Chemical, biological or radioactive contamination injured patients 

j. Full thickness burns

k. Burns caused by electric shock

l. Partial thickness burns over 3cm diameter or involving:

· Injuries to organs of special sense

· Injuries to the face, neck hands, feet or genitalia

m. New or unexpected bleeding from anybody orifice if profuse 

n. Foreign bodies impacted in bodily orifices which are not readily removable, especially in children

o. Foreign bodies deeply embedded in tissues

p. Trauma to hands, limbs or feet substantially affecting function

q. Deep penetrating injuries to the head, torso or abdomen, clinical judgement should be used regarding appropriateness of treatment or requirement for ongoing referral (e.g. A&E).

r. Lacerating / penetrating injuries involving nerve, artery or tendon damage



3.2.1 Data Collection and Record Keeping

The provider must ensure that details of the patients monitoring as part of this service is included in his or her lifelong record. If the patient is not registered for primary medical services with the provider of this service, the provider must send this information to the patients registered General Practitioner for inclusion in their lifelong medical record. 



· The Provider must also supply accurate detailed information on a 6 monthly basis consisting of: Presenting referral e.g. self, school or NHS 111

· the type of injury presenting

· actual diagnosis

· onward referral data, including those to secondary care

· Number of follow-ups seen or referred back to the GP



The provider must supply the number of patients presenting for Minor Injuries onto the quarterly Minimum Data Set (MDS), using the appropriate read code detailed below.  In addition to this Providers will be expected to provide a 6 monthly audit report, to support future service review.  There will be a requirement for providers to submit this report to the Commissioner by the end of October for Quarters 1 and 2, and April for Quarters 3 and 4.



Providers are to record the activity on the Practice computer system using the appropriate READ code



· 9Na1 – Consultation for Minor Injuries



3.2.2 Reporting and Audit

The provider will conduct an annual review which should include as a minimum 



a) The number and details of the injuries treated 

b) Details of any short- and longer-term complications and the remedial actions taken

c) Complaints

d) Serious untoward incidents

This should be for both registered patients and for patients registered at other Practices (where applicable)



3.3	Population covered

	

Any attending patient.



3.4	Any acceptance and exclusion criteria and thresholds



Acceptance:

· Any patient presenting with any of the areas detailed in Section 3.2.  This list is not exhaustive and clinical judgement should be used.



Exclusions:

· Patients not appropriate for treatment by the Minor Injury Service have been previously detailed in Section 3.2.



3.5	Interdependence with other services/providers



This is an attending service but, in some cases, contact with the following may be required:



· Lincolnshire Community Health Services (LCHS)

· United Lincolnshire Hospitals NHS Trust

· GPs



Providers are expected to cooperate and share information with others involved in a patient’s care, treatment and support while having regard to the patients’ rights to confidentiality.







		4.	Applicable Service Standards



		

4.1	Applicable national standards (e.g. NICE)



This specification intends and expects compliance with the relevant standards of quality and safety across all provided regulated activities.  This will be through registration with the Care Quality Commission.  The new system is focused on outcomes and places the views and experience of people who use services at the centre.  The new regulations are set out in the Health and Social Care Act 2008 (Regulated Activities) Regulations 2009 and the Care Quality Commission (Registration) Regulations 2009.  These regulations replace 1) National Minimum Standards and 2) Standards for Better Health.



4.2	Applicable standards set out in Guidance and/or issued by a competent body (eg Royal Colleges) 



4.3	Applicable local standards



4.3.1 Facilities

Practices must have policies in place that comply with current national guidelines.  This should include:



a. Provision of an appropriate room fitted with a couch. 

b. Infection control.

c. Disposal of clinical waste.

d. Provision of an appropriate room fitted with a couch and adequate space for resuscitation.

e. Equipment for resuscitation.

f. Facility for local anaesthesia

g. Provision of sterile surgical equipment and other consumables.



4.3.2 Staffing

The provider will ensure that its employees and agents comply with all relevant legislation; codes of practice and regional and national Guidance; and when required provide evidence of such compliance and the providers documentation.



The Provider will be responsible for employing adequate numbers of suitably trained and qualified staff to execute this contract and involve continuing professional development and registration.



4.3.3 Protocol

The provider should have in place a protocol which outlines the actions and systems necessary to undertake the minor injury service. This should define the roles and responsibilities of everyone involved in the programme and the timescales for delivery.



4.3.4 Accreditation and Training

Health Care Professionals providing minor injury services would be expected to:



a. Have either current experience of provision of minor injury work, or

b. Have current minor surgery experience, or

c. Have recent accident and emergency experience, or 

d. Have equivalent training which satisfies relevant appraisal and revalidation procedures.



Health Care Professionals carrying out minor injury services must be competent in resuscitation and, as for other areas of clinical practice, have a responsibility for ensuring that their skills are regularly updated.



Nurses assisting in minor injury procedures should be appropriately trained and competent taking into consideration their professional accountability and the nursing and Midwifery Council (NMC) guidelines on the scope of professional practice. 



Those Health Care Professionals who have previously provided services similar to this service and who satisfy at appraisal and revalidation that they have such continuing medical experience, training and competence as is necessary to enable them to contract for the enhanced service shall be deemed professionally qualified to do so.





		5.	Applicable quality requirements and CQUIN goals



		

5.1 Applicable quality requirements (See enclosure below & Schedule 4 Parts A-D) 





5.2 Applicable CQUIN goals (See above enclosure & Schedule 4 Part E)

Friends & Family Test





		6.	Location of Provider Premises



		

It is the obligation of the provider to secure premises for service delivery.  The provider has the opportunity to use their own facilities within a practice or access current NHS accommodation in Lincolnshire managed and accessed through NHS Property Services (to include premises owned by Lincolnshire Community Health Services, United Lincolnshire Hospital Trust and certain GP practices).





		7.	Individual Service User Placement
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SCHEDULE 4 – QUALITY REQUIREMENTS





A. Operational Standards


			Ref


			Operational Standards


			Threshold


(2013/14)


			Method of Measurement (2013/14)


			Consequence of breach


			Monthly or annual application of consequence





			Applicable Service Category





			


			RTT waiting times for non-urgent consultant-led treatment





			


			


			


			


			





			CB_B1


			Percentage of admitted patients starting treatment within a maximum of 18 weeks from referral





			Not applicable


			Review of monthly Service Quality Performance Report 


			As set out in Service Condition 21 and Schedule 4 Part G





			Monthly


			A, C, MH





			CB_B2


			Percentage of non-admitted patients starting treatment within a maximum of 18 weeks from referral





			Not applicable


			Review of monthly Service Quality Performance Report 


			As set out in Service Condition 21 and Schedule 4 Part G





			Monthly


			A, C, MH





			CB_B3


			Percentage of patients on incomplete non-emergency pathways (yet to start treatment) waiting no more than 18 weeks from referral 








			Not applicable


			Review of monthly Service Quality Performance Report  


			As set out in Service Condition 21 and Schedule 4 Part G





			Monthly


			A, C, MH





			


			Diagnostic test waiting times





			


			


			


			


			





			CB_B4


			Percentage of  patients waiting less than 6 weeks from referral for a diagnostic test 


			Not applicable


			Review of monthly Service Quality Performance Report  


			2% of revenue derived from the provision of the locally defined service line in the month of the under-achievement





			Monthly


			A, C





			


			A&E waits





			


			


			


			


			





			CB_B5


			Percentage of A & E attendances where the patient was admitted, transferred or discharged within 4 hours of their arrival at an A&E department 





			Not applicable


			Review of monthly Service Quality Performance Report  





			2% of revenue derived from the provision of the locally defined service line in the quarter of the under-achievement


			Quarterly


			A+E





			


			Cancer waits - 2 week wait





			


			


			


			


			





			CB_B6


			Percentage of patients referred urgently with suspected cancer by a GP waiting no more than two weeks for first outpatient appointment  





			Not applicable


			Review of monthly Service Quality Performance Report  








			2% of revenue derived from the provision of the locally defined service line in the quarter of the under-achievement


			Quarterly


			A, CR





			CB_B7


			Percentage of patients referred urgently with breast symptoms (where cancer was not initially suspected) waiting no more than two weeks for first outpatient appointment 





			Not applicable


			Review of monthly Service Quality Performance Report   


			2% of revenue derived from the provision of the locally defined service line in the quarter of the under-achievement


			Quarterly


			A, CR





			


			Cancer waits - 31 days





			


			


			


			


			





			CB_B8


			Percentage of patients waiting no more than one month (31 days) from diagnosis to first definitive treatment for all cancers 





			Not applicable


			Review of monthly Service Quality Performance Report  





			2% of revenue derived from the provision of the locally defined service line in the quarter of the under-achievement


			Quarterly


			A, CR





			CB_B9


			
Percentage of patients waiting no more than 31 days for subsequent treatment where that treatment is surgery 





			Not applicable


			Review of monthly Service Quality Performance Report  





			2% of revenue derived from the provision of the locally defined service line in the quarter of the under-achievement


			Quarterly


			A, CR





			CB_B10


			Percentage of patients waiting no more than 31 days for subsequent treatment where that treatment is an anti-cancer drug regimen 





			Not applicable


			Review of monthly Service Quality Performance Report  





			2% of revenue derived from the provision of the locally defined service line in the quarter of the under-achievement


			Quarterly


			A, CR





			CB_B11


			Percentage of patients waiting no more than 31 days for subsequent treatment where the treatment is a course of radiotherapy 





			Not applicable


			Review of monthly Service Quality Performance Report  





			2% of revenue derived from the provision of the locally defined service line in the quarter of the under-achievement


			Quarterly


			A, CR





			


			Cancer waits - 62 days





			


			


			


			


			





			CB_B12


			Percentage of patients waiting no more than two months (62 days) from urgent GP referral to first definitive treatment for cancer 





			Not applicable


			Review of monthly Service Quality Performance Report  





			2% of revenue derived from the provision of the locally defined service line in the quarter of the under-achievement


			Quarterly


			A, CR





			CB_B13


			Percentage of patients waiting no more than  62 days from referral from an NHS screening service to first definitive treatment for all cancers 





			Not applicable


			Review of monthly Service Quality Performance Report  





			2% of revenue derived from the provision of the locally defined service line in the quarter of the under-achievement


			Quarterly


			A, CR





			CB_B14


			Percentage of patients waiting no more than 62 days for first definitive treatment following a consultant’s decision to upgrade the priority of the patient (all cancers) 














			Not Applicable





			Review of monthly Service Quality Performance Report  





			2% of revenue derived from the provision of the locally defined service line in the quarter of the under-achievement


			Quarterly


			A, CR





			


			Category A ambulance calls





			


			


			


			


			





			CB_B15_01


			Percentage of Category A Red 1 ambulance calls resulting in an emergency response arriving within 8 minutes 


			Not applicable


			Performance measured monthly with annual reconciliation


			Monthly withholding of 2% of actual monthly contract value with an end of year reconciliation with 2% of  the Actual Outturn Value of the Agreement retained if annual performance is not met


or


the withheld sums returned (with no interest) if annual performance is met





			Monthly withholding, annual reconciliation


			AM





			CB_B15_02


			Percentage of Category A Red 2 ambulance calls resulting in an emergency response arriving within 8 minutes 


			Not applicable


			Performance measured monthly with annual reconciliation


			Monthly withholding of 2% of actual monthly contract value with an end of year reconciliation with 2% of  the Actual Outturn Value of the Agreement retained if annual performance is not met


or


the withheld sums returned (with no interest) if annual performance is met 





			Monthly withholding, annual reconciliation


			AM





			CB_B16


			Percentage of Category A calls resulting in an ambulance arriving at the scene within 19 minutes 


			Not applicable


			Performance measured monthly with annual reconciliation


			Monthly withholding of 2% of actual contract monthly value with an end of year reconciliation with 2% of  the Actual Outturn Value of the Agreement retained if annual performance is not met


or


the withheld sums returned (with no interest) if annual performance is met 





			Monthly withholding, annual reconciliation


			AM





			


			Mixed sex accommodation breaches





			


			


			


			


			





			CB_B17


			Sleeping Accommodation Breach


			Not applicable


			Verification of the monthly data provided pursuant to Schedule 6 Part C in accordance with the Professional Letter 





			£250 per day per patient affected


			Monthly


			A, CR, S, MH





			


			Cancelled operations





			


			


			


			


			





			CB_B18


			All patients who have operations cancelled, on or after the day of admission (including the day of surgery), for non-clinical reasons to be offered another binding date within 28 days, or the patient’s treatment to be funded at the time and hospital of the patient’s choice





			Not applicable


			Review of monthly Service Quality Performance Report  








			Non- payment of costs associated with cancellation and non- payment or reimbursement (as applicable) of re-scheduled episode of care 


			Monthly


			A, CR, S, C, TP





			


			Mental health





			


			


			


			


			





			CB_B19


			Care Programme Approach (CPA): The percentage of people under adult mental illness specialties on CPA who were followed up within 7 days of discharge from psychiatric in-patient care 





			Not applicable


			Review of monthly Service Quality Performance Report  





			Not Applicable


			Not Applicable


			MH, MHSS











B. National Quality Requirement


			


			National Quality Requirement


			Threshold


(2013/14)


			Method of Measurement (2013/14)


			Consequence of breach





			Monthly or annual application of consequence


			Applicable Service Category





			CB_A15


			Zero tolerance MRSA


			>0


			Review of monthly Service Quality Performance Report  





			Non-payment of inpatient episode


			Monthly


			A





			CB_A16


			Rates of Clostridium difficile


			>0





			Review of monthly Service Quality Performance Report  





			As set out in Schedule 4 Part H 


			Annual


			A





			CB_S6


			Zero tolerance RTT waits over 52 weeks


			Not applicable


			Review of monthly Service Quality Performance Report 





			£5,000 per patient waiting over 52 weeks 


			Monthly


			A





			CB_S7a


			All handovers between ambulance and A & E must take place within 15 minutes 





			Not applicable





			Review of monthly Service Quality Performance Report  


			£200 per patient waiting over 30 minutes


			Monthly


			A+E





			CB_S7b


			All handovers between ambulance and A & E must take place within 15 minutes 


			Not applicable 


			Review of monthly Service Quality Performance Report  


			£1,000 per patient waiting over 60 minutes (in total, not aggregated with CB_S7a consequence)





			Monthly


			A+E





			CB_S8a


			Following handover between ambulance and A & E, ambulance crew should be ready to accept new calls within 15 minutes


			Not applicable


			Review of monthly Service Quality Performance Report  


			£20 per event where > 30 minutes


			Monthly


			AM





			CB_S8b


			Following handover between ambulance and A & E, ambulance crew should be ready to accept new calls within 15 minutes





			Not applicable


			Review of monthly Service Quality Performance Report  


			£100 per event where > 60 minutes (in total, not aggregated with CB_S8a consequence) 


			Monthly


			AM





			CB_S9


			Trolley waits in A&E





			Not applicable


			Review of monthly Service Quality Performance Report  





			£1,000 per breach


			Monthly


			A+E





			CB_S10


			No urgent operation should be cancelled for a second time


			Not applicable 


			Review of monthly Service Quality Performance Report  


			Non-payment of costs associated with cancellation and non-payment/ reimbursement of costs (as applicable) of rescheduled episode of care.





			Monthly


			A, CR, C S, MH








			


			Failure to publish Formulary





			Not published


			Publication on Provider’s website


			Withholding of up to 1% of the monthly sums payable by the Commissioners under Service Condition 36 (Payment Terms) per month until publication





			Monthly


			All





			


			Duty of Candour


			Each failure to notify the Relevant Person of a suspected or actual Reportable Patient Safety Incident (as per Guidance)





			Reported Patient Safety Incident records must demonstrate appropriate communications with the Relevant Person in line with guidance.





All patient safety incidents are reported to the LWCCG Federated Risk & Compliance Team who will confirm if appropriate measures have been taken.


			Recovery of the cost of the episode of care or £10,000 if the cost of the episode of care is unknown.





			Monthly


			All











Local Quality Requirements





			Quality Requirement





			Threshold


			Method of Measurement


			Consequence of breach





			Domain 1: Preventing people dying prematurely








			Not Applicable





			


			


			





			Domain 2: Enhancing the quality of life of people with long-term conditions








			Not Applicable





			


			


			





			Domain 3: Helping people to recover from episodes of ill-health or following injury








			Not Applicable





			


			


			





			Domain 4: Ensuring that people have a positive experience of care








			Patient Experience survey (appended to service specification) to be given to each patient.  Feedback to be collated and reported by the provider to the Commissioners Quality team. 



Provider performance will be assessed against other providers providing the same service.


			6 monthly report and the provision of an action plan addressing all learning points from the report 

100% of Patients and carers to be offered the opportunity to participate in the survey.
Minimum uptake of 50% for each procedure undertaken (real time monitoring, not postal questionnaire).
Improvements to be made on previous year results, as applicable.





Overall results will be compared with other providers of the same service.


			6 monthly report to Commissioner including action plan 


			Remedial action plan which is monitored on a monthly basis 





Performance managed by Commissioners Contract Performance Team 








			Equality - Patients to be monitored by protected characteristics. 
• All Patients to be monitored by race, sex, age, disability and sexual orientation
• Take up by above protected characteristics to be reported within annual report to Commissioner. 



			100% of patients to be asked for monitoring information. 



			Annual Report provided to Commissioner through Quality Review Meeting.








			As per GC9 of the General Conditions Section of the 13 14 NHS standard contract





Performance managed by Commissioners Contract Performance Team 








			Report on percentage of staff involved in the service pathway who have received an appraisal and have a personal development plan (PDP) in place as a result.





Confirmation that all new starters have undergone induction training and that all staff have attended mandatory training.  (Mandatory training must include life support training relevant to the role of the staff member)





			100% 














100%


			Annual Report


			Any exceptions to be reported to the Commissioners Quality Team, with a remedial action plan as a part of the annual report.





Performance managed by Commissioners Contract Performance Team 








			Domain 5: Treating and caring for people in a safe environment and protecting them from avoidable harm





			The provider should have in place a protocol which outlines the actions and systems necessary to undertake the minor injury service. This should define the roles and responsibilities of each individual involved in the programme and the timescales for delivery.





			Protocols evidenced for all injuries described on the service specification


			Assessed prior to commencement of service by Commissioner 


			Performance managed by Commissioners Contract Performance Team 








			Safeguarding Vulnerable Adults and Children - The Provider must demonstrate compliance with Section 11 Children's Act 2004 

To work in liaison with the Named Nurse for Safeguarding Children and the named Nurse for Safeguarding adults as described in the LSCB LSAB Policies and Procedures  



To work in liaison with the Named Doctor identified for the service locality as described in the LSAB and LSCB policies and procedures.  

Cross reference to Clause 24.





Safeguarding training has been undertaken as appropriate for all staff involved in the service pathway 


			As per Schedule 2 Part L SC32 of the contract


Written evidence of implementation of local policies and procedures.
A named Safeguarding Champion for Safeguarding Adults is place.  The Self-Assessment Assurance Framework for Safeguarding Adults is to be completed annually

Markers of good practice for looked after children is to be completed annually 





Vulnerable Adult and Children Audit and associated action plan as a result of self-assessment





A record of staff and their duties and appropriate training record


			Progress of implementation of local procedures and policies using RAG rating highlighting change in practice / rationale for no change




Number of active action plans resulting from serious case review recommendations


			Action plan





Performance managed by Commissioners Contract Performance Team 


















			Infection Prevention & Control will be managed in accordance with the Commissioner's Infection Control Team's assurance framework – which is a self-assessment of compliance to the 10 criteria of the Hygiene Code from the Health and Social Care Act 2008 and completion of HCAI data and MRSA screening tables. 

This will include RCAs for critical incidents and for MRSA BSI a Post Infection Review (PIR) report will be completed where allocation determines.  RCAs will result in a critical review meeting with relevant representatives from both commissioner and provider organisations and report within statutory 60 days to be sent to the Federated Infection Prevention and Control Lead

Completion of the monthly assurance framework to be returned by the 16th of each month containing previous month’s data and compliance. 

At subsequent quarterly reviews the Provider will demonstrate incremental improvement in each quarter or sustainability and assurance where the element is met.

Part of the assurance process commissioner assurance visits from the Federated Infection Prevention and Control Lead


			
100% compliant on reporting 









100% achievement of the agreed incremental improvement as per framework.


			Quarterly review of monthly reports to show whether the Provider has attained submission by 16th of the relevant month.


Quarterly exception reporting on any milestones not achieved. 


			As per GC9 of the General Conditions Section of the 13 14 NHS standard contract





Performance managed by Commissioner’s contract performance team

















			The provider will participate in the Surgical Site Infection Surveillance studies.


			


			Evidence of comparative results in the form of an annual report to be provided to the Commissioner


			





			Patient Safety Alerts - All providers to ensure that they have a system for receiving patient safety alerts.

All received alerts to be assessed for relevance and action taken to confirm action within stipulated timescale. 

All applicable Central Alert System (CAS) alerts to be implemented within stipulated timescale. 

Audit trail to be maintained documenting alerts received/ action taken. 

Report any actual or anticipated non-compliance to Commissioner


			100% compliance 


			Monthly exception report on applicable alerts with  progress against remedial action plan reported to the Federated Risk & Compliance Team


			As per GC9 of the General Conditions Section of the 13 14 NHS standard contract





Performance managed by Commissioner’s contract performance team





			Serious Incident (SI), including death of a service user/patient and never events - telephone reporting to the NHS Lincolnshire West CCG Federated Clinical Risk Manager (or nominated deputy) within one working day of the incident being identified as a SI, additional electronic reporting in accordance with the SI Policy  - in development – federated risk team

Preliminary Management Report to be undertaken and submitted to the Federated Clinical Risk & Compliance Manager (or their deputy) within three working days of the incident being identified as an SI.  This will reflect the core criteria contained within the Preliminary Report template  - in development- federated risk team

Grade 1 SIs to be completed  within 45 days and all Grade 2 SIs must be completed  within 60 days unless there is an external reason agreed between provider and commissioner.  Fully completed Action Plan and all RCA core fields (to include a response and disciplinary action). Investigation may be required sooner, if determined by the commissioner.   


			100% compliance


			Monthly exception report on any case that occurs and progress against remedial action plan and a quarterly summary to the Quarterly review meeting and where applicable to the Providers Patient Safety meeting which will be demonstrable through minutes provided to the Commissioner 


			Grade 1 SIs to be closed within 45 days and all Grade 2 SIs must be closed within 60 days – unless there is an external reason agreed between provider and commissioner otherwise a penalty of £250 for each SI that is not closed, awaiting completed Action Plan and completion of all RCA core fields (to include a response and disciplinary action) within the 45/60 days, will be applied.   A further £250 penalty will be applied for every 30 days the SI remains open awaiting for final report. 
 


Performance managed by Commissioner’s contract performance team











			Patient Incidents

Provider will ensure that adverse incidents are identified reported, risk assessed, collated and managed in accordance with NPSA and (where appropriate) National Litigation Authority and identified local standards. Ensure that clinical incidents, process failures (near misses) inclusive of any serious incidents and never events are reported.  See Never Events section below.  Such reports should document any lesson learnt and remedial action taken, to minimise the risk of future occurrence. 

Take steps to analyse the causal and contributory factors which led to the incident(s) occurring.  Select the most appropriate investigation methodology to reflect the assessed level of risk. Reflect the NPSA principles of root cause analysis. Retrospective review of an incident or incident cluster may also be reported through significant event audit. 

The provider will also participate in relevant multi-agency incident investigations.  


			100% compliance


			Monthly exception report on any outstanding investigations reported to the Federated Risk and Compliance Team. 


			As per GC9 of the General Conditions Section of the 13 14 NHS standard contract





Performance managed by Commissioner’s contract performance team















			The Provider will ensure that patients give written consent prior to any procedure being carried out and this will be recorded in the patient’s notes





			100% compliance


			Site visit includes case note quality check.  





A random sample of patient casenotes will be selected for review during any scheduled or unscheduled site check by the Commissioner.   





A visit report by the commissioner will document levels of compliance.


			As per GC9 of the General Conditions Section of the 13 14 NHS standard contract





Performance managed by Commissioner’s contract performance team





			Patient Complaints
Manage received complaints according to the NHS complaints regulations. Identify the number of formal and informal complaints received. Provide a response within agreed timeframe as outlined within individual management plans. 

Participate in multiagency complaints investigations. 

Report the number of complaints received. Report their status (upheld or otherwise) and the number referred onward to the Parliamentary and Healthcare Ombudsman.  Analyse complaints themes and identify and implement required action to improve future service delivery. 


			


100% compliance with NHS complaints regulations.  


			


6 monthly report submitted to Commissioner Quality Team


			


Performance management by Contract Performance Team





Performance managed by Commissioner’s contract performance team





			Implementation of NICE Quality Standards Relevant NICE Quality Standards to be implemented following discussion with commissioner where relevant/appropriate.


			Evidence of process for evaluation and implementation of NICE Guidance





Participation in Commissioner Quality Team NICE Guidance exception reporting





			Up to date exception reporting against NICE Quality Standards 








Annual audit report for directly applicable guidance (as below if appropriate to service a minimum of one audit per annum must be undertaken) 


			As per GC9 of the General Conditions Section of the 13 14 NHS standard contract





Performance managed by Commissioner’s contract performance team





			Clinical Audit


As a minimum, one topic for audit will be submitted annually, which will be a clinical audit against Nationally agreed standards of best practice 


The audit includes dissemination of the results to others to ensure learning from outcomes.


			Audit quality must meet Healthcare Quality Improvement Partnership (HQIP) Best Practice Standards


			Commissioners Quality Team will assess the quality of the audit as a part of the Annual Report


			Audit quality will be assessed by the Federated Quality Team.





Performance managed by Commissioner’s contract performance team












			Clinical Safety Emergencies





Ensure the availability of appropriate Staff who are able to recognise, diagnose, treat and manage patients with urgent or life-threatening conditions at all times





Possess the equipment and emergency drugs to treat life-threatening conditions.





Staff training in life support included within mandatory training requirement.





Adhere to any national or local guidelines relating to clinical safety and medical emergencies.





Have arrangements for access to expert clinical advice and emergency transfer of patients to critical care facilities which must be in place before service commencement and remain in place, full operational, and available at all times during provision of service.





			





Evidence of adherence to best practice guidance for the management of applicable clinical emergencies





Evidence of escalation procedures for patients who become unwell during treatment, for the identification of need for escalation to emergency services and the service procedures taking 


			





Annual exception report including a full staff list accompanied by the respective  BLS or ALS Training Certificates as appropriate.


			


Performance management by Contract Performance Team





			Information Governance





Complete and maintain full compliance with the Connecting for Health IG Toolkit 


			





100% compliance 


			Report publically available.  This report will be provided to the commissioner annually.


			Remedial Action Plan (if above 76% compliance)


Removal of contract if not undertaken or below (76%)











All sums calculated in accordance with this Schedule 4 Part C will be subject to an annual cap of 1.0% of Actual Annual Value


[bookmark: _Toc343591403]















Never Events





			Never Events


			Threshold


			Method of Measurement


			Never Event Consequence (per occurrence)


			DH Guidance Applicability


			Applicable Service Category





			SURGICAL





			Wrong site surgery


			>0


			Review of reports submitted to NRLS/Serious Incidents reports and monthly Service Quality Performance Report


			In accordance with applicable Guidance, recovery of the cost of the procedure and no charge to Commissioner for any corrective procedure or care (not discretionary)


			All healthcare premises


			A


S





			Wrong implant/prosthesis


			>0


			Review of reports submitted to NRLS/Serious Incidents reports and monthly Service Quality Performance Report


			In accordance with applicable Guidance, recovery of the cost of the procedure and no charge to Commissioner for any corrective procedure or care (not discretionary)


			All healthcare premises


			A


S








			Retained foreign object post-operation


			>0


			Review of reports submitted to NRLS/Serious Incidents reports and monthly Service Quality Performance Report


			In accordance with applicable Guidance, recovery of the cost of the procedure and no charge to Commissioner for any corrective procedure or care (not discretionary)


			All healthcare premises


			A


S





			MEDICATION





			Wrongly prepared high-risk injectable medication


			>0


			Review of reports submitted to NRLS/Serious Incidents reports and monthly Service Quality Performance Report





			In accordance with applicable Guidance, recovery of the cost of the procedure and no charge to Commissioner for any corrective procedure or care (not discretionary)


			All healthcare settings


			A


MH


MHSS


AM


C





			Maladministration of potassium-containing solutions


			>0


			Review of reports submitted to NRLS/Serious Incidents reports and monthly Service Quality Performance Report


			In accordance with applicable Guidance, recovery of the cost of the procedure and no charge to Commissioner for any corrective procedure or care (not discretionary)


			All healthcare settings


			A


MH


MHSS


AM


C





			Wrong route administration of chemotherapy


			Not applicable


			Review of reports submitted to NRLS/Serious Incidents reports and monthly Service Quality Performance Report


			In accordance with applicable Guidance, recovery of the cost of the procedure and no charge to Commissioner for any corrective procedure or care (not discretionary)


			All healthcare premises


			A


C





			Wrong route administration of oral/enteral treatment


			>0


			Review of reports submitted to NRLS/Serious Incidents reports and monthly Service Quality Performance Report


			In accordance with applicable Guidance, recovery of the cost of the procedure and no charge to Commissioner for any corrective procedure or care (not discretionary)


			All healthcare settings


			A


MH


MHSS


AM


C





			Intravenous administration of epidural medication


			>Not applicable


			Review of reports submitted to NRLS/Serious Incidents reports and monthly Service Quality Performance Report


			In accordance with applicable Guidance, recovery of the cost of the procedure and no charge to Commissioner for any corrective procedure or care (not discretionary)


			All healthcare premises


			A


MH


MHSS


AM


C





			Maladministration of Insulin


			>0


			Review of reports submitted to NRLS/Serious Incidents reports and monthly Service Quality Performance Report





			In accordance with applicable Guidance, recovery of the cost of the procedure and no charge to Commissioner for any corrective procedure or care (not discretionary)


			All healthcare settings


			A


MH


MHSS


AM


C





			Overdose of midazolam during conscious sedation


			>Not applicable


			Review of reports submitted to NRLS/Serious Incidents reports and monthly Service Quality Performance Report


			In accordance with applicable Guidance, recovery of the cost of the procedure and no charge to Commissioner for any corrective procedure or care (not discretionary)


			All healthcare premises


			A


MH


MHSS


AM


C





			Opioid overdose of an opioid-naïve Patient


			>0


			Review of reports submitted to NRLS/Serious Incidents reports and monthly Service Quality Performance Report


			In accordance with applicable Guidance, recovery of the cost of the procedure and no charge to Commissioner for any corrective procedure or care (not discretionary)


			All healthcare settings


			A


MH


MHSS


AM


C





			Inappropriate administration of daily oral methotrexate


			>0


			Review of reports submitted to NRLS/Serious Incidents reports and monthly Service Quality Performance Report


			In accordance with applicable Guidance, recovery of the cost of the procedure and no charge to Commissioner for any corrective procedure or care (not discretionary)


			All healthcare settings


			A


MH


MHSS


C











[bookmark: _Toc343591404]Commissioning for Quality and Innovation (CQUIN)








CQUIN Table 1:  Summary of goals


			Goal Number


			Goal Name


			Description of Goal


			Goal weighting 


(% of CQUIN scheme available)


			Expected financial value of Goal (£)


			Quality Domain


(Safety, Effectiveness, Patient Experience or Innovation)





			1


			Friends and Family


			Friends & Family Test


			


			


			





			


			


			Totals:


			100.00%


			








CQUIN Table 2:  Summary of indicators





			Goal Number


			Indicator Number


			Indicator Name


			Indicator Weighting (% of CQUIN scheme available)


			Expected financial value of Indicator (£)





			


1


			


			


			


			





			2


			


			


			


			





			3


			


			


			


			





			4


			


			


			


			





			5


			


			


			


			





			6


			


			


			


			





			etc.


			


			


			


			





			


			


			Totals:


			100.00%


			











CQUIN Table 3:  Detail of indicator (to be completed for each indicator)





			Indicator number


			





			Indicator name


			





			Indicator weighting 


(% of CQUIN scheme available)


			





			Description of indicator


			





			Numerator


			





			Denominator


			





			Rationale for inclusion


			





			Data source


			





			Frequency of data collection


			





			Organisation responsible for data collection


			





			Frequency of reporting to Commissioner


			





			Baseline period/date


			





			Baseline value


			





			Final indicator period/date (on which payment is based)


			





			Final indicator value (payment threshold)


			





			Rules for calculation of payment due at final indicator period/date (including evidence to be supplied to Commissioner)


			





			Final indicator reporting date


			





			Are there rules for any agreed in-year milestones that result in payment


			





			Are there any rules for partial achievement of the indicator at the final indicator period/date?


			











CQUIN Table 4:  Milestones (only to be completed for indicators that contain in-year milestones)





			Goal No.


			Indicator No.


			Date/period milestone relates to


			Rules for achievement of milestones (including evidence to be supplied to Commissioner)


			Date milestone to be reported


			Milestone weighting (% of CQUIN scheme available)





			


			


			


			


			


			





			


			


			


			


			


			





			


			


			


			


			


			





			


			


			


			


			Total: 


			








CQUIN Table 5:  Rules for partial achievement at final indicator period/date (only complete if the indicator has rules for partial achievement at final indicator period/date)


			Goal No.


			Indicator No.


			Final indicator value for the part achievement threshold


			% of CQUIN scheme available for meeting final indicator value





			


			


			


			





			


			


			


			





			


			


			


			











CQUIN Table 6:  Maximum aggregate CQUIN Payment


			Commissioner


			Payment


			Frequency/Timing


			Agreed provisions for adjustment of Payments on CQUIN Account based on performance





			








			


			


			





			








			


			


			





			








			


			


			











CQUIN Table 7:  CQUIN Payments on Account


			Commissioner


			Payment


			Frequency/Timing


			Agreed provisions for adjustment of Payments on CQUIN Account based on performance





			








			


			


			





			








			


			


			





			








			


			


			














F. Local Incentive Scheme




















18 Weeks 





18 Weeks Referral-to-Treatment Standard for Consultant-led Services Financial Adjustments Table





			Percentage by which the Provider underachieves the 18 Weeks Referral-to-Treatment Standard threshold set out in Schedule 4 Part A  (Operational Standards) for each specialty 


			Percentage of the revenue, derived from the provision of the (underachieved) specialty in the month of the underachievement, to be deducted under Service Condition 21.4 





			Up to 1%


			0.5%





			>1% to 2%


			1%





			>2% to 3%


			1.5%





			>3% to 4%


			2%





			>4% to 5%


			2.5%





			>5% to 6%


			3%





			>6% to 7%


			3.5%





			>7% to 8%


			4%





			>8% to 9%


			4.5%





			>9% to 10%


			5%





			>10%


			5%











1. All sums calculated in accordance with the table above will be weighted as follows:





1.1 Adjustments relating to performance for admitted care will apply to 37.5% of Contract Month Elective Care 18 Weeks Revenue; 





1.2 Adjustments relating to performance for non-admitted care will apply to 12.5% of Contract Month Elective Care 18 Weeks Revenue; and





1.3 Adjustments relating to performance for incomplete non-emergency pathways will apply to 50% of Contract Month Elective Care 18 Weeks Revenue.





2.	If the Provider misses the 18 Weeks Referral-to-Treatment Standard threshold by 10%, or more in any month, these deductions must not exceed 5% of the relevant Contract Elective Care Month 18 Weeks Revenue.


[bookmark: _Toc343591407]H.Clostridium difficile


Removed as not applicable to this specification
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		Service Specification No.

		



		Service

		Phlebotomy



		Commissioner Lead

		NHS Lincolnshire CCG 



		Period

		1st April 2022 – 31st March 2023



		Date of Review

		March 2022 (Date review only, as full review delayed due to COVID 19 Pandemic)  







		1.	Population Needs



		

1.1 Context



There is one NHS Clinical Commissioning Group (CCG) in Lincolnshire working to improve the delivery of healthcare and to improve the health of our population.



1.2 The Clinical Commissioning Groups - Local Context and Summary Statistics



[bookmark: _Hlk98329449]Lincolnshire West

· This locality has 29 practices

· The locality’s registered population in January 2022 is approximately 243,115

· The locality's registered population live in 3 different lower tier Local Authorities 

· This locality's main provider is United Lincolnshire Hospitals NHS Trust 

· The locality is not significantly different to the national average in terms of life expectancy at birth, of males (79.2 years) and females (83.1 years) 

· This locality has a slightly higher prevalence of income deprivation and unemployment compared to the England average, with the second highest rate amongst the Lincolnshire localities. 

· This locality has a higher prevalence of cancer, diabetes, coronary heart disease, stroke and respiratory disease compared to the England average. This may partly reflect the older age profile of the LW area population.



South-West Lincolnshire:

· This locality has 17 practices 

· The locality’s registered population in January 2022 is 136,309 

· The locality’s registered population live in 2 different lower tier Local Authorities 

· The locality is slightly higher than the England average life expectancy for both females (83.3 years) and males (79.9 years) with the overall premature mortality rate (deaths<75years) lower than that in England. 

· The locality has relatively low levels of deprivation, poverty and unemployment compared to other areas in Lincolnshire. 

· This locality has a higher prevalence in relation to some long-term conditions for example diabetes in adults, (7.4%) compared to than in England (6.7%)

· This locality's main provider is United Lincolnshire Hospitals NHS Trust 



Lincolnshire East:

· This locality has 25 practices within 3 areas, Skegness and Coast, East Lindsey, and Boston

· Their total registered population at January 2022 is 250,051

· The locality’s registered population live in 3 lower tier Local Authorities.

· Life expectancy at birth in this locality is lower than the national average for males (78.2 years), and for females (82.2 years), and the lowest among the Lincolnshire localities.

· Lincolnshire East locality has a higher prevalence of income deprivation and unemployment compared to the England average, with the highest rate among the Lincolnshire localities.

· This locality has an older profile than the England average, and the oldest of the Lincolnshire localities. There are a higher proportion of people aged 65 years and older.

· The prevalence of cancer, diabetes, coronary heart disease, stroke and respiratory disease are all higher in this locality than the England average. This may partly reflect the older age profile of the local population.

· The locality’s main providers are United Lincolnshire Hospitals NHS Trust and North Lincolnshire and Goole NHS Trust 



South Lincolnshire: 

· This locality has 14 practices

· Their total registered population at January 2022 is 178,792 

· The locality's registered population live in 2 different lower tier Local Authorities 

· Overall life expectancy at birth in the locality is significantly higher than the England average for both females (83.6years) and males (80.3%years) with the overall premature mortality rate (deaths <75years) is significantly lower than that for England.

· The locality has relatively low levels of deprivation, although there are some differences across the locality.  The highest levels of deprivation are in Long Sutton and Sutterton and the lowest levels in Stamford and Market Deeping.

· The locality has a higher prevalence in relation to some long-term conditions for example diabetes in adults, (7.5%) compared to that in England (6.7%) 

· This locality's main provider is North West Anglia NHS Foundation Trust 



1.3 Key challenges facing Lincolnshire 

· Changing demographics for Lincolnshire (inward migration, increasing birth rate, ageing population, health inequalities) will place challenges upon public and community services. 

· Public perceptions and expectations of public sector services, when seeking to reduce health inequalities 

· Economic and health inequalities with low-wage economies (whether urban or rural) and ill-health being related. 

· Children’s health and lifestyles e.g. breast-feeding, accidents and injuries, smoking, sexual health, mental health and obesity. 

· Poor transport and highways infrastructure (no motorways). 

· An ageing population over the next 20 years will provide challenges in relation to 

· Long term health conditions, residential and hospital care, mental health - most notably dementia. 

· Inequalities for people with disabilities, including those with learning disabilities. 

· Prevention relating to smoking, alcohol, obesity and maintaining independence is crucial. 

· Protection of the public from environmental and health emergencies remain important in Lincolnshire. 



Further information on the locality can be found at the following: 

· Lincolnshire Research Observatory http://www.research-lincs.org.uk/ 



		2.	Outcomes



		

2.1	NHS Outcomes Framework Domains & Indicators



		Domain 1

		Preventing people from dying prematurely

		X



		Domain 2

		Enhancing quality of life for people with long-term conditions

		X



		Domain 3

		Helping people to recover from episodes of ill-health or following injury

		X



		Domain 4

		Ensuring people have a positive experience of care

		X



		Domain 5

		Treating and caring for people in a safe environment and protecting them from avoidable harm

		X







2.2	Local defined outcomes



The Commissioner wishes to ensure that phlebotomy services are readily available in Primary Care.  A service provided from a community-based facility e.g. GP Practice, Community Hospital or Health Clinic will provide more convenient and timely care to the patient.  



It has been recognised that the provision of phlebotomy services in primary care has significant benefits to patients which include:

· Improved patient convenience, often with minimal travel requirements.

· Timely service – able to provide same day sampling.

· Available expertise already present in primary care.

· Holistic approach to patient care.



The following principles underpin the service:

· Most of the care should take place as close to the patient’s home as possible.

· Providers working in partnership to provide a comprehensive local service.

· Where GP practices do not wish to provide the service, other providers will be available to provide in the locality.



		3.	Scope



		

3.1	Aims and objectives of service



The purpose of this specification is to provide a primary care-based phlebotomy service encompassing the majority of blood sampling for investigations and follow up arising from the management of patients in primary care.



The aim of the specification is to ensure that:

· A comprehensive and quality primary care-based phlebotomy service is provided using the skills and expertise of trained phlebotomists.

· Pressure on secondary care services is relieved

· A much more convenient service is provided for patients who require blood tests

· There is equity of patient access to phlebotomy services.



3.2	Service description/care pathway



This Community based Phlebotomy Service is for:

· Patients registered with a practice provider; this will include housebound patients not on the community nurses case load

· Patients registered with a practice who is having the service covered by another provider, this will include housebound patients not on the community nursed case load



Note - The community nursing service will only be responsible for housebound patients who are actively being treated and are part of a caseload or where it has been identified that it is an acute situation to aid diagnosis and avoid an admission to hospital.



This is a planned service through an appointment system (this could be same day appointments) that will be provided during the providers core opening times



Providers are required to take blood samples, as required, based on medical need.  

· An appointment for routine bloods should be made within 2 weeks of the request

· An appointment for urgent bloods should be made within 2 working days.

· Very urgent samples should be taken when patient presents, as clinically appropriate.



Providers are required to take blood samples as requested by a Consultant, if clinically appropriate, and where this forms part of ongoing clinical management or investigation.



Maintain a stock of suitable phlebotomy containers and needles ensuring the correct usage in accordance with the acute sector pathology policy in line with current arrangements.  All consumables will be ordered through the CCG contract pathology supply chain and supplied to practices free of charge.  



Store blood samples in a safe clinical environment prior to transportation to the local Pathology Department.



Transport samples in a secure specimen container via the courier service.



The Clinician requesting the blood test must provide the patient with information regarding what the blood test is for, how to get their results and who to contact with any queries.



Children under the age of 12 will be seen if the provider can demonstrate that they have suitably experienced staff.



3.2.1 Data Collection and Record Keeping



The provider must ensure that details of the patients monitoring as part of this service is included in his or her lifelong record. If the patient is not registered for primary medical services with the provider of this service, the provider must send this information to the patients registered General Practitioner for inclusion in their lifelong medical record.



Providers to record the activity on their computer system using the appropriate READ code:



CTV3 Codes:

· XaKvU	 Referral to practice phlebotomist 

· XaEJK	 Blood sample taken

· XaMFj   Phlebotomy domiciliary visit requested 

· XaMFi   Phlebotomy D.V. done (DV=Domicillary Visit)



5 Byte read Codes:

· 8HHl.	Referral to practice phlebotomist 

· 41D0.	Blood sample taken

· 8HKT.	Phlebotomy D.V. requested 

· 8HLT.	Phlebotomy D.V. done



3.2.2 Reporting and Audit



The provider will conduct an annual review which should include as a minimum the number of blood tests, complaints and untoward incidents:

· For registered patients.

· For patients registered at Practices that is not the provider (where applicable).



The provider will report on a quarterly basis the number of patient contacts each month for a Phlebotomy service using the READ code XaEJK or 41D0. Blood Sample Taken.



Quarterly activity to be submitted to enable monitoring to be undertaken by the Commissioner to determine variance from the normal activity level.



3.3	Population covered

	

Any patient registered within the Commissioners boundary will be seen by a provider in the same area i.e. a patient registered with South West Lincolnshire locality will be seen by a provider in the same locality area.





3.4	Any acceptance and exclusion criteria and thresholds



Acceptance:

· Adults, Adolescents & Children 12 years and over

· Children under 12 years of age (can only be seen if the provider can demonstrate that they have suitably experienced staff)

· Domiciliary patients



Exclusions:

· This phlebotomy service specifically excludes blood testing which is paid for as a component part of another service, examples include NHS Health Checks and INR / Anti-coagulation, as well as bloodletting undertaken by another provider e.g. patients on a community nursing caseload

· This service excludes housebound patients who are currently on the community nursing case load who require a domiciliary test.



3.5	Interdependence with other services/providers



The provider is expected to work within the Lincolnshire Health Economy. Partners within this pathway include (but not limited to):

· Lincolnshire Community Health Services (LCHS)

· United Lincolnshire Hospitals NHS Trust

· GPs

Providers are expected to cooperate and share information with others involved in a patient’s care, treatment and support while having regard to the patients’ rights to confidentiality.



		4.	Applicable Service Standards



		

4.1	Applicable national standards (e.g. NICE)



This specification intends and expects compliance with the relevant standards of quality and safety across all provided regulated activities.  This will be through registration with the Care Quality Commission.  The new system is focused on outcomes and places the views and experience of people who use services at the centre.  The new regulations are set out in the Health and Social Care Act 2008 (Regulated Activities) Regulations 2009 and the Care Quality Commission (Registration) Regulations 2009.  These regulations replace 1) National Minimum Standards and 2) Standards for Better Health.



WHO Guidelines on drawing blood: best practice in Phlebotomy 2010



4.2	Applicable standards set out in Guidance and/or issued by a competent body (e.g. Royal Colleges) 



4.3	Applicable local standards



4.3.1 Facilities

That appropriate waste and refuse arrangements are in place to ensure safe disposal of phlebotomy related products.



That the provider adheres to current guidance on best practice for the Control of Infection in Primary Care.  Consideration needs to be given to the WHO Guidelines on drawing blood: best practice in Phlebotomy 2010 with regards to the use of disposable tourniquets’



4.3.2 Staffing

The provider will ensure that its employees and agents comply with all relevant legislation; codes of practice and regional and national Guidance; and when required provide evidence of such compliance and the providers documentation.



The Provider will be responsible for employing adequate numbers of suitably trained and qualified staff to execute this contract and involve continuing professional development and registration.



4.3.3 Protocol

The contractor should have in place a protocol which outlines the actions and systems necessary to undertake the phlebotomy service. This should define the roles and responsibilities of everyone involved in the programme and the timescales for delivery.



The provider must adhere to the local acute sector pathology labeling policy.



4.3.4 Accreditation and Training

The contractor must ensure that any health care professional who is involved in the phlebotomy service has the necessary experience, skills and training with regard to bloodletting.  This will apply to more complex sampling such as the use of a midline device or central venous device.  The HCP must only conduct these if they have received additional training.



Those clinicians who have previously provided services similar to that proposed for this service and who satisfy at appraisal and revalidation that they have such continuing medical experience, training and competence as is necessary to enable them to contract for this service shall be deemed professionally qualified to do so.





		5.	Applicable quality requirements and CQUIN goals



		

5.1 Applicable quality requirements (See Schedule 4 







		6.	Location of Provider Premises



		

It is the obligation of the provider to secure premises for service delivery.  The provider has the opportunity to use their own facilities within a practice or access current NHS accommodation in Lincolnshire managed and accessed through NHS Property Services (to include premises owned by Lincolnshire Community Health Services, United Lincolnshire Hospital Trust and certain GP practices).





		7.	Individual Service User Placement
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		Service Specification No.

		



		Service

		Vaginal Ring Pessary (insertion & on-going management)



		Commissioner Lead

		NHS Lincolnshire CCG 



		Period

		1st April 2022 – 31st March 2023



		Date of Review

		March 2022 (Date review only, as full review delayed due to COVID 19 Pandemic)  







		1.	Population Needs



		

1.1 Context



There is one NHS Clinical Commissioning Groups (CCG) in Lincolnshire working to improve the delivery of healthcare and to improve the health of our population.



1.2 The Clinical Commissioning Group Localities - Local Context and Summary Statistics 



[bookmark: _Hlk98329449]Lincolnshire West

· This locality has 29 practices

· The locality’s registered population in January 2022 is approximately 243,115

· The locality's registered population live in 3 different lower tier Local Authorities 

· This locality's main provider is United Lincolnshire Hospitals NHS Trust 

· The locality is not significantly different to the national average in terms of life expectancy at birth, of males (79.2 years) and females (83.1 years) 

· This locality has a slightly higher prevalence of income deprivation and unemployment compared to the England average, with the second highest rate amongst the Lincolnshire localities. 

· This locality has a higher prevalence of cancer, diabetes, coronary heart disease, stroke and respiratory disease compared to the England average. This may partly reflect the older age profile of the LW area population.



South-West Lincolnshire:

· This locality has 17 practices 

· The locality’s registered population in January 2022 is 136,309 

· The locality’s registered population live in 2 different lower tier Local Authorities 

· The locality is slightly higher than the England average life expectancy for both females (83.3 years) and males (79.9 years) with the overall premature mortality rate (deaths<75years) lower than that in England. 

· The locality has relatively low levels of deprivation, poverty and unemployment compared to other areas in Lincolnshire. 

· This locality has a higher prevalence in relation to some long-term conditions for example diabetes in adults, (7.4%) compared to than in England (6.7%)

· This locality's main provider is United Lincolnshire Hospitals NHS Trust 



Lincolnshire East:

· This locality has 25 practices within 3 areas, Skegness and Coast, East Lindsey, and Boston

· Their total registered population at January 2022 is 250,051

· The locality’s registered population live in 3 lower tier Local Authorities.

· Life expectancy at birth in this locality is lower than the national average for males (78.2 years), and for females (82.2 years), and the lowest among the Lincolnshire localities.

· Lincolnshire East locality has a higher prevalence of income deprivation and unemployment compared to the England average, with the highest rate among the Lincolnshire localities.

· This locality has an older profile than the England average, and the oldest of the Lincolnshire localities. There are a higher proportion of people aged 65 years and older.

· The prevalence of cancer, diabetes, coronary heart disease, stroke and respiratory disease are all higher in this locality than the England average. This may partly reflect the older age profile of the local population.

· The locality’s main providers are United Lincolnshire Hospitals NHS Trust and North Lincolnshire and Goole NHS Trust 



South Lincolnshire: 

· This locality has 14 practices

· Their total registered population at January 2022 is 178,792 

· The locality's registered population live in 2 different lower tier Local Authorities 

· Overall life expectancy at birth in the locality is significantly higher than the England average for both females (83.6years) and males (80.3%years) with the overall premature mortality rate (deaths <75years) is significantly lower than that for England.

· The locality has relatively low levels of deprivation, although there are some differences across the locality.  The highest levels of deprivation are in Long Sutton and Sutterton and the lowest levels in Stamford and Market Deeping.

· The locality has a higher prevalence in relation to some long-term conditions for example diabetes in adults, (7.5%) compared to that in England (6.7%) 

· This locality's main provider is North West Anglia NHS Foundation Trust 





1.3 Key challenges facing Lincolnshire 

· Changing demographics for Lincolnshire (inward migration, increasing birth rate, ageing population, health inequalities) will place challenges upon public and community services. 

· Public perceptions and expectations of public sector services, when seeking to reduce health inequalities 

· Economic and health inequalities with low-wage economies (whether urban or rural) and ill-health being related. 

· Children’s health and lifestyles e.g. breast-feeding, accidents and injuries, smoking, sexual health, mental health and obesity. 

· Poor transport and highways infrastructure (no motorways). 

· An ageing population over the next 20 years will provide challenges in relation to 

· Long term health conditions, residential and hospital care, mental health - most notably dementia. 

· Inequalities for people with disabilities, including those with learning disabilities. 

· Prevention relating to smoking, alcohol, obesity and maintaining independence is crucial. 

· Protection of the public from environmental and health emergencies remain important in Lincolnshire. 



Further information on the locality can be found at the following: 

· Lincolnshire Research Observatory http://www.research-lincs.org.uk/ 



		2.	Outcomes



		

2.1	NHS Outcomes Framework Domains & Indicators



		Domain 1

		Preventing people from dying prematurely

		



		Domain 2

		Enhancing quality of life for people with long-term conditions

		X



		Domain 3

		Helping people to recover from episodes of ill-health or following injury

		





		Domain 4

		Ensuring people have a positive experience of care

		X



		Domain 5

		Treating and caring for people in a safe environment and protecting them from avoidable harm

		X







2.2	Local defined outcomes



The Commissioner wishes to ensure that Vaginal Ring Pessary (insertion and ongoing management) services are readily available in Primary Care.  A practice-based service will provide more convenient and timely care to the patient.



It has been recognised that the provision of a Vaginal Ring Pessary service (insertion and on-going management) in primary care has significant benefits to patients which include:

· Greater patient convenience.

· Timely service – able to provide urgent same day sampling.

· Minimal travel.

· Available expertise already present in primary care.

· Holistic approach to patient care.



The following principles underpin the service:

· Most of the care should take place as close to the patient’s home as possible.

· Practices can work in partnership to provide a comprehensive local service.

· Where GP practices do not wish to provide the service, other providers will be available to provide in the locality.





		3.	Scope



		

3.1	Aims and objectives of service



1. The purpose of this service is to provide an alternative to surgical treatment for patients with symptomatic vaginal prolapse that is provided in Primary Care.  The service will be provided in the following:



a. Permanent use in patients in whom surgery is contraindicated or patients who refuse surgery.

b. Temporary use in patients who are awaiting surgical intervention or in patients whose prolapse is likely to resolve spontaneously, e.g. pregnant patients.



2. The aim of the specification is to ensure that:

3. 

a. A comprehensive primary care based vaginal ring pessary (insertion and ongoing management) service is provided that is an alternative to surgery.

b. Pressure on secondary care services is relieved.

c. A much more convenient service is provided for patients. 

d. There is equity of patient access to this service.



3.2	Service description/care pathway



4. This Practice based service will ensure that clinical assessments of patients, including pelvic examination and the initial fitting of the ring pessary, along with the provision of appropriate advice to the patient.



5. Arrangements are in place for short term follow up appointments to deal with any immediate complications.



· Long term follow up appointments to include a review of any side effects and including a vaginal examination to exclude local complication.

· Regular remove for cleaning and / or regular replacement of the ring pessary at intervals no longer than 6 months.

· A record of patients to whom this service is provided.

· A register of all patients with a ring pessary in situ.

· An annual review of patients treated within the service.

· A service being provided during core opening times for the practice (as detailed in the regulations) or during hours agreed by the Commissioner for example extended hours surgeries.

· Provide the patient with information regarding vaginal ring pessaries insertion and ongoing management and who to contact with any queries.



If a practice provides the service for another practice’s patients then the referring practice should provide the relevant completed request form containing patient information etc.



If a practice provides the service for patients from another practice the Provider must notify the detail of the service being provided to the Practice where the patient is registered.



3.2.1 Data Collection and Record Keeping

The provider must ensure that details of the patients monitoring as part of this service is included in his or her lifelong record. If the patient is not registered for primary medical services with the provider of this service, the provider must send this information to the patients registered General Practitioner for inclusion in their lifelong medical record.



Providers to record the activity on the Practice computer system using the appropriate READ code:

· Introduction of supporting pessary into vagina – 7D1B.

· Insertion of Hodge pessary into vagina – 7D1B0

· Insertion of ring into vagina – 7D1B1

· Removal of supporting pessary from vagina – 7D1B2

· Change of vaginal pessary – 7D1B3

· Removal of ring pessary from vagina – 7D1B4

· Renewal of supporting pessary in vagina – 7D1B5

· Insertion of ring pessary into vagina – 7D1B6

· Introduction of supporting pessary into vagina OS – 7D1By

· Introduction of supporting pessary into vagina NOS – 7D1Bz



3.2.2 Reporting and Audit

The provider will conduct an annual review which should include as a minimum: 



a. The number of vaginal ring pessaries fitted and if it is on a temporary or permanent basis. 

b. Details of any short- and longer-term complications and the remedial actions taken.

c. Dates of any ongoing management appointments.

d. Date of annual review. 

e. Complaints.

f. Serious untoward incidents.



This should be for both registered patients and for patients registered at other Practices (where applicable).



The provider will report on a quarterly basis the number of patient contacts each month and whether these are for fitting or ongoing management.  The read codes in section 3.2.1 should be used.



Quarterly activity to be submitted to enable monitoring to be undertaken by the Commissioner to determine variance from the normal activity level.



3.3	Population covered

Any patient registered within the Commissioners boundary will be seen by a provider in the same area i.e. a patient registered with South West Lincolnshire locality will be seen by a provider in the same locality area.



3.4	Any acceptance and exclusion criteria and thresholds



Acceptance:

· Patients who meet the criteria in section 3.1



Exclusions:

· Housebound patients are excluded from this service.



3.5	Interdependence with other services/providers



The provider is expected to work within the Lincolnshire Health Economy. Partners within this pathway include (but not limited to):



· Lincolnshire Community Health Services (LCHS)

· United Lincolnshire Hospitals NHS Trust (ULHT)

· GP’s



Providers are expected to cooperate and share information with others involved in a patient’s care, treatment and support while having regard to the patients’ rights to confidentiality.



		4.	Applicable Service Standards



		

4.1	Applicable national standards (e.g. NICE)



This specification intends and expects compliance with the relevant standards of quality and safety across all provided regulated activities.  This will be through registration with the Care Quality Commission.  The new system is focused on outcomes and places the views and experience of people who use services at the centre.  The new regulations are set out in the Health and Social Care Act 2008 (Regulated Activities) Regulations 2009 and the Care Quality Commission (Registration) Regulations 2009.  These regulations replace 1) National Minimum Standards and 2) Standards for Better Health.



4.2	Applicable standards set out in Guidance and/or issued by a competent body (eg Royal Colleges) 



4.3	Applicable local standards



4.3.1 Facilities

Providers must have policies in place that comply with current national guidelines. This should include:



a. Provision of an appropriate room fitted with a couch. 

b. Infection control.

c. Disposal of clinical waste.

d. Provision of an appropriate room fitted with a couch and adequate space for resuscitation.

e. Equipment for resuscitation.

f. Facility for local anaesthesia

g. Provision of sterile surgical equipment and other consumables.



4.3.2 Staffing

The provider will ensure that its employees and agents comply with all relevant legislation; codes of practice and regional and national Guidance; and when required provide evidence of such compliance and the providers documentation.



The Provider will be responsible for employing adequate numbers of suitably trained and qualified staff to execute this contract and involve continuing professional development and registration.



4.3.3 Protocol

The contractor should have in place a protocol which outlines the actions and systems necessary to undertake the vaginal ring pessary (insertion and ongoing management) service. This should define the roles and responsibilities of each individual involved in the programme and the timescales for delivery.



4.3.4 Accreditation and Training

GPs and practice nurses who have previous experience of fitting ring pessaries and who satisfy at appraisal and revalidation that they have the required continuing medical experience, training and competence as is necessary to enable them to provide this service shall be deemed professionally qualified to do so.





		5.	Applicable quality requirements and CQUIN goals



		

5.1 Applicable quality requirements (See Schedule 4 







		6.	Location of Provider Premises



		

It is the obligation of the provider to secure premises for service delivery.  The provider has the opportunity to use their own facilities within a practice or access current NHS accommodation in Lincolnshire managed and accessed through NHS Property Services (to include premises owned by Lincolnshire Community Health Services, United Lincolnshire Hospital Trust and certain GP practices).





		7.	Individual Service User Placement
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		Service Specification No.

		



		Service

		Specialised Drug Monitoring 



		Commissioner Lead

		NHS Lincolnshire CCG 



		Period

		1st April 2022 – 31st March 2023



		Date of Review

		March 2022 (Date review only, as formal review delayed due to COVID 19 Pandemic)  







		1.	Population Needs



		

1.1 Context



There is 1 Clinical Commissioning Groups (CCG) in Lincolnshire working to improve the delivery of healthcare and to improve the health of our population.



1.2 The Clinical Commissioning Groups – Localities – Local Context and Summary Statistics



[bookmark: _Hlk98329449]Lincolnshire West

· This locality has 29 practices

· The locality’s registered population in January 2022 is approximately 243,115

· The locality's registered population live in 3 different lower tier Local Authorities 

· This locality's main provider is United Lincolnshire Hospitals NHS Trust 

· The locality is not significantly different to the national average in terms of life expectancy at birth, of males (79.2 years) and females (83.1 years) 

· This locality has a slightly higher prevalence of income deprivation and unemployment compared to the England average, with the second highest rate amongst the Lincolnshire localities. 

· This locality has a higher prevalence of cancer, diabetes, coronary heart disease, stroke and respiratory disease compared to the England average. This may partly reflect the older age profile of the LW area population.



South-West Lincolnshire:

· This locality has 17 practices 

· The locality’s registered population in January 2022 is 136,309 

· The locality’s registered population live in 2 different lower tier Local Authorities 

· The locality is slightly higher than the England average life expectancy for both females (83.3 years) and males (79.9 years) with the overall premature mortality rate (deaths<75years) lower than that in England. 

· The locality has relatively low levels of deprivation, poverty and unemployment compared to other areas in Lincolnshire. 

· This locality has a higher prevalence in relation to some long-term conditions for example diabetes in adults, (7.4%) compared to than in England (6.7%)

· This locality's main provider is United Lincolnshire Hospitals NHS Trust 



Lincolnshire East:

· This locality has 25 practices within 3 areas, Skegness and Coast, East Lindsey, and Boston

· Their total registered population at January 2022 is 250,051

· The locality’s registered population live in 3 lower tier Local Authorities.

· Life expectancy at birth in this locality is lower than the national average for males (78.2 years), and for females (82.2 years), and the lowest among the Lincolnshire localities.

· Lincolnshire East locality has a higher prevalence of income deprivation and unemployment compared to the England average, with the highest rate among the Lincolnshire localities.

· This locality has an older profile than the England average, and the oldest of the Lincolnshire localities. There are a higher proportion of people aged 65 years and older.

· The prevalence of cancer, diabetes, coronary heart disease, stroke and respiratory disease are all higher in this locality than the England average. This may partly reflect the older age profile of the local population.

· The locality’s main providers are United Lincolnshire Hospitals NHS Trust and North Lincolnshire and Goole NHS Trust 



South Lincolnshire: 

· This locality has 14 practices

· Their total registered population at January 2022 is 178,792 

· The locality's registered population live in 2 different lower tier Local Authorities 

· Overall life expectancy at birth in the locality is significantly higher than the England average for both females (83.6years) and males (80.3%years) with the overall premature mortality rate (deaths <75years) is significantly lower than that for England.

· The locality has relatively low levels of deprivation, although there are some differences across the locality.  The highest levels of deprivation are in Long Sutton and Sutterton and the lowest levels in Stamford and Market Deeping.

· The locality has a higher prevalence in relation to some long-term conditions for example diabetes in adults, (7.5%) compared to that in England (6.7%) 

· This locality's main provider is North West Anglia NHS Foundation Trust 



1.3 Key challenges facing Lincolnshire 



· Changing demographics for Lincolnshire (inward migration, increasing birth rate, ageing population, health inequalities) will place challenges upon public and community services. 

· Public perceptions and expectations of public sector services, when seeking to reduce health inequalities 

· Economic and health inequalities with low-wage economies (whether urban or rural) and ill-health being related. 

· Children’s health and lifestyles e.g. breast-feeding, accidents and injuries, smoking, sexual health, mental health and obesity. 

· Poor transport and highways infrastructure (no motorways). 

· An ageing population over the next 20 years will provide challenges in relation to 

· Long term health conditions, residential and hospital care and mental health, most notably dementia. 

· Inequalities for people with disabilities, including those with learning disabilities. 

· Prevention relating to smoking, alcohol, obesity and maintaining independence is crucial. 

· Protection of the public from environmental and health emergencies remain important in Lincolnshire. 



Further information on the locality can be found at the following: 



Lincolnshire Research Observatory http://www.research-lincs.org.uk/ 







		2.	Outcomes



		

2.1	NHS Outcomes Framework Domains & Indicators



		Domain 1

		Preventing people from dying prematurely

		X



		Domain 2

		Enhancing quality of life for people with long-term conditions

		X



		Domain 3

		Helping people to recover from episodes of ill-health or following injury

		X



		Domain 4

		Ensuring people have a positive experience of care

		X



		Domain 5

		Treating and caring for people in a safe environment and protecting them from avoidable harm

		X







2.2	Local defined outcomes



The Commissioner wishes to ensure that specialised drug monitoring services (with a shared care protocol), are readily available in Primary Care.  A  Practice based service will provide more convenient and timely care to the patient.  



It has been recognised that the provision of specialised drug monitoring services in primary care has significant benefits to patients which include:

· Improved patient convenience, often with minimal travel requirements.

· Timely service 

· Available expertise already present in primary care.

· Holistic approach to patient care.



The following principles underpin the service:

· The majority of care should take place as close to the patient’s home as possible.

· Practices can work in partnership to provide a comprehensive local service.

· Where GP practices do not wish to provide the service other providers will be available to provide in the locality.



This service specification details the monitoring and prescribing of specialist medication.  Providers will accept the prescribing responsibility of the detailed complex treatments which have been initiated by or on the request of secondary or tertiary care based specialists.   This specification applies to drugs, currently included within the amber 1 (with shared care) section of the Lincolnshire Joint Formulary, which require a shared care guideline only. These drugs are approved for continued prescribing in primary care, subject to specialist initiation, and the transfer of prescribing responsibility between primary and secondary/tertiary care. 



The Lincolnshire Prescribing and Clinical Effectiveness Forum (PACEF) make recommendations regarding the status of medications that are suitable to be included in this service. This advice is communicated to all prescribers through the Prescribing and Clinical Effectiveness (PACE) bulletin. Copies of all issues of the PACE bulletin can be found at the following web address Lincolnshire Prescribing and Clinical Effectiveness Forum (PACEF) or from members of the Optum Medicines Management & Optimisation (MMO) team. The Lincolnshire Joint Formulary site www.lincolnshirejointformulary.nhs.uk contains links to the shared care documents in the relevant section of the formulary.



Appendix 1 contains a list of all the AMBER 1 drugs included within the specialised drug monitoring service.  This list will be amended regularly to reflect current PACEF recommendations and any changes made during the course of the year will take effect from the 1st of the month following.



PACEF has advised that if GPs or other primary care based prescribers receive a request to prescribe an AMBER 1 drug either not listed in Appendix 1 or for another indication not covered by the existing shared care guideline they should contact a member of the OPTUM MMO team for further advice.  Contact details are provided in Appendix 1.  PACEF will continually review the range of shared care guidelines to ensure these are sufficient to meet local needs. Whilst every effort is made to remain current, it is inevitable that occasionally GPs will receive requests to prescribe medication for specific indications not yet evaluated locally.  





		3.	Scope



		

3.1	Aims and objectives of service



The aim of shared care guidelines is to provide information and/or guidance to primary care based prescribers and hospital based clinicians on the roles and responsibilities relating to the potentially complex implications of sharing patient care for a specific drug between primary and secondary/tertiary care.  



3.1.1  Shared Care Guidelines 



These should only be considered as an appropriate option for the management of specialised drug therapy if the level of clinical competence, knowledge and resources required for the on-going monitoring of the requested therapy is available within a primary care setting. 

	


3.1.2 Specialist Responsibilities



The specialist secondary/tertiary care service will:

· Send a letter to the GP requesting that the GP participates in shared care. As part of the communication the GP should be signposted to where they can find a copy of the shared care protocol e.g. the PACEF website Lincolnshire Prescribing and Clinical Effectiveness Forum (PACEF) or the Lincolnshire Joint Formulary: www.lincolnshirejointformulary.nhs.uk

· Carry out all necessary baseline checks.

· Initiate and stabilise therapy. In some cases the shared care guideline will support the initiation of therapy by the GP.

· Ensure that the patient receives supplies of the specialised drug from the hospital or it is prescribed from the hospital on FP10HP until the GP formally agrees to the shared care.

· Ensure that the patient receives any patient information leaflets and treatment monitoring booklets that are deemed necessary.

· Undertake monitoring at appropriate intervals until dose stabilised and GP has agreed to undertake routine monitoring.

· Periodically review the patient’s clinical condition and communicate promptly to the GP any changes in dose or monitoring requirements.

· Advise the GP on when to adjust dose, stop treatment or consult with specialist. Dosage alterations where appropriate.

· Be available to give advice to the GP and ensure that clear backup arrangements exist for GPs to obtain advice and support.



 3.1.3 GP responsibilities

 

The GP will:

· Notify the consultant in writing, within two weeks, if they agree to share care.

· Monitor the patients overall health and wellbeing.

· Monitor the patient for adverse drug reactions and remain vigilant to the risk of potential drug interactions.

· Prescribe the therapy as recommended by the hospital specialist. Some shared care protocols cover the initiation of treatment within primary care by the GP.

· Carry out monitoring tests according to guidelines specified in the monitoring section, and record all results in the patient held record book, if appropriate.

· Act promptly on the results of the blood tests and adjust or stop the dose if appropriate.

· Report adverse events to the specialist service

· If in doubt stop the treatment and contact the specialist for advice  - within  7 days (or as stipulated in shared care guideline) 




3.1.4  New or Reviewed Shared Care Guidelines



All new or reviewed shared care guidelines developed jointly by the Optum MMO team for use between Lincolnshire Commissioning Groups, United Lincolnshire Hospitals Trust and Lincolnshire Partnership Foundation Trust must be formally approved by the Lincolnshire Prescribing and Clinical Effectiveness Forum (PACEF).  PACEF will seek assurance that the guidance complies with any national guidance where this exists.



PACEF will only approve shared care where it is satisfied that there is a strong enough case for primary care prescribing and that appropriate monitoring can be undertaken as part of the guidance.



The format of a shared care guideline may vary between NHS Trusts but the basic principle is that it should contain sufficient details on the clinical condition being treated, role and licensed indications of the drug, appropriate dose, any contraindications or cautions in use, what monitoring is required and who is responsible for this to enable the primary care based prescriber to feel confident and competent enough to assume on-going prescribing responsibility for the named medication.





3.1.5  When no shared care guideline is available 



If there is no formal shared care guideline available (for example a neighbouring NHS acute trust may not have the same range of protocols in place), a prescriber may accept responsibility for any drug named in appendix 1 as long as they have received in writing from the clinical specialist a management plan or personalised shared care agreement for the patient which should identify the areas of care for which each partner in the agreement takes lead responsibility. See sections 3.1.2 and 3.1.3 for further details. 

 	 

	Shared care guidelines are designed to cover the treatment of a particular medical condition with a specific drug.  PACEF has advised that if clinicians are approached to prescribe a specialist drug for an indication not covered by an existing protocol they are advised to first contact a member of the Optum MMO team for further advice.  PACEF will be informed of all such requests and will review existing protocols and issue additional guidance to all practices if appropriate.  See appendix 1 for contact details.	



3.1.6  The Patient Record	



It is recommended that practices should ensure that a copy of the shared care guidance or individual management plan or personalised shared care agreement is kept in the patients notes.  As a minimum, it is recommended practices should ensure that there is an individual management plan for each patient, indicating the reason for treatment, the planned duration, the monitoring timetable and, if appropriate, the therapeutic range to be provided. If the patient is not registered for primary medical services with the provider of this service, the prescriber must send this information to the patients registered General Practitioner for inclusion in their lifelong medical record.




In the event that an individual patient has been prescribed a specialist drug listed in Appendix 1 for a considerable time and there is no record of any existing shared care agreement every effort should be made to contact the responsible hospital specialist for advice on the on-going management of the individual in particular with regards to specialist review, duration of treatment and on-going monitoring.  If there are any difficulties obtaining this information practices are advised to notify a member of the Optum MMO team (see appendix 1 for contact details).



3.2	Service description/care pathway



The primary care based prescriber will notify the secondary/tertiary care based specialist in writing within two weeks that they agree to participate in the proposed shared care. 



The specific responsibilities of the primary care based prescriber will vary depending on the individual shared care guideline but will generally include: 



· Prescribing the medication once shared care has been agreed.  Depending on the treatment this may involve initialising or titrating treatment or assuming prescribing responsibility once the dose regimen has been stabilised.

· Monitoring the patient’s overall health and well-being.

· Monitoring for any adverse effects and drug interactions contacting the specialist for further advice as appropriate



· Carry out monitoring tests as specified within the shared care guidance.  Any blood test that is required as part of this can be done as part of the phlebotomy service. 

· Act promptly on the results of any monitoring tests adjusting or stopping the treatment and contacting the specialist for further advice as appropriate.

· Practices undertaking this enhanced service will maintain the following:

· An up-to-date register of patients receiving this enhanced service. 

· A call and recall of patients on this register indicating that the service is taking place either in a hospital or general practice setting.

· A system for identifying and flagging up those patients who do not turn up for monitoring / review and to ensure any repeat prescription are stopped until the patient has been seen by the GP

· Where appropriate to refer patients promptly to other necessary services and to the relevant support agencies using locally agreed guidelines where these exist.



3.2.2 Data Collection and Record Keeping



Providers should record all the required information detailed on the data reporting template form provided for payment for all enhanced services and submit on a quarterly basis to the Commissioner, no later than the date detailed on the template, normally by the 10th of the month following the quarter being reported on.  



It is recommended that the practice use the following Read Codes when recording the delivery of this enhanced service; which should be recorded in the patient’s clinical record; these include:



		Procedure

		5 Byte Read Code

		Version 3 Read Code



		Specialised Drug Monitoring (historically called ‘Near patient testing’) – enhanced services administration

		9kD+

		XaKA3







Adequate recording should be made regarding the patient’s clinical history, with reference to the Shared care arrangements with the patient’s secondary care consultant.



In each case the patient must have been fully informed of the proposed shared care by the secondary care consultant.  The shared care protocol must be detailed within the patient’s record.



The Provider must ensure that details of the patients monitoring as part of this enhanced service is included in his or her lifelong record.  If the patient is not registered for primary medical services with the Provider of this service, the Provider must send this information to the patients registered General Practitioner for inclusion in their clinical records.



3.2.2 Reporting and Audit



The provided must conduct an annual review as a minimum and this should include an audit of:

· The register of patients receiving specialised drug monitoring services

· Complications

· Complaints 

· Serious untoward incidents or significant events

	

The Provider will agree to participate in any formally notified additional audit / information requirements which will be used to improve the quality of both the existing and future opportunities of this scheme.



3.3	Population covered

	

Any patient registered with the provider practice.



3.4	Any acceptance and exclusion criteria and thresholds



Acceptance:



Any patient deemed appropriate, by the secondary care consultant, for the administration of the detailed drugs under a shared care protocol.  If this applies to patients that are housebound then domiciliary care should be included.



Exclusions:



There are no exclusions as this is a secondary care led service any patient deemed inappropriate will not be referred to the practice for shared care.



3.5	Interdependence with other services/providers



The provider is expected to work within the Lincolnshire Health Economy. Partners within this pathway include (but not limited to):

· United Lincolnshire Hospitals NHS Trust

· Lincolnshire Partnership Foundation NHS Trust 

· Other Secondary Care providers i.e. NUH, NWAFT, NLAG

· GPs

Providers are expected to cooperate and share information with others involved in a patients care, treatment and support while having regard to the patients’ rights to confidentiality.





		4.	Applicable Service Standards



		

4.1	Applicable national standards (eg NICE)



This specification intends and expects compliance with the relevant standards of quality and safety across all provided regulated activities.  This will be through registration with the Care Quality Commission.  The new system is focused on outcomes and places the views and experience of people who use services at the centre.  The new regulations are set out in the Health and Social Care Act 2008 (Regulated Activities) Regulations 2009 and the Care Quality Commission (Registration) Regulations 2009.  These regulations replace 1) National Minimum Standards and 2) Standards for Better Health.



4.2	Applicable standards set out in Guidance and/or issued by a competent body (eg Royal Colleges) 



· Responsibility for prescribing between Primary & secondary/Tertiary care

· Good practice in prescribing and managing medicines and devices - GMC 



4.3	Applicable local standards



4.3.1 Facilities



Providers must have policies in place that comply with current national guidelines.  Safe and suitable facilities should be available and include:



· Infection control

· Disposal of clinical waste 

· Provision of an appropriate room fitted with a couch and adequate space and equipment for resuscitation.

· Provision of sterile surgical equipment and other consumables



Provide safe & suitable facilities for the administration of specialised drugs with a shared care protocol. This may include home administration.



4.3.2 Staffing



The Provider will identify a key co-ordinator to ensure that all aspects of this service are delivered as appropriate and through which the Commissioner can liaise with regards to the service.  



The provider will ensure that its employees and agents comply with all relevant legislation; codes of practice and regional and national Guidance; and when required provide evidence of such compliance and the providers documentation.



The Provider will be responsible for employing adequate numbers of suitably trained and qualified staff to execute this contract and involve continuing professional development and registration.



4.3.3 Protocol



The contractor should have in place a protocol which outlines the actions and systems necessary to undertake the specialised drug monitoring service. This should define the roles and responsibilities of each individual involved in the programme and the timescales for delivery.



In order to minimise risk to both staff and patients and to deliver a safe service the following procedures should be in place:



· Incident reporting including serious untoward incidents

· Complaints reporting 

· Safeguarding adults and children



4.3.4 Accreditation and Training



The Provider will have a nominated GP Clinical lead for shared care who will ensure that all staff undertaking monitoring and assessments as specified by the shared care guidelines are adequately trained and supervised when required to do so. It is the Providers responsibility to ensure the training and competencies of clinicians delivering this service are kept up to date



It is expected that the provider will be able to demonstrate compliance with all relevant National Guidance including National Patient Safety Alerts that  directly relate to the treatments being prescribed as covered by this enhance service. 



Clinicians who have previously provided similar services and who satisfy at appraisal and revalidation that they have such continuing medical experience, training and competence as is necessary to enable them to contract for this service shall be deemed professionally qualified to do so.





		5.	Applicable quality requirements and CQUIN goals



		

5.1 Applicable quality requirements (See Schedule 4) 





		6.	Location of Provider Premises



		

It is the obligation of the provider to secure premises for service delivery.  The provider has the opportunity to use their own facilities within a practice or access current NHS accommodation in Lincolnshire managed and accessed through NHS Property Services (to include premises owned by Lincolnshire Community Health Services, United Lincolnshire Hospital Trust and certain GP practices).





		7.	Individual Service User Placement



		











































































Appendix 1 - Specialised Drugs List and Contact Details for the Optum MMO team. 



Specialised Drugs List 

As at April 2021

 

Copies of shared care protocols developed jointly by  Medicines Management & Optimisation (MMO) team for use between Lincolnshire Clinical Commissioning Groups, United Lincolnshire Hospitals Trust and Lincolnshire Partnership Foundation Trust  can be found on the Lincolnshire Joint Formulary site www.lincolnshirejointformulary.nhs.uk links to the shared care documents can be found in the relevant section of the formulary under each drug name.

Copies of all issues of the PACE bulletin can be found at the following web address https://lincolnshire-pacef.nhs.uk/ or from members of the MMO team.

Where it has been possible links are included to external sites for protocols developed by neighbouring NHS organisations.

All drugs included within this list are included within the Service Specification for the Prescribing of Specialist Drugs approved for prescribing within a primary care setting for the clinical indication listed below within the context of an appropriate shared care guideline. 

In the absence of a formal shared care protocol prescribers may prescribe the drugs included in the list below for the stated clinical indication if they can satisfy the following conditions:

They must be in possession of a copy of a written or electronic document from the clinical specialist providing details of a management plan or personalised shared care agreement for the patient.  The management plan/ shared care agreement should clearly state what the responsibilities are for both the specialist service and the primary care based prescriber in terms of:

· Initiation and duration of treatment 

· Continued supply of  medication  including details of who has the  authority to adjust and stop treatment,

· Ongoing monitoring 

· Details as to what arrangements are in place for the communication of results and whose responsibility it is to act upon these if they fall outside of the required normal range.

· Monitoring and  acting upon any side effects



This list will be updated in accordance with the recommendations made by the Lincolnshire Prescribing and Clinical Effectiveness Forum (PACEF) which meets monthly.  It will be the responsibility of the planned care lead for each of the commissioning organisations to ensure there is a process in place to ensure any updates are communicated to providers by issuing a revised appendix 1.



		

		Drug

		Indication



		1

		Apomorphine injection (APO-go)

		Parkinson’s disease



		2

		Atomoxetine capsules (Strattera)

		Attention Deficit Hyperactivity Disorder (ADHD)



		3

		Azathioprine tablets (generic or Imuran)

		Immunosuppressant, Dermatology and Inflammatory Bowel Disease.





		4

		Calcium based phosphate binders.

Calcium acetate  preferred brand in Lincolnshire Renacet  (other centres may use  Phosex, PhosLo

Calcium carbonate – (Adcal or Calcichew) only if used in conjunction with this protocol – general use as calcium supplement is not covered by this specification.

		Hyperphosphataemia 

associated with renal disease

 



		5

		Ciclosporin capsules, oral solution (Capimune, Capsorin, Deximune, Neoral)

		Immunosuppressant transplant patients also used  in dermatology



		6

		Cinacalcet tablets (Mimpara)

		Secondary hyperparathyroidism associated with end stage renal disease requiring dialysis and hypercalcaemia of primary hyperparathyroidism or parathyroid carcinoma.



		7

		Colomycin nebulised therapy, Colistin / colistimethate sodium (Colobreathe, Promixin)



		Adjunct to standard antibacterial therapy in patients with cystic fibrosis



		8

		Denosumab (Prolia)

		Postmenopausal osteoporosis 





		9

		Dexamfetamine tablets 

		ADHD





		10

		Donepezil tablets, orodispersible tablets, oral solution

		Alzheimer’s disease





		11

		Dornase alfa nebuliser solution (Pulmozyme)

		Cystic  Fibrosis





		12

		Dronedarone (Multaq)

		Non-permanent atrial fibrillation





		13

		Erythropoietins & Epoetin beta (Neo Recormon), Darbepoetin alfa (Aranesp), Epoetin alfa (Eprex) 

		Subcutaneous administration only.

Anaemia associated with Chronic Kidney disease(CKD 4&5)



		14

		Galantamine tablets, oral solution, modified release (Consion XL, Gazylan XL, Galantex XL, Gatalin XL, Luventa XL)

		Alzheimer’s disease





		15

		Hydroxychloroquine  tablets (generic or Plaquenil)

		Rheumatoid arthritis





		16

		Ketamine oral solution 



		Palliative care



		17

		Lanreotide injection (Somatuline)

		Carcinoid tumours





		18

		Lanthanum tablets or sachets (Fosrenol)

		Hyperphosphataemia 

associated with renal disease



		19

		Leflunomide tablets (generic or Arava)

		Rheumatoid arthritis / psoriatic arthritis





		20

		Lisdexamfetamine mesilate capsules (Elvanse)

		ADHD





		21

		Melatonin (Circadin®, Slenyto®) or unlicensed specials (Melatonin 10mg/5ml oral suspension [Alcohol and Sugar Free])

		Sleep disorders in children with neuro-developmental disorders.



		22

		Memantine 

		Alzheimer’s disease





		23

		Mercaptopurine tablets

		Inflammatory bowel disease





		24

		Methotrexate tablets 

Methotrexate injections (auto inject device)

		Rheumatology/dermatology/respiratory





		25

		Methylphenidate (generic or modified release Concerta XL, Xenidate XL, Equasym XL, Medikinet XL, Matoride XL)



		ADHD



		26

		Midodrine tablets (Bramox)

		Orthostatic hypotension





		27

		Mycophenolate mofetil (generic or Cellcept)



		Immunosuppressant (post-transplant)





		28

		Mycophenolic acid (Myfortic)



		Immunosuppressant (post-transplant)



		29

		Nabilone capsules

		Neuropathic pain





		30

		Octreotide injection (generic or Sandostatin)

		Symptomatic relief malignant obstruction/ Acromegaly



		31

		Riluzole (generic, Rilutek)



		Motor neurone disease



		32

		Rivastigmine capsules, oral solution, patches (Alzest)

		Alzheimer’s disease





		33

		Sevelamer carbonate (Renvela) 

Sevelamer hydrochloride (Renagel)

		Hyperphosphataemia associated with renal disease



		34

		Sirolimus tablets or oral solution (Rapamune)

		Immunosuppressant (post-transplant)





		35

		Somatropin injection (Genotropin, Humatrope, Norditropin, NutropinAq, Omnitrope, Saizen, Zomacton)

		Synthetic Growth Hormone – protocols cover use in both children and adults.



		36

		Sulfasalazine tablets

		Rheumatoid arthritis – shared care protocol and inflammatory bowel disease (prescribing guidance)



		37

		Tacrolimus capsules – only brands as listed in SCG:  Adoport and Prograf listed in Lincs SCG.

		Immunosuppressant ( post transplant)





		38

		Tacrolimus modified release - only brand(s) as listed in SCG: Advagraf in Lincs SCG.



		Immunosuppressant (post-transplant)



		39

		Tobramycin nebulised therapy (Bramitob, Tobi,)

		Chronic pulmonary pseudomonas infection in cystic fibrosis patients.







Last updated April 2021

Contact Details

Lincolnshire Medicines Management Optimisation Service

For non- urgent queries please email MMO team mailbox at

ohs.mmo.sharedservices@nhs.net
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		Service Specification No.

		



		Service

		Treatment Room



		Commissioner Lead

		NHS Lincolnshire CCG



		Period

		1st April 2022 – 31st March 2023



		Date of Review

		March 2022 (Date review only, as full review delayed due to COVID 19 Pandemic)  







		1.	Population Needs



		1.1 Context



There is one Clinical Commissioning Group (CCG) in Lincolnshire working to improve the delivery of healthcare and to improve the health of our population



1.2 The Clinical Commissioning Groups - Localities - Local Context and Summary Statistics



[bookmark: _Hlk98329449]Lincolnshire West

· This locality has 29 practices

· The locality’s registered population in January 2022 is approximately 243,115

· The locality's registered population live in 3 different lower tier Local Authorities 

· This locality's main provider is United Lincolnshire Hospitals NHS Trust 

· The locality is not significantly different to the national average in terms of life expectancy at birth, of males (79.2 years) and females (83.1 years) 

· This locality has a slightly higher prevalence of income deprivation and unemployment compared to the England average, with the second highest rate amongst the Lincolnshire localities. 

· This locality has a higher prevalence of cancer, diabetes, coronary heart disease, stroke and respiratory disease compared to the England average. This may partly reflect the older age profile of the LW area population.



South-West Lincolnshire:

· This locality has 17 practices 

· The locality’s registered population in January 2022 is 136,309 

· The locality’s registered population live in 2 different lower tier Local Authorities 

· The locality is slightly higher than the England average life expectancy for both females (83.3 years) and males (79.9 years) with the overall premature mortality rate (deaths<75years) lower than that in England. 

· The locality has relatively low levels of deprivation, poverty and unemployment compared to other areas in Lincolnshire. 

· This locality has a higher prevalence in relation to some long-term conditions for example diabetes in adults, (7.4%) compared to than in England (6.7%)

· This locality's main provider is United Lincolnshire Hospitals NHS Trust 



Lincolnshire East:

· This locality has 25 practices within 3 areas, Skegness and Coast, East Lindsey, and Boston

· Their total registered population at January 2022 is 250,051

· The locality’s registered population live in 3 lower tier Local Authorities.

· Life expectancy at birth in this locality is lower than the national average for males (78.2 years), and for females (82.2 years), and the lowest among the Lincolnshire localities.

· Lincolnshire East locality has a higher prevalence of income deprivation and unemployment compared to the England average, with the highest rate among the Lincolnshire localities.

· This locality has an older profile than the England average, and the oldest of the Lincolnshire localities. There are a higher proportion of people aged 65 years and older.

· The prevalence of cancer, diabetes, coronary heart disease, stroke and respiratory disease are all higher in this locality than the England average. This may partly reflect the older age profile of the local population.

· The locality’s main providers are United Lincolnshire Hospitals NHS Trust and North Lincolnshire and Goole NHS Trust 



South Lincolnshire: 

· This locality has 14 practices

· Their total registered population at January 2022 is 178,792 

· The locality's registered population live in 2 different lower tier Local Authorities 

· Overall life expectancy at birth in the locality is significantly higher than the England average for both females (83.6years) and males (80.3%years) with the overall premature mortality rate (deaths <75years) is significantly lower than that for England.

· The locality has relatively low levels of deprivation, although there are some differences across the locality.  The highest levels of deprivation are in Long Sutton and Sutterton and the lowest levels in Stamford and Market Deeping.

· The locality has a higher prevalence in relation to some long-term conditions for example diabetes in adults, (7.5%) compared to that in England (6.7%) 

· This locality's main provider is North West Anglia NHS Foundation Trust 



1.3 Key challenges facing Lincolnshire 



· Changing demographics for Lincolnshire (inward migration, increasing birth rate, ageing population, health inequalities) will place challenges upon public and community services. 

· Public perceptions and expectations of public sector services, when seeking to reduce health inequalities 

· Economic and health inequalities with low-wage economies (whether urban or rural) and ill-health being related. 

· Children’s health and lifestyles e.g. breast-feeding, accidents and injuries, smoking, sexual health, mental health and obesity. 

· Poor transport and highways infrastructure (no motorways). 

· An ageing population over the next 20 years will provide challenges in relation to 

· Long term health conditions, residential and hospital care, and mental health - most notably dementia. 

· Inequalities for people with disabilities, including those with learning disabilities. 

· Prevention relating to smoking, alcohol, obesity and maintaining independence is crucial. 

· Protection of the public from environmental and health emergencies remain important in Lincolnshire. 



Further information on the locality can be found at the following: 

· Lincolnshire Research Observatory http://www.research-lincs.org.uk/ 





		2.	Outcomes



		2.1	NHS Outcomes Framework Domains & Indicators



		Domain 1

		Preventing people from dying prematurely

		



		Domain 2

		Enhancing quality of life for people with long-term conditions

		



		Domain 3

		Helping people to recover from episodes of ill-health or following injury

		X



		Domain 4

		Ensuring people have a positive experience of care

		X



		Domain 5

		Treating and caring for people in a safe environment and protecting them from avoidable harm

		X











2.2	Local defined outcomes



The Commissioner wishes to ensure that a range of procedures are readily available within primary care.  These services would historically have been performed or initiated in secondary care.  



It is recognised that the provision of Treatment Room services in primary care has significant benefits to patients which include:



· Improved patient convenience, often minimal travel requirements

· Timely service 

· Available expertise already present in primary care

· Holistic approach to patient care

· Safe and effective service

· Integration with other services



The following principles underpin the service:

· Most of the care should take place as close to the patient’s home as possible

· Cost effective service 

· Providers can work in partnership to provide a comprehensive local service

· Where GP practices do not wish to provide the service, other providers will be available to provide in the locality





		3.	Scope



		3.1	Aims and objectives of service



The purpose of this specification is to ensure that patients who undergo treatment in secondary care, minor injury units and under Community Surgery Services receive effective follow up wound care as required at a venue appropriate to their needs.



3.2	Service description/care pathway



This service will be provided during core opening times (as detailed in the regulations) or during hours agreed by the Commissioner for example extended hours surgeries.



Services covered by this specification are the range of procedures within primary care that have previously been performed or initiated in secondary care and may include but not restricted to:



· Post-operative care of surgical wounds in patients who can attend provider premises and where the care of such wounds falls within the skill and experience of the staff involved.

· Removal of sutures and clips from uncomplicated wounds arising from secondary care.

· Follow up wound care arising from attendance at GPwSI schemes, the Community Surgery Service and Minor Injury Units.

· Wound complications including: 

· Infections

· Packing of cavity e.g. pilonidal sinus abscess    

· Wound assessment to ensure appropriate dressings are used.

· Arrangements for follow up or timely referral onwards as required.



This list is not exhaustive, and providers must use their judgement in determining what is best for the patients in terms of clinical need, convenience and cost effectiveness.



In each case the patient must have a history taken and have relevant clinical examinations.  The patient must be fully informed of the proposed procedure and appropriate consent recorded.



What is not covered by this service:



· The provision of drugs or dressings

· Complications that arise beyond the competence of the staff during treatment will be referred onwards to the appropriate tissue viability nurse or the appropriate specialist in secondary care.



3.2.1 Data Collection and Record Keeping



The Provider must ensure that details of the patients care as part of this service is included in his or her lifelong record.  If the patient is not registered for primary medical services with the provider of this service, the provider must send this information to the patients registered General Practitioner for inclusion in their lifelong medical record.



The name of the clinician undertaking the procedure and the name of an assistant if present should also be entered into the patient’s record.



3.2.2 Reporting and Audit



The provider will conduct an annual review as a minimum for both registered patients and patients registered at other Practices (where applicable).  This must be clear within the audit review process.  



The following must also be recorded

· The number of services provided

· The number of complaints received

· The number of untoward incidents



The Provider will agree to participate in any formally notified additional audit / information requirements which will be used to improve the quality of both the existing and future opportunities of this service.



The provider will report on a quarterly basis the number of patient contacts for treatment rooms services using the following read codes

· System 1 - XaWRv – Treatment room services enhanced service.  

· EMIS - 9kq

· Vision - 9N1yG00- seen in community treatment room



Please refer to the embedded document for more information on the services covered by this specification; this includes a range of procedures.  









3.3	Population covered



Any patients registered within the Commissioners boundary will be seen by a provider in the same area, i.e. a patient registered with South West Lincolnshire locality will be seen by a provider in the same locality area.

	

3.4	Any acceptance and exclusion criteria and thresholds



Acceptance:

· Children, adolescents and adults



Exclusions:

· Patients who have or develop complications that is beyond the competence of primary care services.  These patients are to be referred onwards as appropriate (for example tissue viability or secondary care specialists).

· Patients requiring vacuum dressings

· Patients with leg ulcers who would be treated under the Leg Ulcer Service



3.5	Interdependence with other services/providers



The provider is expected to work within the Lincolnshire Health Economy. Partners within this pathway include (but not limited to):

· Lincolnshire Community Health Services (LCHS)

· United Lincolnshire Hospitals NHS Trust (ULHT)

· GPs

Providers are expected to co-operate and share information with others involved in a patient’s care, treatment and support while having regard to the patients’ rights to confidentiality.



		4.	Applicable Service Standards



		

4.1	Applicable national standards (e.g. NICE)



This specification intends and expects compliance with the relevant standards of quality and safety across all provided regulated activities.  This will be through registration with the Care Quality Commission.  The new system is focused on outcomes and places the views and experience of people who use services at the centre.  The new regulations are set out in the Health and Social Care Act 2008 (Regulated Activities) Regulations 2009 and the Care Quality Commission (Registration) Regulations 2009.  These regulations replace 1) National Minimum Standards and 2) Standards for Better Health.



4.2	Applicable standards set out in Guidance and/or issued by a competent body (e.g. Royal Colleges) 



· National Wound Care Strategy (Wound Care | National Wound Care Strategy Programme)





4.3	Applicable local standards



4.3.1 Facilities

Providers must have policies in place that comply with current national guidelines. This should include:



· Provision of an appropriate room fitted with a couch. 

· Infection control and decontamination facilities and policies.

· Equipment for resuscitation.

· Provision of sterile surgical equipment and other consumables.

· Disposal of clinical waste.



If necessary, an appropriately trained assistant needs to be present to support the patient and assist the clinician during the procedure(s).



4.3.2 Staffing

The Provider will ensure that its employee and agents comply with all relevant legislation, codes of practice and regional and national guidance; and when required provide evidence of such compliance and the providers documentation.



The Provider will be responsible for employing adequate numbers of suitably trained and qualified staff to execute this contract and involve continuing professional development and registration.



4.3.3 Protocol

The Provider must have in place a protocol which outlines the actions and systems necessary to deliver Treatment Room services.  This should define the roles and responsibilities of each individual involved in the programme and the timescales for delivery.



4.3.4 Accreditation and Training

Staff involved in the delivery of this service will be appropriately trained and competent in the provision of the services offered.  This should be based on modern, authoritative medical opinion, for example the current requirements set down by the Royal College of Nursing (RCN) guidance on wound management 



		5.	Applicable quality requirements and CQUIN goals



		

5.1 Applicable quality requirements (See Schedule 4) 

 



		6.	Location of Provider Premises



		

It is the obligation of the provider to secure premises for service delivery.  The provider has the opportunity to use their own facilities within a practice or access current NHS accommodation in Lincolnshire, managed and accessed through NHS Property Services (to include premises owned by Lincolnshire Community Health Services, United Lincolnshire Hospital Trust and certain GP practices).



		7.	Individual Service User Placement
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[bookmark: _GoBack]Read Code for use:





· System 1 - XaWRv – Treatment room services enhanced service.  


· EMIS -  9kq


· Vision - 9N1yG00- seen in community treatment room








Services covered by this specification are the range of procedures within primary care that have previously been performed or initiated in secondary care and may include but not restricted to:





· Post-operative care of surgical wounds in patients who can attend provider premises and where the care of such wounds falls within the skill and experience of the staff involved.





· Removal of sutures and clips from uncomplicated wounds arising from secondary care.





· Follow up wound care arising from attendance at GPwSI schemes, the Community Surgery Service and Minor Injury Units.





· Wound complications including: 





· Infections


· Packing of cavity e.g. pilonidal sinus abscess    





· Wound assessment to ensure appropriate dressings are used.





· Arrangements for follow up or timely referral onwards as required.





This list is not exhaustive and providers must use their judgement in determining what is best for the patients in terms of clinical need, convenience and cost effectiveness.





In each case the patient must have a history taken and have relevant clinical examinations.  The patient must be fully informed of the proposed procedure and appropriate consent recorded.





What is not covered by this service:





· The provision of drugs or dressings





· Complications that arise beyond the competence of the staff during treatment will be referred onwards appropriately to the tissue viability nurse or the appropriate specialist in secondary care.
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		Service Specification No.

		



		Service

		Direct Acting Oral Anticoagulation (DOAC) Management



		Commissioner Lead

		NHS Lincolnshire CCG 



		Period

		1st April 2022 – 31st March 2023



		Date of Review

		April 2022







		1.	Population Needs



		

1.1 Context

· Anticoagulation needs are not restricted to patients with Atrial Fibrillation (AF). The burden of venous thromboembolic disease (VTE) is also significant for CCGs. Whilst many episodes of VTE have an identifiable cause, a significant number are either spontaneous or recurrent and will result in a need for lifelong anticoagulation. DOACs provide an excellent and highly effective treatment option for the majority of VTE patients.

· It is estimated that 1.4 million people in England have AF. This is equal to 2.5% of the population

· AF prevalence is higher in men than in women, 2.9% versus 2.0%.  

· AF prevalence increases with age; 2.8% of the total estimated AF in the population is likely to occur in people aged under 45, 16.6% in people aged 45-65 and 80.5% in people aged over 65. 



Studies indicate that one in twenty of those untreated patients are likely to have a stroke every year and that 66% of these can be avoided by anticoagulation.  Strokes occurring as a result of Atrial Fibrillation are generally the most disabling strokes a person can have.  20% of people having an AF stroke will die acutely and a further 60% will suffer permanent disability as a result of the AF stroke.  



There are a number of people who require anticoagulation but have not been identified.  It is estimated that the current diagnosed UK prevalence rate is 1.9% which equates to as many as 425,000 people in the UK that may have undiagnosed atrial fibrillation (AF). It is estimated that in Lincolnshire there are around 6,600 people with undiagnosed AF (0.85%).  Undiagnosed AF rates are much higher in the older population. Reference: https://www.gov.uk/government/publications/atrial-fibrillation-prevalence-estimates-for-local-populations



For Lincolnshire CCG the estimated AF prevalence is 2.7% (2020-21).  At GP level for Lincolnshire this ranges from 1.4% to 4.9%. 



As at 1 January 2022, the Lincolnshire population was 808,267. The estimated number of patients therefore who will need access to anticoagulation based on likely prevalence of 3.1% is approximately 25,056. Guidance from the National Institute for Clinical Excellence (NICE) and from the Quality and Outcomes Framework (QOF) means that the number of patients requiring this care is likely to continue to increase. PACEF (Prescribing and Clinical Effectiveness Forum) have considered a range of key opinion leaders in terms of developments in AF. These include the All Party Select Committee on AF (GRASP-AF), East Midlands Cardiac and Stroke Network and European Society of Cardiology.   National data from the GRASP-AF initiative reports that 8.5% of AF patients at high risk of stroke are receiving no treatment, 35% are on aspirin and 56.9% are receiving an oral anticoagulant.  



It should be noted that NICE now advise that Aspirin monotherapy alone is not offered to patients with AF for stroke prevention as anticoagulants present no greater safety risk than Aspirin and evidence has shown that Aspirin has minimal efficacy in stroke prevention in atrial fibrillation.  



1.2  The Clinical Commissioning Group - Local Context and Summary Statistics



The Lincolnshire CCGs were formed into a new commissioning organisation, NHS Lincolnshire CCG, on the 1st April 2020. The total registered population in January 2022 was 808,267.  The previous CCG footprints will remain as localities.



Lincolnshire West 

· This locality has 29 practices

· The locality’s registered population in January 2022 is approximately 243,115

· Patients live in 3 different upper tier Local Authorities.

· This locality has 29.8% of the population of the Lincolnshire CCG

· The main provider is United Lincolnshire Hospitals NHS Trust and accounts for 80.6% of its admissions. 

· For the West locality 16.3% of the registered population is under age 15 (England average 19.0%) and 9% are age 75 or over (England average 9.3%). 55.6% of the over 75’s are female (England average 58.4%)

· Estimated prevalence of AF in this locality is currently around 2.7% with 70% of these patients (1.9% of population) requiring anticoagulation treatment.



South West Lincolnshire

· This locality has 17 practices 

· The locality’s registered population in January 2022 is 136,309 

· Patients live in 2 different upper tier Local Authorities.

· This locality has 17% of the population of the Lincolnshire CCG

· The main provider is United Lincolnshire Hospitals NHS Trust and accounts for 71.4% of its admissions

· For the South-West locality 16.2% of the registered population are under age 15 (England average 19.0%) and 10.1% are age 75 or over (England average 9.3%). 54.6% are female (England average 58.4%)

· Estimated prevalence of AF in this locality is currently around 3% with 70% of these patients (2.2% of population) requiring anticoagulation treatment.



Lincolnshire East

· This locality has 25 practices within 3 areas, Skegness and Coast, East Lindsey, and Boston

· Their total registered population at January 2022 is 250,051

· Patients live in 3 upper tier Local Authorities

· This locality has 31.9% of the population of the Lincolnshire CCG

· The main providers are ULHT and NLAG accounting for 69.9% and 14.3% of all admissions to hospital respectively

· For the East Locality 15.0% of the registered population are under 15 (England average 19.0%) with 11.5% 75 or over (England average 9.3%).  54.5% of the over 75’s are female (England average 58.4%)

· Estimated prevalence of AF in this locality is currently around 3.4% with 80% of these patients (2.5% of population) requiring anticoagulation treatment.



South Lincolnshire 

· This locality has 14 practices

· Their total registered population at January 2022 is 178,792 

· Patients live in 2 different upper tier Local Authorities.

· This locality has  21.3% of the population of the Lincolnshire CCG

· The main provider is Peterborough & Stamford Hospitals NHS Foundation Trust and accounts for 50% of its admissions. 

· For the South locality 16.1% of the registered population are under age 15 (England average 19.0%) and 10.5% are age 75 or over (England average 9.3%). 56.1% are female (England average 58.4%).

· Estimated prevalence of AF in this locality is currently around 3.1% with 70% of these patients (2.2% of population) requiring anticoagulation treatment.





 1.3 Key challenges facing Lincolnshire 



· Changing demographics for Lincolnshire (inward migration, housing developments, increasing birth rate, ageing population, health inequalities) will place challenges upon public and community services. 

· Public perceptions and expectations of public sector services, when seeking to reduce health inequalities 

· Economic and health inequalities with low-wage economies (whether urban or rural) and ill-health being related. 

· Children’s health and lifestyles e.g. breast-feeding, accidents and injuries, smoking, sexual health, mental health and obesity. 

· Poor transport and highways infrastructure (no motorways). 

· An ageing population over the next 20 years will provide challenges in relation to long term health conditions, residential and hospital care and mental health, most notably dementia.  (see point 1.1 above – increased prevalence of AF with age)

· Inequalities for people with disabilities, including those with a learning disability and with mobility issues. 

· Prevention relating to smoking, alcohol, obesity and maintaining independence is crucial. 

· Protection of the public from environmental and health emergencies remains important in Lincolnshire. 



Further information on the locality can be found at the following: 



Lincolnshire Research Observatory http://www.research-lincs.org.uk/ 





		2.	Outcomes



		

2.1	NHS Outcomes Framework Domains & Indicators



		Domain 1

		Preventing people from dying prematurely

		X



		Domain 2

		Enhancing quality of life for people with long-term conditions

		X



		Domain 3

		Helping people to recover from episodes of ill-health or following injury

		X





		Domain 4

		Ensuring people have a positive experience of care

		X



		Domain 5

		Treating and caring for people in a safe environment and protecting them from avoidable harm

		X







2.2	Local defined outcomes



The commissioned service will be delivered within a primary care setting and must be easy to access for all patients.  Uniformity of standards and procedures are necessary to provide a high-quality service for patients who are mobile and able to attend a monitoring appointment and also for patients who are temporarily in the area, as well as for patients that are housebound[footnoteRef:1] and require domiciliary care.  [1:  Definition of Housebound – “A patient is deemed to be housebound when they are unable to leave their home environment through a physical or psychological illness.  A patient is not considered housebound if he or she is able to leave their home with minimal assistance.  For example unassisted/assisted visit to the doctor, dentist, hairdresser, supermarket, social events. Some patients may not be housebound permanently but rather are housebound temporarily as a consequence of an episode of illness.”] 




DOACs are covered within this service specification.  Guidance is contained: Reference: https://cks.nice.org.uk/anticoagulation-oral and further guidance is at Page 7 - 8 of this specification.



The service must:

· Ensure that where appropriate and where indicated, patients are initiated onto oral anticoagulation therapy in a secondary or primary care setting at the earliest opportunity and monitoring and maintenance takes place, where possible, within a primary care setting

· Provide adequate capacity in the community to meet the current and rising demand for anticoagulation monitoring.  Services to be based at the patient’s own registered practice or as locally as practicable and communicating effectively with the patient’s own registered practice.

· Ensure a quality approach to monitoring and correct dosing of patients

· Ensure that maintenance of patients is properly controlled; the need for continuation of therapy is reviewed regularly, the dose changed or therapy discontinued as appropriate.









		3.	Scope



		

Background:



The management of patients requiring oral anticoagulation therapy includes: 

· Stroke prevention in non-valvular atrial fibrillation

· Treatment of thromboembolic disease

· Prevention of recurrent thromboembolic disease

· Prevention of thromboembolism post-hip and knee surgery (use of DOAC varies for this indication)



Increasingly patients are initiated on or changed to a direct oral anticoagulant (DOAC), currently these are Edoxaban, Dabigatran, Rivaroxaban and Apixaban.  Guidance relating to management of patients taking DOAC medication can be found: (Appendix A & B) 



Reference: https://cks.nice.org.uk/anticoagulation-oral



Note: Warfarin therapy (rather than DOAC use) is indicated specifically with the following conditions:

· Stroke prevention in valvular atrial fibrillation in connection with patients who have moderate to severe mitral stenosis

· Stroke prevention in valvular atrial fibrillation in connection with patients with mechanical prosthetic heart valves (European Society of Cardiology Guidelines) -note each valve type has specific management guidelines and is an evolving picture

Reference:  https://www.escardio.org/Search?q=prosthetic+valves 

· The management of Ventricular wall thrombus & ventricular aneurysms (DOAC have significantly poor outcomes and are contra-indicted in the treatment of mural thrombosis)



3.1	Aims and objectives of the service



To provide a safe, effective and accessible initiation, stabilisation, monitoring and dosing of Direct-Acting Oral Anticoagulation (DOAC) Management service in a community setting for patients.  



To ensure a seamless service for patients aged 16 and over, registered to a GP practice in Lincolnshire who have been initiated on DOAC therapy in primary care and where appropriate,  patients initiated in secondary care in line with National Guidance.



Please note that if patients present to the service who are under 16 or an obstetric patient, they should be discussed and reviewed on a case by case basis, this review should include the provider, supervising Consultant (paediatrician or obstetrician) with a view to reaching a decision as to where and how that patient is to be treated (see exclusions below).



The service will minimise the potential adverse effects of DOAC therapy by providing patients with appropriate monitoring while continuing to maximise the effective benefits of such treatment.



The service will have equitable access, ensuring that patients are treated with dignity and respect, are fully informed about their care and are able to make decisions about their care in partnership with healthcare professionals.



The key objectives are as follows:



· To provide standardised and clinically effective management to patients receiving DOAC therapy whilst minimising the risks associated with this method of anticoagulation, following nationally recognised and clinical safe standards.

· To initiate DOAC therapy for suitable patients (may have been initiated in secondary care setting).

· To produce optimum management.

· To educate patients in understanding their treatment, in terms of their condition requiring DOAC therapy.

· To maintain a register of all patients receiving DOAC therapy and have a treatment plan for each patient that is reviewed on a regular basis.

· To review the need for continuation of therapy at each visit.

· To identify and manage appropriately, patients with specific needs i.e. poor compliance, non-attendees.  This includes the updating of electronic patient clinical records to reflect each review.

· To optimise care to patients receiving DOAC therapy in terms of accessibility, continuity of care and treatment and waiting times.

· To ensure complete and accurate documentation of the clinical process.

· To respond appropriately and in a timely way following notification of changes in co-prescribed medication and to ensure this is communicated effectively to the patient as well as clinicians involved in the patient’s care.

· To undertake an annual review and update of the protocol referred to in section 4.3.4.

· Consider the impact of patient choice (patient satisfaction questionnaire annually e.g. accessibility, waiting time, confidence in staff ability and continuity of care).


3.2	Service description/care pathway



This specification refers to DOAC therapy being delivered in primary care.  Providers will monitor DOAC use in line with national guidelines and will also initiate patients onto DOAC therapy where appropriate including the continuation of initiation started in secondary care. 

	

3.2.1  Service requirements: DOAC therapy monitoring



This service does not include diagnosis of VTE or AF, or commencement of low molecular weight heparin therapy where that is appropriate. 



Service providers are expected to follow guidance set out in the protocol for DOAC use which sets out minimum requirements. This is included in Appendix A.



The service provider is expected to provide the following service:

· Initiation

· Regular monitoring and follow-up

· Planned discontinuation

· Adjustment for in-practice procedures (surgeons must specify their own requirements for procedures in hospital)

· Treatment of temporary resident patients

· Liaison with cardiology regarding treatment before and after cardioversion





3.2.2  Referral into the Anticoagulation DOAC Service:



No formal referral into the service is required however providers need to ensure that where a patient has been commenced on treatment by secondary care, or new patients have joined the practice, they will be added to the register of DOAC patients.



Where necessary the provider will be expected to initiate and continue the management of DOAC therapy.





3.2.3  Anticoagulation – choice of treatment:



DOACs: 



There are a number of newer direct oral anticoagulants (DOACs) available which require less monitoring than warfarin; however standardised management and monitoring is still required. The decision on which agent is appropriate for a patient is made in line with current local and national guidance (see section below) and following an informed discussion as to anticoagulant options. 



If considering or offering anticoagulation, options include either Warfarin or a DOAC (Edoxaban, Dabigatran Rivaroxaban and Apixaban). The clinician should discuss the options for anticoagulation with the patient and base the choice on their clinical features, preferences and bleeding risk. 



Discussing anticoagulant treatment options with patients will help them make an informed decision using patient decision aids (PDAs).



Following an AF diagnosis, the patient will need to make an informed decision regarding whether to commence anticoagulation or not. In most cases the decision to start immediate anticoagulation is not necessary. The patient should be given a few days to reflect and to talk over with family, friends or healthcare professional before making their decision. 



Following the diagnosis of a Ventricular Tachycardia (VT) the decision to anticoagulate is largely academic and patients should be provided with appropriate and timely treatment in the form of Low-molecular Weight Heparin (LMWH), DOAC or Warfarin depending on the clinical situation. The significant risk of clot extension and embolism must be stressed to the patient and any decision not to anticoagulate clearly documented.



NICE have produced patient decision aids to support patients and clinicians in choosing between the recommended options for stroke prevention in AF. All the options for anticoagulation should be considered and the advantages and disadvantages of the different treatments available should be discussed with the patient before choosing a particular drug. If the patient does not wish to commence anticoagulation; the decision should be documented following discussion with the patient using the PDA’s and patient information produced by NICE: https://www.nice.org.uk/guidance/ng196

Key points: DOACs 



· No requirement for INR monitoring. 

· Some DOACs provide immediate anticoagulant effect (time to peak effect ranges from 1-4 hours). 

· DOACs currently have no known food interactions. 

· Reduced risk of intracerebral bleeds versus Warfarin  



For all patients being considered for treatment with DOACs use the Cockcroft and Gault formula to calculate the Creatinine Clearance.



Key points: Warfarin (Vitamin K Antagonist) (See local anticoagulation guidance for further information)



· Warfarin has been prescribed for more than 50 years and is a Vitamin K Antagonist medication. 

· Warfarin remains an established and cost effective option for anticoagulation in patients. 

· Reduced risk of Gastrointestinal (GI) bleed compared to DOAC – Dabigatran, Edoxaban and Rivaroxaban. 

· Patients with AF and moderate to severe mitral stenosis, including mechanical valve replacement should be treated only with Warfarin not a DOAC. 

· Unlike DOACs, Warfarin should be considered in those patients with mechanical heart valves, and for AF with moderate to severe mitral stenosis and/or hepatic impairment 

· The benefits of DOACs over Warfarin declines as the Time in therapeutic range (TTR) on Warfarin increases. 

· INR gives clinicians a guide to patient compliance. 

· Effective and familiar use of antidote with vitamin K should a severe bleed occur whilst being treated. 

· All DOACs are licensed for prevention of stroke in non-valvular atrial fibrillation plus at least one additional risk factor. Warfarin can be used with no additional risk factors. 

· Clearance of Warfarin is not affected by renal function. 

· Clinicians may choose to use Warfarin in patients for whom the ability to readily and objectively monitor the extent of anticoagulation is paramount. 

· For patients with poor adherence, the long time to onset and offset of action, may be advantageous as the anticoagulant effect of Warfarin will persist for days after the last dose. 



Reports of calciphylaxis, a very rare but serious condition causing vascular calcification and skin necrosis have been reported to the MHRA. The mortality rate is high. Patients should consult their doctor if they develop a painful skin rash. See MHRA, July 2016 for further details.



The service provider will provide information on a range of relevant issues to enable patients to fully understand their treatment.  Patients will receive appropriate verbal and written information at the start of their therapy and when necessary throughout the course of their treatment. It is important that the healthcare practitioner who first provides this information records in the patient’s healthcare record that this information has been supplied. The provider should emphasise and explain to each patient the importance of carrying an alert card and presenting this when attending clinical appointments, including Accident and Emergency attendance, dental reviews. 



Defined areas of responsibility will be mutually agreed locally between the service provider and the Commissioner to ensure the best possible coverage of the DOAC service throughout the area.



All patient’s, whether housebound or clinic attendees, will have a regular review, at a frequency determined by assessed clinical need. Note that regular review of the anticoagulation aspect of a patients management may not require face to face consultation with a GP; regular monitoring of creatinine clearance, full blood counts & liver function with evidence in the form of an administrative consultation entry showing the next interval for monitoring & comments relevant to ongoing management will suffice. Staff taking blood for DOAC reviews should be encouraged to enquire into tolerance, side effects and compliance.



The service provider will have in place a system for referring patients promptly onto acute services and relevant support agencies when their clinical condition / circumstances warrant it: i.e. if they have signs or symptoms of major bleeding or thromboembolism. These services will include, but are not limited to, the Accident and Emergency Department and local Acute Ambulatory Care Unit.  



3.2.1 Data Collection and Record Keeping



The Service Provider will develop and maintain an up-to-date register of all patients for whom they provide a DOAC service.  A minimum Data Set return will be required on a quarterly basis; this will be the overarching DCA return.  

Service Providers will ensure that an up-to-date systematic call and recall system is in place

· 9k2..   Anticoagulation Monitoring Enhanced Service Admin (SNOMED CT compatible) 



The computerised decision support software such as INR Star provides a useful additional record facility for DOAC patients; providers are encouraged but not required to utilise these systems as they provide excellent recall and audit tools and are continuously improving their provision for DOAC patients



The DOAC Provider will be responsible for maintaining each patient’s electronic record and ensuring it is updated following each clinical contact.  



The information recorded will include:

· Medical Condition leading to requirement for treatment

· Date of Initiation

· The dose of DOAC medication

· The date of the next review appointment 

· Information from the prescriber where appropriate

· Patient specific unusual events

· Expected duration of treatment Stop date (if known) e.g. for DVT/ PE



All staff are required to protect personal data in accordance with the requirements of the UK General Data Protection Regulations.  ‘Personal data’ means data relating to a living individual who can be identified from data or other information in the possession of Lincolnshire CCGs or the provider organisation. Staff must not make unauthorised access to, modification to or copy computer material in breach of the Computer Misuse Act 1990. If there is any doubt about staff obligations under any of this legislation the Commissioner must be contacted for clarification.



3.2.2 Reporting and Audit



The service provider will undertake an annual audit and review of the service provided including all quality aspects.  The results will be compiled and sent to the Commissioner.  Circumstances may arise when a more frequent review is deemed necessary.  A review meeting may be required and any reasonable requests for information must be complied with.  



The service provider will use the audit results to inform local actions to improve the safe use of anticoagulants. 



The Service Provider will notify the CCG Quality Services Team, Cross O’Cliff Court, Bracebridge Heath, Lincoln, LN4 2HN directly, or by email (liwccg.clinicalriskincidents@nhs.net) of all serious incidents.

These must be reported by the service provider within one working day of the information becoming known to them. 



The service provider will participate in a review of any serious incidents notified to the Head of Quality Services and demonstrate that any learning from the incident is acted upon to minimise future risk.





3.3	Any acceptance and exclusion criteria and thresholds 



3.3.1  Acceptance



All patients covered by Lincolnshire CCG that require DOAC therapy and who fit the criteria below will be eligible for care under this service.



The management of patients requiring DOAC therapy includes: 

· Stroke prevention in non-valvular atrial fibrillation

· Treatment of thromboembolic disease

· Prevention of recurrent thromboembolic disease

· Prevention of thromboembolism post-hip and knee surgery (use of DOAC varies for this indication)



3.3.2  Exclusions

· Patients who are pregnant

· Patients under 16 years of age

· Patients allergic to or unable to tolerate DOAC therapy or where this is contraindicated

· Those at risk of a major bleed should have their particular cases discussed with a specialist in anticoagulant care after which, by agreement, they may be excluded from this service.  





Current Nice guidance recommends using the ORBIT bleeding risk score rather than HAS-BLED. ORBIT is not incorporated into SystmOne but can be accessed via an external link below -



ORBIT Bleeding Risk Score for Atrial Fibrillation - MDCalc



3.4	Interdependence with other services/providers



The provider is expected to work across the Lincolnshire Health Economy boundaries.

Providers are expected to cooperate and share information with others involved in a patients care, treatment and support while having regard to the patients’ rights to confidentiality.



3.5	Days/hours of operation



The service must be available during the following core hours –



Monday - Friday - 08:00 to 18:30:00 excluding bank holidays



The service provider must ensure the hours are appropriate to the needs of the service and patients and that over a weekly period, both morning and afternoon appointments are available.  





		4.	Applicable Service Standards



		

4.1	Applicable National Standards (e.g. NICE)



The Provider shall comply with all of the NHS Standard Contract requirements appropriate to the service.



National Standards

· National Service Framework for Coronary Heart Disease National_Service_Framework_for_Coronary_Heart_Disease.pdf (publishing.service.gov.uk)

· NICE Clinical Guideline 196 on ‘Atrial Fibrillation: management’ https://www.nice.org.uk/guidance/ng196

· NICE Clinical Knowledge Summaries ‘Anticoagulation – Oral https://cks.nice.org.uk/anticoagulation-oral

· NICE Quality standard QS93 https://www.nice.org.uk/guidance/qs93

· Venous thromboembolism overview - NICE Pathways

· British Committee for Standards in Haematology (1998, updated 2011). Guidelines on oral anticoagulation: third edition. British Journal of Haematology, 101, 374-387.

· Patient Safety Alerts – Actions that can make anticoagulant therapy safer. Available online at: https://www.gov.uk/report-problem-medicine-medical-device 



Venous thromboembolism 

· NICE Interactive Flowchart on VTE https://pathways.nice.org.uk/pathways/venous-thromboembolism

· NICE Quality Standard Q3 for Venous thromboembolism in adults: reducing the risk in hospital https://www.nice.org.uk/guidance/QS3

· NICE Quality Standard QS201 (Aug 2021) for Venous thromboembolism in adults: diagnosis and management https://www.nice.org.uk/guidance/qs201 NICE

· NICE Technology Appraisal TA287 - Rivaroxaban for treating pulmonary embolism and preventing recurrent venous thromboembolism https://www.nice.org.uk/guidance/TA287

· NICE Technology Appraisal TA157 - Dabigatran etexilate for the prevention of venous thromboembolism after hip or knee replacement surgery in adults https://www.nice.org.uk/guidance/ta157/chapter/1-guidance



Other 

· NICE Interactive Flowchart on Stroke https://pathways.nice.org.uk/pathways/stroke

· NICE Clinical Guideline CG76 - Medicines adherence: involving patients in decisions about prescribed medicines and supporting adherence https://www.nice.org.uk/guidance/cg76



4.2	Applicable standards set out in Guidance and/or issued by a competent body (e.g. Royal Colleges) 

         

See 4.3.5 Accreditation and Training



4.3	Applicable local standards



4.3.1 Facilities 



Providers must have policies in place that comply with current national guidelines.  Safe and suitable facilities should be available for the administration of DOAC drugs and include:

· Infection control

· Disposal of clinical waste

· Provision of an appropriate room fitted with a couch and adequate space and equipment for resuscitation.

· Provision of sterile surgical equipment and other consumables



This may include home administration.



4.3.2 Equipment



No specific equipment is required.



4.3.3 Staffing



The staff providing the service must have access to a named clinician who is trained, competent, confident and available to offer support and advice to provide this service.



The Service Provider must identify a Service Manager or Lead Clinician, who is responsible for:

· Managing the operational aspects of the service

· Managing all staff 

· Ensuring that all staff involved in the service are appropriately trained and competent to provide the specified service

· Ensuring the continued development of the service and staff involved in delivering the care

· Ensuring service contingency plans are developed and in readiness for implementation should the need arise.

· Evaluating the efficacy of the service through the systematic monitoring of quality indicators, thereby ensuring the service meets the requirements of the patients

· Reviewing in conjunction with the Clinical Lead, and where appropriate, updating procedures and clinical protocols for DOAC services to ensure that they reflect safe practice.  

· Overseeing, in conjunction with the Clinical Lead, the audit of the DOAC services 

· Ensuring that the audit results are used to inform local action to improve the safe use of DOAC medications and sharing the results with the Commissioner Contract lead on an annual basis.

· Ensuring that all equipment is safe and appropriately maintained, that national and local safety alerts are acted on; software licenses maintained; and systems in place to assure the appropriate management of data in line with the statutory Information Governance responsibilities. 

· Delivering as requested the contract monitoring reports outlined within this specification to the contract lead of Lincolnshire CCG. 



4.3.4 Protocol 



Providers must be able to evidence to commissioners that they have an approved protocol in place.  



4.3.5 Accreditation and Training



Staff involved in the delivery of this service should be appropriately trained and have appropriate competencies to enable them to undertake their duties safely.  



The commissioner, in collaboration with providers, should ensure that this training includes, but is not be limited to, the following:   



· Regular masterclass training and mandatory biannual training –annually is encouraged.   

· Speakers of local or national recognition with expertise in issues relating to VTE, AF and other clinical conditions for which DOACS are indicated.

· Knowledge of changing NICE/SIGN/BHS or other international guidance (Europe/US) and updated evidence.

· Guidance on changes to commercial software support for DOAC management i.e. INR STAR may be invited to “showcase” products or advise on updates.

· Contribution to mandated audits and potential for research in collaboration with local medical schools etc.



Specifically, the provider must ensure that all staff who prescribe; adjust dosage; dispense, prepare, administer, monitor and discharge patients on DOAC therapy have attained the necessary competencies outlined by NICE. See competencies related to: 



· Maintaining anticoagulant therapy

· Managing anticoagulants in patients requiring dental surgery

· Dispensing medications

· Reviewing the safety and effectiveness of a DOAC service. 

· Initiating anticoagulant therapy with DOACs 



It is expected that all GP providers will comply with regular training requirements such as:-

· Sharps



This list is not exhaustive.





		5.	Applicable quality requirements and CQUIN goals



		

5.1  Practices which take part in the scheme must: 



Demonstrate that service provision is of high quality, evidence based, safe and effective, with robust governance systems and safeguards in place, staff have received appropriate training and equipment is maintained to the highest standard. Practices may be required to provide commissioners with assurance that services provided are within the criteria of the contract general conditions, service conditions and particulars.



5.2  CQUIN goals will not be applied.





		6.	Location of Provider Premises



		

It is the obligation of the provider to secure premises for service delivery. The provider has the opportunity to use their own practice facilities or negotiate use of a neighbouring GP practice facility or access current NHS accommodation in Lincolnshire managed and accessed through NHS Property Services (to include premises owned by Lincolnshire Community Health Services, United Lincolnshire Hospital Trust and certain GP practices).  Location of service must provide ease of access for patients.





		7.	Individual Service User Placement



		

N/A



























PLEASE NOTE: - these Appendices will be constantly reviewed and updated.  Providers should access the most current version of Appendices A&B at the policies and guidance page below -

Lincolnshire Prescribing and Clinical Effectiveness 



Appendix A (May 2022)

 

DOAC Management – Suggested Clinical Protocol for Clinicians 


1. Initiation & Follow up

Although there is no need for regular blood tests to monitor the international normalized ratio (INR), people taking DOACs require careful assessment prior to commencement of treatment and regular follow up and monitoring.



· Baseline clotting screen, renal and liver function tests, and a full blood count should be performed at the start of treatment. This must include an assessment of creatinine clearance – most GP systems have in-built calculators or they are readily available on line. The use of eGFR alone for monitoring is not adequate, particularly where renal function is already shown to be compromised or declining.



· All patients should have an initial 3 month review, by a clinician, confirming compliance & review of potential side effects; bloods for FBC, U&E, and LFT are required with current BP & weight to enable creatinine clearance to be calculated

· Assess compliance to treatment and to reinforce advice regarding the importance of a regular dosing schedule.

· Enquire about the presence of any adverse effects such as bleeding.

· Assess for the presence of thromboembolic events (e.g. symptoms of stroke, or breathlessness, which may suggest a pulmonary embolism).

· Ask the person if they have been taking any other medicines, including any bought over-the-counter.


· Once treatment has started, repeat the renal and liver function tests and the full blood count at least annually. 


· Monitoring intervals must be tailored to individual patients; For the majority 6-12 month intervals may be acceptable, for the elderly or where renal function is declining or already compromised 3-6 monthly should be considered

· If renal function has declined, review treatment, as treatment may need to be stopped or a lower dose may be required.

· If there is an unexplained fall in haemoglobin and/or haematocrit, occult bleeding may be present. DOACs can cause bleeding from any site.

· DOACs are contraindicated for people who have hepatic disease associated with coagulopathy and clinically relevant bleeding risk, including people who have cirrhosis with Child-Pugh B (moderate impairment) or C (severe impairment).



· Repeat renal function tests:

· Every six months if the person has a creatinine clearance (CrCl) between 30–60 mL/min.

· Every three months if the person has a CrCl of 15–30 mL/min.



· Renal and liver function tests should be performed more often if there is an intercurrent illness that may impact renal or hepatic function






1.1 Specific drug notes as specified in current guidance:



Edoxaban:


· For the prophylaxis of stroke and systemic embolism in non-valvular atrial fibrillation (NVAF), the recommended dose of Edoxaban is 60 mg once daily.






· For the treatment of deep vein thrombosis (DVT) or pulmonary embolism (PE), and prevention of recurrent DVT and PE in adults, the recommended dose of Edoxaban is 60 mg once daily following initial use of parenteral anticoagulation for at least 5 days.


· Reduce the dose of Edoxaban to 30 mg once daily if one or more of the following are present:

· Moderate or severe renal impairment (creatinine clearance [CrCl] 15–50 mL/min).

· Body weight of 60 kg or less.

· The person is receiving concomitant treatment with any of following P-glycoprotein (P-gp) inhibitors: ciclosporin, dronedarone, erythromycin, or ketoconazole.


· For people with renal impairment:

· Do not prescribe Edoxaban if creatinine clearance (CrCl) is less than 15 mL/minute. 

· If CrCl is 15–50 mL/min, reduce the dose to 30 mg once daily.



Dabigatran:


· For the prophylaxis of stroke and systemic embolism in non-valvular atrial fibrillation (NVAF), the recommended dose is 150 mg twice a day.


· Reduce the dose to 110 mg twice a day if the person is:

· Elderly (over 80 years).

· At high risk of bleeding.

· Receiving concomitant treatment with verapamil or amiodarone. 


· For the treatment of deep vein thrombosis (DVT) and pulmonary embolism (PE), and prevention of recurrent DVT and PE in adults the recommended dose is 150 mg twice daily BUT ONLY COMMENCED AFTER AT LEAST 5 DAYS OF PARENTERAL ANTICOAGULANT


· Reduce the dose to 110 mg twice a day if the person is:

· Elderly (over 80 years).

· Receiving concomitant treatment with verapamil or amiodarone. 


· For the prevention of venous thromboembolism (VTE) 



In people who have undergone hip or knee replacement surgery: 

· The recommended dose is 220 mg once daily (treatment should be initiated within 1-4 hours of completed surgery with 110 mg and continued with 220 mg once daily thereafter).


However, the dose should be reduced to 150 mg once daily (treatment should be initiated within 1-4 hours of completed surgery with 75 mg and continued with 150 mg once daily thereafter) for people:

· With moderate renal impairment (creatinine clearance (CrCl) 30-50 mL/min). 

· Receiving concomitant treatment with verapamil or amiodarone. 

· Aged 75 or above. 


For people with renal impairment:

· Do not prescribe dabigatran to anyone with a creatinine clearance (CrCl) of less than 30 mL/minute.



· If the person has a CrCl between 30–50 ml/min, consider decreasing the dose to 110 mg twice a day, based on the person's thromboembolic risk and risk of bleeding.

· No dose adjustment is necessary in people with mild renal impairment (CrCl 50–80 mL/min).


Rivaroxaban:


· For the prophylaxis of stroke and systemic embolism in non-valvular atrial fibrillation (NVAF), 

· The dose of rivaroxaban is 20 mg once daily.



· FOR THE TREATMENT AND PROPHYLAXIS OF DEEP VEIN THROMBOSIS (DVT) AND PULMONARY EMBOLISM (PE) AND THE PROPHYLAXIS OF RECURRENT DVT AND PE:

· PRESCRIBE 15 MG TWICE DAILY FOR THE FIRST THREE WEEKS, FOLLOWED THEREAFTER BY 20 MG ONCE DAILY.



· For the prevention of venous thromboembolism (VTE) in people who have undergone hip or knee replacement surgery,

· The recommended dose is 10 mg once daily (treatment should be initiated within 6-10 hours of completed surgery).



· For the prophylaxis of atherothrombotic events in adults following an acute coronary syndrome (ACS) or with coronary artery disease, 

· Prescribe 2.5 mg twice daily (in combination with aspirin or with aspirin plus clopidogrel or ticlopidine).



· For with symptomatic peripheral artery disease at high risk of ischaemic events,

· Prescribe 2.5 mg twice daily (in combination with aspirin or with aspirin plus clopidogrel or ticlopidine).



· For people with renal impairment:

· Do not prescribe rivaroxaban if creatinine clearance (CrCl) is less than 15 mL/minute.

· For prophylaxis of atherothrombotic events in ACS or prophylaxis of venous thromboembolism following knee or hip replacement surgery:

· Use with caution if CrCl is 15–29 mL/minute.

· For treatment of DVT or PE and prophylaxis of recurrent DVT and PE in a person with CrCl 15–49 mL/minute:

· Prescribe 15 mg twice daily for the first three weeks, then 20 mg once daily (but consider reducing to 15 mg once daily if risk of bleeding outweighs risk of recurrent DVT or PE).

· For prophylaxis of stroke and systemic embolism in a person with AF:

· Reduce dose to 15 mg once daily if CrCl is 15–49 mL/minute.

· Use with caution if the person is also taking drugs that increase the plasma concentration of rivaroxaban 


Apixaban:


· For the prophylaxis of stroke and systemic embolism in non-valvular atrial fibrillation (NVAF), the usual dose of Apixaban is 5 mg twice a day.


· Reduce the dose to 2.5 mg twice daily if the person has at least two of the following characteristics:

· Age 80 years or over. 

· Body weight 60 kg or less. 

· Serum creatinine 1.5 mg/dL (133 micromol/L) or more.


· For the treatment of deep vein thrombosis (DVT) and pulmonary embolism (PE) the recommended dose is:

· 10 mg twice daily for the first 7 days (maximum daily dose of 20 mg) followed by  5 mg twice daily (maximum daily dose of 10 mg).


· For the prevention of recurrent DVT and PE in adults (following completion of 6 months of treatment for DVT or PE) the recommended dose is 2.5 mg twice daily (maximum daily dose of 5 mg).


· For the prevention of venous thromboembolism (VTE) in people who have undergone hip or knee replacement surgery, the recommended dose is 2.5 mg twice daily to be started 12–24 hours after surgery.


· For people with renal impairment:

· Do not prescribe Apixaban if creatinine clearance (CrCl) is less than 15 mL/minute.

· If CrCl is 15–29 mL/min, the following recommendations apply:

· For prophylaxis of recurrent DVT or PE, and treatment of DVT or PE, use Apixaban with caution.

· For prophylaxis of stroke and systemic embolism in a person with NVAF, reduce the dose to 2.5 mg twice daily if CrCl is 15–29 mL/minute, or if serum creatinine is 133 micromol/L or greater and the person is 80 years of age or over or weighs 60 kg or less.

· No dose adjustment is necessary in people with mild or moderate renal impairment




2. Duration of treatment:

· For people with non-valvular atrial fibrillation, treatment duration is usually long-term.



· For people with deep vein thrombosis (DVT) and pulmonary embolism (PE), the duration of treatment will vary for each individual, depending on a variety of factors. Usual recommendation:

· Short-term treatment (3 months) for people with transient risk factors such as recent surgery and trauma.

· Long-term treatment for people with permanent risk factors or idiopathic (unprovoked) DVT or PE.



Decision regarding the duration of treatment are out with the scope of this guidance. Managing clinicians should refer to published guidance (NICE/ SIGN/BHS) for decision support, advice and risk prediction tools. 
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Appendix B (May 2022)

TABLE OF COMPARISON CURRENT DOAC 

		

		Dabigatran

(Pradaxa)

		Rivoroxaban

(Xarelto)

		Apixaban

(Eliquis)

		Edoxaban

(Lixiana)



		Action

		Direct thrombin inhibitor

		Direct Factor Xa inhibitor

		Direct Factor Xa inhibitor

		Direct Factor Xa inhibitor



		Dose in AF

		Two strengths (110 & 150mg), both given twice a day

75 yr: 150mg

>80: 110mg

75-80: clinicians discretion

If on verapamil use lower dose





		20mg once daily

Reduced dose if Creatinine Clearance <50

		5mg Twice daily

Reduced dose if Creatinine Clearance <30

If at least 2 of the following reduce to 2.5 bd

>80yrs, <60Kg , Cr>133

		60mg once daily

Reduce to 30mg if:

Creatinine Clearance 15-50, <60Kg, or, erythromycin, ketoconazole, dronedarone or ciclosporin





		VTE prevention post surgery

		220mg once daily post knee 10 days

4-5 weeks post hip

		10mg once daily for 2 weeks post knee & 5 weeks post hip

		2.5mg twice daily for 10-14d post knee & 32-38d post hip

		Currently not licensed



		VTE Treatment

		150mg BD but after at least 5d of parenteral anticoagulation

		15mg twice daily for 3 weeks then 20mg daily

		10mg twice daily for 7 days then 5mg twice daily

		60mg daily following at least 5 days of parenteral



		Converting from warfarin

		Stop warfarin – start Dabigatran when INR <2

		Stop warfarin

Start when INR<3 (in AF) or 2.5 (vte)

		Stop warfarin

Start when INR <2

		Stop warfarin

Start when INR<2.5



		Converting to warfarin

		Complicated – see guidance

		Continue Rivaroxaban until INR >2

		Continue Apixaban until INR >2

		Complicated see guidance



		Before surgery

		Take advice – exact management depends on:

· Bleeding risk of procedure – surgeons responsibility

· Risk of stroke or VTE (our responsibility to inform surgeon

· Renal function


Simple procedures probably 24 – 48 hours stop is all that is required – guidance for more complicated & bridging decisions must come from hospital



		Renal impairment

		Creatinine Clearance 30-50

Prophylaxis VTE after surgery – 150mg od if high risk – could consider 110 bd

Creatinine Clearance <30 – do not use

		Creatinine Clearance 15-30

AF 15mg od



VTE treatment/prophylaxis same initial dose but consider 15mg daily

		Creatinine Clearance 15-30

AF reduce to 2.5mg BD



<15 – do not use

		Creatinine Clearance 15-30

30mg once daily



<15 do not use



		Liver disease

		Avoid in severe disease or any coagulopathy

		Contraindicated if any coagulopathy

		Use with caution

Avoid if severe disease or any coagulopathy

		Contraindicated if any coagulopathy



		Common side effects

		Nausea, diarrhoea, dyspepsia & abdominal pain are common



Anaemia & bleeding

		Nausea& abnormal LFTs are common



Anaemia & bleeding

		Nausea



Anaemia & bleeding

		Nausea & abnormal LFTs are common



Anaemia & bleeding



		Interactions

		Many (but fewer than warfarin)



Do not use with NSAIDS

· Increased risk when used with Amiodarone, fluconazole, phenytoin & rifampicin


· No increased bleeding with

· Atorvastatin

· Diltiazem

· Digoxin

· Verapamil

· Dronedranone

· Erythromycin or clarithromycin

· Ciclosporin

· Ketoconazole or itraconazole
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Service Specification



		Service Specification No.

		



		Service

		Oral Anticoagulation Management



		Commissioner Lead

		NHS Lincolnshire CCG



		Period

		1st April 2022 – 31st March 2023



		Date of Review

		April 2022









		1.	Population Needs



		

1.1 Context



National figures indicate that approximately 1.3% of the population requires oral anticoagulation management.  This is higher in Lincolnshire at 1.8% due to Lincolnshire having a much older population than the national average. As at October 2018 the Lincolnshire population is 789,098. The estimated number of patients therefore who will need access to this service is approximately 14,200. Guidance from the National Institute for Clinical Excellence (NICE) and demands from the Quality and Outcomes Framework (QOF) means that the number of patients requiring this care is likely to continue to increase. PACEF (Prescribing and Clinical Effectiveness Forum) have considered a range of key opinion leaders in terms of developments in AF. These include the All Party Select Committee on AF (GRASP-AF), East Midlands Cardiac and Stroke Network and European Society of Cardiology.  Recent National data from the GRASP-AF initiative reports that 8.5% of AF patients at high risk of stroke are receiving no treatment, 35% are on aspirin and 56.9% are receiving an oral anticoagulant. 



There are a number of people who require anticoagulation but have not been identified.  It is estimated that as many as 700,000 people in the UK may have undiagnosed atrial fibrillation (AF). It is estimated that in Lincolnshire there are 3,500 people with undiagnosed AF (0.5%) of the UK population. Undiagnosed AF rates are much higher in the older population.



The management of patients requiring oral anticoagulation therapy includes those with conditions such as atrial fibrillation and the prevention and treatment of deep vein thrombosis and pulmonary embolism and those patients who have undergone cardiac surgery. Many of these patients will have oral anticoagulation therapy initiated in secondary care whilst others require therapy initiation within the primary care setting. If a patient is stabilised on Warfarin anticoagulation therapy, the average number of International Normalized Ratio (INR) tests necessary in order to remain stable is 8 to 10 per year.  Increasingly patients may be initiated on either warfarin or one of the new oral anticoagulants (DOAC/NOACs), (Dabigatran, Rivaroxaban, Edoxaban and Apixaban). The management of patients prescribed NOACs is excluded from this specification.



There are 4 localities within the CCG in Lincolnshire all working together to improve the delivery of healthcare and to improve the health of our population.



1.2  The Clinical Commissioning Group Localities - Local Context and Summary Statistics



The Clinical Commissioning Group (CCG) in Lincolnshire is working to improve the delivery of healthcare and to improve the health of our population.





Lincolnshire West 

· This locality has 29 practices

· The locality’s registered population in January 2022 is approximately 243,115

· The locality registered patients live in 3 different upper tier Local Authorities.

· This LW locality accounts for 29.8% of the population of the Lincolnshire CCG

· This locality main provider is United Lincolnshire Hospitals NHS Trust and accounts for 80.6% of its admissions. 

· For Lincolnshire West locality. 16.3% of the locality registered population are under age 15 (England average 19.0%) and 9% are age 75 or over (England average 9.3%). 55.6% of the over 75’s are female (England average 58.4%)

· Estimated prevalence of AF in this locality is currently around 2.7% with 70% of these patients (1.9% of population) requiring anticoagulation treatment.



South West Lincolnshire

· This locality has 17 practices 

· The locality’s registered population in January 2022 is 136,309 

· The localities registered patients live in 2 different upper tier Local Authorities.

· The SWL locality accounts for 17% of the population of the Lincolnshire CCG

· This locality 's main provider is United Lincolnshire Hospitals NHS Trust and accounts for 71.4% of its admissions

· South-West Lincolnshire locality, 16.2% of the locality's registered population are under age 15 (England average 19.0%) and 10.1% are age 75 or over (England average 9.3%). 54.6% are female (England average 58.4%)

· Estimated prevalence of AF in this locality is currently around 3% with 70% of these patients (2.2% of population) requiring anticoagulation treatment.



Lincolnshire East

· This locality has 25 practices within 3 areas, Skegness and Coast, East Lindsey, and Boston

· Their total registered population at January 2022 is 250,051

· The locality’s registered patients live in 3 upper tier Local Authorities

· The LE locality accounts for 31.9% of the population of the Lincolnshire CCG

· The locality’s main providers are ULHT and NLAG accounting for 69.9% and 14.3% of all admissions to hospital respectively

· East Lincolnshire locality, 15.0% of the locality’s regional population are under 15 (England average 19.0%) with 11.5% 75 or over (England average 9.3%).  54.5% of the over 75’s are female (England average 58.4%)

· Estimated prevalence of AF in this locality is currently around 3.4% with 80% of these patients (2.5% of population) requiring anticoagulation treatment.



South Lincolnshire 

· This locality has 14 practices

· Their total registered population at January 2022 is 178,792 

· The localities registered patients live in 2 different upper tier Local Authorities.

· This SL locality accounts for 21.3% of the population of the Lincolnshire CCG

· This locality 's main provider is North West Anglia NHS Foundation Trust and accounts for 50% of its admissions. 

· For South Lincolnshire locality, 16.1% of the locality's registered population are under age 15 (England average 19.0%) and 10.5% are age 75 or over (England average 9.3%). 56.1% are female (England average 58.4%).

· Estimated prevalence of AF in this locality is currently around 3.1% with 70% of these patients (2.2% of population) requiring anticoagulation treatment.

Reference: Technical document for sub-national English atrial fibrillation prevalence estimates (publishing.service.gov.uk) 





1.3 Key challenges facing Lincolnshire 

· Changing demographics for Lincolnshire (inward migration, housing developments, increasing birth rate, ageing population, health inequalities) will place challenges upon public and community services. 

· Public perceptions and expectations of public sector services, when seeking to reduce health inequalities 

· Economic and health inequalities with low-wage economies (whether urban or rural) and ill-health being related. 

· Children’s health and lifestyles e.g., breast-feeding, accidents and injuries, smoking, sexual health, mental health and obesity. 

· Poor transport and highways infrastructure (no motorways). 

· An ageing population over the next 20 years will provide challenges in relation to 

Long term health conditions, residential and hospital care, mental health - most notably dementia. 

· Inequalities for people with disabilities, including those with learning disabilities. 

· Prevention relating to smoking, alcohol, obesity and maintaining independence is crucial. 

· Protection of the public from environmental and health emergencies remain important in Lincolnshire. 



Further information on the locality can be found at the following: 

· Lincolnshire Research Observatory http://www.research-lincs.org.uk/ 





		2.	Outcomes



		

2.1	NHS Outcomes Framework Domains & Indicators



		Domain 1

		Preventing people from dying prematurely

		X



		Domain 2

		Enhancing quality of life for people with long-term conditions

		X



		Domain 3

		Helping people to recover from episodes of ill-health or following injury

		X



		Domain 4

		Ensuring people have a positive experience of care

		X



		Domain 5

		Treating and caring for people in a safe environment and protecting them from avoidable harm

		X







2.2	Local defined outcomes



The service will be delivered within the primary care setting and must be as easily accessible as possible for all patients. Uniformity of standards and procedures are necessary to provide a high-quality service for patients who are mobile and are able to attend a monitoring appointment and for patients who are temporarily in the area and patients that are housebound[footnoteRef:1] and require domiciliary care. Novel (or Direct) Oral Anticoagulants (NOACs or DOACs) provide an alternative for patients whom regular INR monitoring is hard to access (subject to local guidance). The decision to initiate a patient on a NOAC within this context must be based on sound clinical reasoning and should not simply reflect the convenience of the patient or practice. NOACs are not covered under this service specification. [1:  Definition of Housebound – “A patient is deemed to be housebound when they are unable to leave their home environment through a physical or psychological illness.  A patient is not considered housebound if he or she is able to leave their home with minimal assistance.  For example unassisted/assisted visit to the Doctor, dentist, hairdresser, supermarket, social events. Some patients may not be housebound permanently but rather are housebound temporarily as a consequence of an episode of illness.”] 




The service must:



· Ensure that where appropriate, patients are initiated onto oral anticoagulation therapy in primary care

· Provide increased capacity in the community to meet the rising demand for oral anticoagulation monitoring

· Ensure a quality approach to testing, sampling and dosing across providers

· Ensure that maintenance of patients is properly controlled and the need for continuation of therapy is reviewed regularly and therapy is discontinued where appropriate.



Guidance can be obtained at: https://cks.nice.org.uk/anticoagulation-oral





		3.	Scope



		

3.1	Aims and objectives of service



To provide a safe and effective initiation, stabilisation, monitoring and dosing ‘One Stop Shop’ Oral Anticoagulation Management service in a community setting for patients with the majority being defined as non-complex. 



It is anticipated that the service will be provided on a geographical footprint ensuring 100% population coverage, with each Primary Care Network deciding which Provider would be the most appropriate to deliver the service for their population.  Providers could either be Primary Care Networks themselves, or other community/primary care Providers.



Patients who become unstable should continue to be managed by the service where medically appropriate, and those patients who are otherwise medically fit for discharge from hospital, should be accommodated if clinically appropriate even when their INR is not yet stable. To ensure a seamless service for patients aged 16 and over, registered to a GP practice in Lincolnshire who have been initiated on oral anticoagulation therapy in primary care and where appropriate; patients initiated in secondary care, in line with National Guidance.



Please note that if and when patients present to the service who are under 16 years of age or an obstetric patient, they should be discussed and reviewed on a case-by-case basis, this review should include the provider, supervising Consultant (paediatrician or obstetrician) with a view to reaching a decision as to whether it is appropriate for that patient to be treated.



The service will minimise the potential adverse effects of oral anticoagulation therapy by providing patients with regular monitoring to stabilise the International Normalised Ratio (INR) levels while continuing to maximise the effective benefits of such treatment.



The service will have equitable access, ensuring that patients are treated with dignity and respect, are fully informed about their care and are able to make decisions about their care in partnership with healthcare professionals.



The key objectives are as follows:



· To provide standardised and clinically effective oral anticoagulation management to patients receiving Warfarin therapy whilst minimising the risks associated with anticoagulation, following nationally recognised and clinical safe standards

· To initiate Warfarin anticoagulation therapy for suitable patients

· To produce optimum management of INR control

· To educate patients in understanding their treatment, in terms of their condition requiring oral anticoagulation therapy, target range for INR, the effects of over and under anticoagulation, diet, lifestyle and drug interactions

· To appropriately manage patients who are over anti-coagulated, INR 4.5 – 7.9 (with no bleeding or minor bleeding e.g. epistaxis), directly refer patients to A&E with major bleeding or where INR>8.0, check guidance

· To maintain a register of all patients receiving Warfarin therapy and have a treatment plan for each patient that is reviewed on a regular basis

· To review the need for continuation of therapy at each visit

· To identify and manage appropriately, patients with specific needs i.e. poor compliance, unstable INR control or frequent non attendees

· To optimise care to patients receiving anticoagulant therapy in terms of accessibility, continuity and waiting times

· To ensure complete and accurate documentation of the clinic process

· To respond appropriately and in a timely way following notification of changes in co-prescribed medication.

· To undertake an annual review and update of the protocol

· Consider the impact of patient choice (patient satisfaction questionnaire annually e.g. accessibility, waiting time, confidence in staff ability and continuity of care).


3.2	Service description/care pathway



This specification refers to vitamin K antagonists, which for the purpose of this specification will be referred to as Warfarin. This specification requires Warfarin oral anticoagulation therapy to be delivered in primary care. The provider will test and make any alterations to the patient’s warfarin dosage in one visit. Providers will also initiate patients onto Warfarin oral anticoagulation therapy where appropriate including the continuation of initiation started in secondary care.



Service providers are expected to follow a protocol for an anticoagulation clinic, an example protocol which sets out minimum requirements is included in (Appendix A).  Providers can also refer to the comprehensive DOAC monitoring template on Ardens as a basis for this protocol.



The service provider is expected to provide the following service:

· Initiation

· Regular monitoring and follow-up

· Planned discontinuation

· Adjustment for in-practice procedures (surgeons must specify their own requirements for procedures in hospital)

· Treatment of temporary resident patients

· Liaison with cardiology regarding treatment before and after cardioversion



It is possible that anticoagulation patient self-testing will become part of the service specification, pending assurances concerning patient safety and also evaluation of the FLO pilot currently being undertaken as part of a national telehealth pilot.  If approved, this will be subject to a clearly laid out policy separate to the service specification.



Formal referral into the service will be made:

· By a hospital consultant, if patient is medically fit for discharge or GP (if the patients registered GP is not providing the service) or other service provider, for ongoing monitoring and maintenance of Warfarin Anticoagulation therapy.  

· By a GP (if the patients registered GP is not providing the service) for the initiation of Warfarin therapy.



In either case an appropriate referral form must be used (sample form can be found at Appendix B). The referrer retains duty of care for their patient until the provider has acknowledged acceptance of the patient.



A list of service providers is to be made available to empower ambulant patients with a choice of provider of their anticoagulation management. 

Patients, who choose to change providers during their period of treatment, may only do so following formal referral from their current provider.  



Housebound patients will have the choice of registering for their management with either the provider closest to their home or their registered GP (if a provider of this service). 



All referrals into the service will be acknowledged to the patient’s GP (if the patient’s registered GP is not providing the service) within two working days by letter, secure email (e.g. NHS.net).



When a patient is referred to the Service Provider for anticoagulation therapy, this referral will identify the anticipated end date of monitoring.



Where necessary the provider will be expected to initiate and continue the management of oral anticoagulation treatment.



The Service Provider will have appropriate arrangements in place to ensure the prescribing of Warfarin therapy and immediate access to vitamin K antidote treatment.  



The Service Provider will provide information on a range of relevant issues to enable patients to fully understand their treatment. Patients will receive appropriate verbal and written information at the start of their therapy and on the first anticoagulation appointment and when necessary throughout the course of their treatment. It is important that the healthcare practitioner who first provides this information records in the patient’s healthcare record that this information has been supplied. 



Each patient should be provided with a yellow Department of Health oral anticoagulation ‘Yellow Patient Record Book’ by the Service Provider and all relevant details in the book completed and kept up to date. This may also have been referred to as a British Society of Haematology (BCSH) Standards Task Force / National Patient Safety Agency (NPSA) booklet.  



On-line reference to example: https://www.medicines.org.uk/emc/rmm/1081/Document 



It is intended to support the patient’s onward management. The Provider should emphasise and explain to each patient the importance of carrying this booklet and presenting this booklet when attending clinical appointments, including Accident and Emergency attendance and dental reviews. 



Defined areas of responsibility will be mutually agreed locally between the service provider and the Commissioner to ensure the best possible coverage of the Warfarin anticoagulation service throughout the area.



[bookmark: _Hlk100058505]All patients will be seen in person either in a clinic or at home by a member of the oral anticoagulation team (service provider) who has undergone appropriate training.  (See section 4.3.5 Accreditation and Training).



Service Providers will be expected to run oral anticoagulation clinics at a frequency to achieve appropriate clinical care.  Supporting clinicians must be available for non-routine appointments and advice between 8am and 6.30pm Monday to Friday (excl. Bank Holidays).



Patients’ anticoagulation therapy will be in keeping with the latest NICE guidelines on oral anticoagulation.  Reference: https://cks.nice.org.uk/anticoagulation-oral 



To aid dosing of oral treatment, the Service Provider must use accredited Computerised Decision Support Software through an IT solution compliant with Health and Social Care Information Centre standards and which is registered with the MHRA as a medical device.  Reference: https://webarchive.nationalarchives.gov.uk/20130502102046/http://www.hscic.gov.uk/systems  This should have suitable algorithms for calculating warfarin dosage.  One example is INR Star.



All patients, whether housebound or clinic attendees, will have a regular review, at a frequency determined by assessed clinical need. However, patients will have their INR checked at least every 12 weeks.  Less stable and new patients will require more frequent tests. 



Once treatment has been established the length of time between test dates will vary according to clinical need. The review will include an assessment of whether the patient should discontinue oral anticoagulation treatment.



Service providers must take reasonable steps to ensure that the prescriber is kept informed of the patient’s ongoing condition and must be kept informed of any changes which could influence the treatment dose.  Recording of updates in the yellow book is an essential element of this service delivery.



As a minimum, once the referrer has assessed the patient’s suitability for Warfarin therapy and the patient has received appropriate information and demonstrated the ability to fully understand their treatment the following information must be sent by secure facsimile (up to April 2020), or secure email to the patients registered GP and Service Provider:



•	Name of Practitioner 

•	Patients NHS number

•	A statement confirming that the patient demonstrated an appropriate understanding of their treatment dose  

•	Location of Anticoagulation Clinic

•	Indication for treatment

•	Duration

•	INR Target

•	INR Reading in Clinic

•	Recommended Oral Anticoagulant type and Dose

•	Next Appointment



This list is not exhaustive and further information should be provided to the patient’s registered GP when deemed clinically appropriate.



In order to minimise the risk of misunderstanding around dosing.  Service providers must comply with the recommendations from National Patient Safety Alerts. In addition, whenever possible, standard terminology should be used to record information both in the Yellow Patient Record Book and on patient clinical records. 



In addition, if a patient is to miss a dose of oral anticoagulant the Yellow Patient Record Book must be annotated ‘No Warfarin’ (or equivalent oral anticoagulation medication specific to that patient).



If a patient fails to attend an appointment the service provider retains responsibility for the patient. The service provider should offer another appointment and where the patient repeatedly fails to attend appointments or when it has not proven possible to make contact with the patient, should contact the patient’s GP.



The service provider will have in place a system for referring patients promptly onto acute services and relevant support agencies when their clinical condition / circumstances warrant it: i.e. if they have signs or symptoms of major bleeding or thromboembolism. These services will include, but are not limited to, the Accident & Emergency Department and Medical Emergency Admissions Unit.



When a patient subsequently completes their recommended course of anticoagulation treatment and is discharged from the service, the service provider will contact the patient’s GP / Consultant to ascertain whether it’s appropriate to discontinue anticoagulation. If anticoagulation is discontinued inform the patient’s GP by letter, facsimile (to April 2020) or secure email within five working days. The communication method chosen should reflect the patient’s clinical need and urgency.



The reason for stopping Warfarin will be noted within this letter and reflected in the patient’s INR record



The Service Provider must work together with other professionals to promote holistic patient care and safety.



It is expected that Service Providers will deliver infection control levels consistent with professional standards and those set out by the Care Quality Commission.



Patients must; at all times, be respected and treated in a kind and considerate way by staff who should at all times demonstrate a professional and patient friendly attitude.



The Provider will conduct an annual patient satisfaction survey using a questionnaire (see sample survey at Appendix E) this questionnaire should be provided to 25% of patients seen in the last 12-month period.



3.2.1 Data Collection and Record Keeping

The Service Provider will develop and maintain an up-to-date register of all patients for whom they provide an oral anticoagulation monitoring service.  Quarterly Activity reports will be compiled with the Minimum Data Set as follows:

		











				Minimum Data Set



		





		Provider Code

		Y



		



Patient

		Date Of Birth

		Y



		

		Sex

		Y



		

		Post Code

		Y



		

		NHS Number

		Y



		



Clinician

		Referring GP / Consultant

		Y



		

		Referring Practice / Hospital Code

		Y



		

		Number of DNAs

		Y



		

		Date Of Referral

		Y



		

		Date Of Treatment

		Y



		

		Name Of treating Clinician

		Y



		

		Date onward appointment booked with secondary care

		Y



		

		Date results sent to GP

		Y



		



Trans-port

		Domiciliary Visit



		Y













The Service Provider will develop and maintain an up-to-date register of all patients for whom they provide an oral anticoagulation monitoring service.  



Service Providers will ensure that an up-to-date systematic call and recall system is in place.  For computerised patient records a suggested read code for recording patients receiving oral anticoagulation monitoring is:



· 9k2.   Anticoagulation Monitoring Enhanced Service Admin (SNOMED CT)



The oral anticoagulation therapy Service Provider will be responsible for maintaining each patient’s oral anticoagulation record (electronic and manual) and ensuring it is updated following each clinical contact.  The information recorded will include:



· Medical Condition leading to requirement for INR testing

· Date of Initiation

· The patient’s INR reading

· The dose of oral anticoagulant medication

· The date of the next appointment 

· Information supplied by the patient

· Information from the prescriber where appropriate

· Patient specific unusual event

· Clinical indication

· Target INR

· Expected duration of treatment Stop date (if known)



Patient satisfaction with the service will be reviewed, reported on and improved, on a regular basis using a validated questionnaire see (appendix E)



All staff are required to protect personal data in accordance with the requirements of the Data Protection Act 1998.  ‘Personal data’ means data relating to a living individual who can be identified from data or other information in the possession of Lincolnshire CCG or the provider organisation. Staff must not make unauthorised access to, modification to or copy computer material in breach of the Computer Misuse Act 1990. If there is any doubt about staff obligations under any of this legislation the Commissioner must be contacted for clarification.



Staff may have access to, see or hear information of a confidential nature. Staff are required not to disclose such information, particularly that relating to patients, clients and staff of the Commissioner and the provider organisation. Any breach of confidentiality should be reported to the Commissioner using IR1 reporting process and is likely to result in an investigation under the Lincolnshire CCGs confidentiality policy and/or the provider confidentiality policy. Details of the policy can be obtained by contacting the Commissioner. 



3.2.2 Reporting and Audit

The service provider will undertake a 6-monthly audit of the quality of the service provided using the audit tool provided; this is based on the NHS Improvements suggested criteria for assessing control and performance of providers. This minimum audit data set is described in (Appendix C).



The service provider will use the audit results to inform local actions to improve the safe use of anticoagulants. The results will be compiled and sent to the Commissioner by the end of May each year of the life of the contract.



An internal review of the service delivered will be carried out at least annually by all members of the oral anticoagulation therapy team. The review should consist of any relevant items detailed in Appendix D and any relevant interim issues raised by members of the team or Commissioners.



The services delivered by this specification will be subject to annual review by the Commissioner. Circumstances may arise when a more frequent review is deemed necessary. All reasonable information required in order to carry out the review will be made available on request. At the review, any difficulties in delivering the service will be discussed.



The Service Provider will notify the CCG Quality Services Team, Cross O’Cliff Court, Bracebridge Heath, Lincoln, LN4 2HN directly, or by email (liwccg.clinicalriskincidents@nhs.net) of all serious incidents.

These must be reported by the service provider within one working day of the information becoming known to them. 



The service provider will participate in a review of any serious incidents notified to the Head of  Quality Services and demonstrate that any learning from the incident is acted upon to minimise future risk. 



3.3	Any acceptance and exclusion criteria and thresholds 



Acceptance

· All patients covered by Lincolnshire CCG that require Warfarin oral anticoagulation therapy and who fit the criteria below will be eligible for care under this service.



The criteria for patients receiving oral anticoagulation therapy includes but is not limited to:



Short to medium term:

· Prophylaxis

· Established Deep Vein Thrombosis (DVT) (single episode)

· Bioprosthetic Heart Valve Replacements

· Pulmonary Embolism (single episode)

· Coronary Artery Bypass Graft



Long term:

· Recurrent thrombo-embolism

· Embolic complications of rheumatic heart disease

· Prevention of stroke or systemic embolism in Atrial fibrillation

· Cardiac Prosthetic Valve Replacement

· Inherited thrombotic disorders and Anti-phospholipid Syndrome (Hughes Syndrome)

· On chemotherapy for malignant tumours

· Includes other conditions refer to BCSH guidelines

· Any other condition deemed suitable for inclusion by Consultant or General Practitioner (GP)



Exclusion

· Patients who are pregnant, under 16 years of age, patients allergic to or unable to tolerate the oral anticoagulant, also those patients with consistently unstable INR results or at risk of a major bleed should have their particular cases discussed with a specialist in anticoagulant care after which, by agreement, they may be excluded  from this service.  Providers may find the use of the NICE risk assessment grid useful in this process.  Reference: https://www.nice.org.uk/guidance/ng196



3.4	Interdependence with other services/providers



The Provider is expected to work across the Lincolnshire Health Economy boundaries.

Providers are expected to cooperate and share information with others involved in a patient’s care, treatment and support while having regard to the patients’ rights to confidentiality.





		4.	Applicable Service Standards



		

4.1	Applicable national standards (e.g. NICE)



Care Quality Commission

This specification intends and expects compliance with the relevant standards of quality and safety across all provided regulated activities. This will be through registration with the Care Quality Commission. The new regulations are set out in the Health and Social Care Act 2008 (Regulated Activities) Regulations 2009 and the Care Quality Commission (Registration) Regulations 2009. These regulations replace 1) National Minimum Standards and 2) Standards for Better Health.



NICE Guidance

· National Service Framework for Coronary Heart Disease. National_Service_Framework_for_Coronary_Heart_Disease.pdf (publishing.service.gov.uk)

· British Committee for Standards in Haematology (1998, updated 2011). Guidelines on oral anticoagulation: third edition. British Journal of Haematology, 101, 374-387.

· Interventional procedures guidance IPG349 - Percutaneous occlusion of the left atrial appendage in non-valvular atrial fibrillation for the prevention of thromboembolism

· https://www.nice.org.uk/guidance/ng196

Venous thromboembolism 

· NICE guidance on VTE as set out in the NICE pathway on venous thromboembolism including quality standards for VTE prevention and diagnosis and management of venous thromboembolic diseases  (https://www.nice.org.uk/guidance/qs201)

· Further NICE guidance is also in development on rivaroxaban for pulmonary embolism (https://www.nice.org.uk/guidance/ta287) and dabigatran etexilate for venous thromboembolic events.  (https://www.nice.org.uk/guidance/ta327)

Other 

· Stroke pathway: fast, easy summary view of NICE guidance on stroke, including primary and secondary prevention of stroke 

· Medicines adherence: involving patients in decisions about prescribed medicines and supporting adherence. NICE clinical guideline 76 (2009)

4.2	Applicable standards set out in Guidance and/or issued by a competent body (e.g. Royal Colleges) 



· See 4.3.5 Accreditation and Training



4.3	Applicable local standards



4.3.1 Facilities

The location of clinics should be chosen to promote accessibility to patients both in terms of the availability of public transport links and ease of parking.



Consulting rooms must promote privacy, dignity and support confidentiality. They should be Disability Discrimination Act (DDA) compliant with an adequate reception and waiting area. They should provide appropriate facilities to store controls and reagents.



Adequate and appropriate equipment should be available for the clinician to provide the service – this should comply with relevant local and national standards including health and safety legislation and infection control standards.



The environment will promote effective care and optimise health outcomes by being well designed and well maintained with appropriate cleanliness levels in clinical and non-clinical areas.



The equipment and facilities required to undertake the service will be supplied and maintained by the provider at their own cost.  The provider will cover the cost of all consumables (e.g. test strips).



4.3.2 Equipment

In order to provide Point of Care Testing (POCT) to determine patient INR levels providers must use a monitor and associated equipment which is approved by MHRA.



Each separately approved monitor will be registered with NEQAS.



The POCT monitoring equipment internal quality assurance checks will be performed in accordance with the manufacturer’s guidelines and at least weekly. Records should be kept showing the results/dates of testing/operator ID and lot numbers of reagents/test strips.



The Service Provider will participate in the NEQAS programme for external quality assurance checks which monitors the performance of coagulometers.



Following any failure to provide an acceptable result of either the internal or external quality assurance check the monitor should cease to be used until the problem has been resolved. The provider is responsible for maintaining the usual level of service throughout this period. In order to ensure such continuity of service the provider should have in place contingency plans to cover such an occurrence. Consideration may be given to an agreement with another provider to share the use of monitoring equipment or the purchase of a second coagulometer.



Monitoring equipment should be appropriate and adequate and should be maintained to appropriate infection control standards.



Computer Assisted Decision Support Software



NICE mandates the use of computer dosing software, which must be registered with the MHRA as a medical device, for decision support and audit requirements. See current NICE guidance.



4.3.3 Staffing

The staff providing the service must have access to a named clinician who is trained and available to offer support and advice in such circumstances as, but not limited to:



· patients where the INR level falls outside defined parameters

· more complex clinical therapy related decisions

· administration of Vitamin K



The Service Provider must identify a Service Manager or Lead Clinician, who is responsible for:

· Managing the operational aspects of the service

· Managing all staff 

· Ensuring that all staff involved in the service are appropriately trained and competent to provide the specified service

· Ensuring the continued development of the service and staff involved in delivering the care

· Ensuring service contingency plans are developed and in readiness for implementation should the need arise.

· Evaluating the efficacy of the service through the systematic monitoring of quality indicators, thereby ensuring the service meets the requirements of the patients

· Reviewing in conjunction with the Clinical Lead, and where appropriate, updating procedures and clinical protocols for oral anticoagulant services to ensure that they reflect safe practice and that staff are trained in these procedures.

· Overseeing, in conjunction with the Clinical Lead, the audit of the oral anticoagulant services using (as a minimum) the NICE audit tool (Appendix C) as part of the annual medicine’s management audit programme.  

· Ensuring that the audit results are used to inform local action to improve the safe use of oral anticoagulants and sharing the results with the Commissioner Contract lead on an annual basis.

· Ensuring that all equipment is safe and appropriately maintained, that national and local safety alerts are acted on; software licenses maintained; and systems in place to assure the appropriate management of data in line with the statutory Information Governance responsibilities. 

· Delivering as requested the contract monitoring reports outlined within this specification to the contract lead of Lincolnshire CCG. 





4.3.4 Protocol 

Providers must be able to evidence to commissioners that they have an approved protocol in place.  



This protocol should include the need for the Clinician to ask the patient at each monitoring appointment about any medication changes, lifestyle changes or other significant event such as treatment in secondary care for a non INR related condition, therefore allowing for an adjustment in the monitoring regime.  Confirmation of patient identity must also be made at each clinic appointment and patient contact.



It will be the responsibility of the patient’s registered GP to record any relevant information regarding medication changes, lifestyle changes, or any other significant event, such as treatment in secondary care for a non INR related condition as soon as it becomes known to them. It is recommended that the patient’s registered GP put a note in the patient’s yellow book for presentation at their next appointment. 



It is vital that the patients GP educate the patient on the importance of looking after the yellow book and of sharing this information with the Service Provider.



4.3.5 Accreditation and Training

Staff involved in the delivery of this service should be appropriately trained and have appropriate competencies to enable them to undertake their duties safely. Annual updated training for staff involved in the delivery of the service should be evidenced.  Ongoing assessment / training and support should be provided to staff to ensure that their competency level remains appropriately high during the course of their work within the service. Any gaps in competency must be addressed. 



The service provider is responsible for ensuring a system of clinical supervision in circumstances where senior staff oversee and assess work competency of less experienced staff testing INR. Only qualified staff who are appropriately trained should provide anticoagulation dosing.



Training should be provided to the multi professional team involved in managing the anticoagulant service, commensurate with their duties and area of responsibility. 



The provider should ensure that this training includes, but is not be limited to, the following:

· An introduction to oral anticoagulation therapy including NOACs

· An understanding of the test to be performed

· Description of INR and how it is derived

· An understanding of specific Point of Care Testing (POCT) method for deriving INR

· An understanding of the relevant provider Standard Operating Procedures. 

· The setting up the testing equipment

· The correct use of the decision support software.

· The target INR:

o	How it relates to the diagnosis

o	Action if result is outside range

· Recording of results and quality assurance materials:

o	All results must be fully recorded with patient’s ID and operator ID

o	Batch number of reagents and quality control material

o	POCT logbook to record faults, maintenance and repair

· Health & Safety – disposal of sharps, Control of Substances Hazardous to Health (COSHH) regulations

· Awareness of Medications and Health Care Products Regulations Agency (MHRA) and National Patient Safety Agency (NPSA) guidance for oral anticoagulation.

· Continuous professional development should be undertaken. 

· Basic CPR



Specifically, the provider must ensure that all staff who prescribe; adjust dosage; dispense, prepare, administer, monitor and discharge patients on anticoagulant therapy) have attained the necessary NPSA competencies related to: 

•	Maintaining anticoagulant therapy

•	Managing anticoagulants in patients requiring dental surgery

•	Dispensing oral anticoagulants

•	Reviewing the safety and effectiveness of an anticoagulant service. 

•	Initiating anticoagulant therapy 



There is a minimum requirement for attendance by the clinical/service lead at a national MSc accredited anticoagulation monitoring training course with regular updates.  Both reviews and training should be documented by the service.



As a minimum, such training must be completed by the Clinical Lead, within six months of commencement of service delivery (for those providers not currently providing an anticoagulation service commissioned by Lincolnshire CCG) and within twelve months of commencement of service delivery (for those providers who are currently providing an anticoagulation service commissioned by Lincolnshire CCG).





		5.	Applicable quality requirements and CQUIN goals



		

5.1 Practices which take part in the scheme must: 

 

Demonstrate that service provision is of high quality, evidence based, safe and 

effective, with robust governance systems and safeguards in place, staff have received appropriate training and equipment is maintained to the highest standard. Practices may be required to provide commissioners with assurance that services provided are within the criteria of the contract general conditions, service conditions and particulars.

 

5.2 CQUIN goals will not be applied.





		6.	Location of Provider Premises



		

It is the obligation of the provider to secure premises for service delivery. The provider has the opportunity to use their own facilities within a practice or access current NHS accommodation in Lincolnshire managed and accessed through NHS Property Services (to include premises owned by Lincolnshire Community Health Services, United Lincolnshire Hospital Trust and certain GP practices).



		7.	Appendices



		

Appendix A – Sample Standard Operation Procedure

Appendix B – Sample referral form

Appendix C – Minimum audit dataset

Appendix D – Suggested Annual review

Appendix E – Sample patient satisfaction survey



PLEASE NOTE: - these Appendices will be constantly reviewed and updated.  Providers should access the most current version of Appendices at the policies and guidance page below -

Lincolnshire Prescribing and Clinical Effectiveness 
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SCHEDULE 2 – THE SERVICES



A. [bookmark: _Toc428907603]Service Specifications



		Service Specification No.

		



		Service

		Primary Care Based Spirometry Screening Service



		Commissioner Lead

		NHS Lincolnshire CCG



		Period

		1st April 2022 – 31st March 2023



		Date of Review

		March 2022 (Date review only, as full review delayed due to COVID 19 Pandemic)  







		1.	Population Needs



		1.1 	National context and evidence base

Chronic Obstructive Pulmonary Disease (COPD) is an umbrella term used to describe a number of respiratory conditions, including emphysema and chronic bronchitis.



British Lung Foundation research indicates that in terms of diagnosed cases, COPD is the second most common lung disease in the UK, with around 2% of the population (4.5% of all people aged over 40).  The estimated prevalence is much higher and is increasing. 



The UK is in the top 20 countries for COPD mortality worldwide, with only Denmark and Hungary experiencing higher rates in Europe (2001-10, British Lung Foundation).  In 2012, 5.3% of total UK deaths were attributed directly to COPD.  The nature of the disease additionally places significant pressure on healthcare resources, particularly when undiagnosed or poorly managed, with patients often presenting as emergency admissions. 



Several national publications have recommended earlier and accurate diagnosis of COPD via quality-assured spirometry.  The Outcomes Strategy for COPD and Asthma and the subsequent NHS Companion Document to the Strategy suggested the NHS could:

· perform quality-assured diagnostic spirometry and confirm diagnosis, together with other investigations to assess severity and coexistence of other conditions



The NICE COPD in over 16s: diagnosis and management highlights diagnosis as a priority for implementation, recommending:

· ensuring that people have an appropriate diagnosis of COPD confirmed by a competent professional performing spirometry



The NICE Quality Standard for COPD also highlights the importance of diagnosis through quality-assured spirometry:

· Quality Statement 1:  People with COPD have one or more indicative symptoms recorded, and have the diagnosis confirmed by post-bronchodilator spirometry carried out on calibrated equipment by healthcare professionals competent in its performance and interpretation.



1.2 Local Context

Lincolnshire East locality area covers an area of 1060 miles.  The 250,151 patient population in East Lincolnshire is predicted to increase by 4.1% to 255,000 by 2026.  There are 25 practices over three areas – Boston Area, East Lindsey, Skegness & Coast.  Each of these local areas brings with it very different challenges and examples of innovation and good practice.  We have an ageing, growing population in a rural, sparse setting with people living longer with multiple long-term conditions, including cancer, diabetes, coronary heart disease, stroke, asthma and Chronic Obstructive Pulmonary Disease (COPD).



This enhanced service will deliver spirometry testing to patients in GP practices and will reduce referrals to secondary care for spirometry.  This approach is in line with the current locality Quality, Innovation, Productivity and Prevention (QIPP) programme which aims to provide better access to services, earlier diagnosis, avoid unplanned admission by better long-term care management of the patients and integrated care.



The scheme will deliver spirometry testing in Primary Care, offering patients improved access and enhanced continuity of care. 



This practice-based spirometry service will ensure that all patients who are referred to respiratory services have a current spirometry result attached to their referral (where appropriate).  The result will be recorded on a device that meets BTS standards by staffs who are appropriately trained (link: https://www.brit-thoracic.org.uk/standards-of-care/quality-improvement/copd-and-spirometry/).  The service will be available as a minimum in core hours 0800-1830hrs for any patient presenting with a history that requires a spirometry.



Known prevalence of COPD in Lincolnshire East CGG is 2.7 % and varies widely from 1.5% to 5.1%



This service specification provides details of more specialised or additional services which are considered to be beyond the scope of essential or additional services provided by GP practices.  No part of this specification by commission, omission or implication redefines essential or additional services.  





		2.	Outcomes



		

2.1	NHS Outcomes Framework Domains & Indicators



		Domain 1

		Preventing people from dying prematurely

		Yes



		Domain 2

		Enhancing quality of life for people with long-term conditions

		Yes



		Domain 3

		Helping people to recover from episodes of ill-health or following injury  

		Yes



		Domain 4

		Ensuring people have a positive experience of care

		Yes



		Domain 5

		Treating and caring for people in a safe environment and protecting them from avoidable harm

		Yes







2.2	Local defined outcomes

The primary care service will offer local provision for spirometry, reducing the need for patients to attend secondary care for simple investigations and will be a key tool in confirming diagnosis, severity of condition and facilitating ongoing care.

		· 









		3.	Scope



		

3.1 Aims and objectives of service



The aim of the scheme is to ensure that a timely, convenient, cost effective but clinically safe spirometry service is provided within primary care, ensuring patients are effectively screened for COPD and asthma, and also monitored with COPD.



The service will:

1. Increase the proportion of patients who have a recorded diagnosis of COPD, which will impact on current prevalence levels

2. Increase the numbers of people who are accurately diagnosed at an early stage of the disease to allow responsive treatment and monitoring of those patients

3. Ensure accuracy of diagnosis and severity detail for people with COPD 

4. Support a reduction in the numbers of people dying prematurely from COPD

5. Improve the quality of GP referrals to secondary care respiratory services, where indicated.



In addition to the above by implementing this service and pathway the benefits to would include: 

· Greater patient convenience and improved access

· Timely service

· Reduced travel, care closer to home

· Holistic approach to patient care

· Reduction in referrals to secondary care for spirometry testing 

· Cost effective service 



Expected outcomes of the service:

· Improved quality of life for patients measured through high levels of satisfaction from patients accessing the service

· Improved adherence to current clinical guidance, a reduction in secondary care activity and increased services in the community.

· Upskilled General Practice clinical staff trained to offer associated interventions including offering smoking cessation and other health promotion advice close to the patient’s home. 



3.2 Service description

The patient’s GP Practice is responsible for the decision-making process to refer a patient for spirometry including consideration of clinical history and examination.



3.2.1 Identification and referral of patients

Patients will be identified and referred in one of the following ways:



1. Patients who present to a clinician with clinical features that suggest the possibility of COPD.  Such features might include exertion breathlessness, chronic cough, regular sputum production, frequent winter “bronchitis” and wheeze.  

2. Patients at considerable risk of developing COPD, including life-long heavy smokers over the age of 35 and individuals whose work exposes them to dust and smoke (British Thoracic Society, 2005). 

3. Patients with a known diagnosis of COPD, for the purpose of monitoring their disease progression.

4. Offer spirometry to adults, young people and children aged 5 and over if a diagnosis of asthma is being considered.  Regard a forced expiratory volume in 1 second/forced vital capacity (FEV1/FVC) ratio of less than 70% (or below the lower limit of normal if this value is available) as a positive test for obstructive airway disease (obstructive spirometry). All patients with a positive test for obstructive airway disease should also have a reversibility test performed.

5. Identification of patients as per NICE; Spirometry testing and reversibility should be used to diagnose asthma. Recognising that there are other ways to diagnose asthma, including use of serial PF monitoring or use of FENO (Fractional Exhaled Nitrous Oxide).  BTS SiGN asthma guidelines suggests that spirometry should be performed for patients with intermediate probability of asthma



All eligible patients should be referred to the appropriate competent person by their own GP Practice.  The service provider (GP Practice or external provider) will ensure patients are advised to stop taking medication which may prevent spirometry being performed, as appropriate to the individual patient. This will usually mean that patients’ bronchodilators are not taken on the day of the procedure. However, in very symptomatic patients it may be necessary to keep patients on their inhalers but record the results as post bronchodilator   FEV1 and FEV1/FVC ratio.



Spirometry is likely to be performed at the time of diagnosis.  It should be noted that Spirometry is to be performed in accordance with current NICE guidance.  



3.2.2 Content of the spirometry procedure 

The practice should ensure that it uses a clinical protocol for spirometry that is compliant with NICE guidelines.  It should include but not be limited to the following clinical notes:



The NICE clinical guideline requires post bronchodilator spirometry for diagnosis and gradation of severity of airways obstruction. Failure to use post bronchodilator readings has been shown to overestimate the prevalence of COPD by 25 per cent. Spirometry is to be performed after the administration of an adequate dose of an inhaled bronchodilator (eg 400 mcg salbutamol). Prior to performing post bronchodilator spirometry, patients do not need to stop any therapy, such as long-acting bronchodilators or inhaled steroids.



1. An appropriate review of patient’s health, including checks for potential contra-indications, that the patient is safe to undergo the test and meets the criteria

2. Clear instructions forwarded to patients who will be attending for spirometry testing eg inhaler advice, clinically stable, loose clothing, what the test involves and length of time to carry out the test

3. Interpretation of the results

4. Results of patients diagnosed with COPD are classified and recorded (including scanning of hard copies where generated) as mild, moderate, severe or very severe

5. For patients who smoke, onward referrals for all patients to available smoking cessation services should also be offered by the patient’s own GP Practice.



3.2.3 Reversibility testing 

In most patients, routine spirometric reversibility testing is not necessary as a part of the diagnostic process or to plan initial therapy with bronchodilators or corticosteroids.  However, in some cases reversibility testing may need to be undertaken if asthma is suspected. In all cases spirometry results should be recorded and interpreted within 20-30 minutes and reversibility should be documented.



Spirometry tests can be used pre and post bronchodilator to support with diagnostic classification. 



Please refer to the pathway document embedded below.  Providers will need to submit their practice protocol as part of the contract. Best practice protocol can be shared on request.









3.2.4 Onward Referral by patient’s own GP Practice



Where onward referral to secondary care for further investigations or outpatient review is indicated, the reported findings of the spirometry should be included within the referral documentation to inform onward management in secondary care.



3.3  Population covered

In October 2017 Lincolnshire East locality had a total registered population of 250,051 distributed across 25 member practices.  This service specification covers all patients registered at a LE locality practice.  All Lincolnshire East locality registered patients must have access to this service.



3.4  Any acceptance and exclusion criteria and thresholds



3.4.1 Acceptance criteria

· Any registered patient who presents with suspected COPD, where spirometry can rule out, or provide, a definitive diagnosis; or

· Any patient identified as within an at-risk group (see NICE guidelines for further details)

· Any existing COPD patients who require clinical reassessment

 

3.4.2 Exclusion criteria

Individuals should not undergo spirometry testing where the test may be harmful due to other conditions, such as:

· eye surgery, retinal detachment

· open heart surgery, 

· aortic aneurysm,

· laparotomy, 

· stroke, 

· cardiac arrest/myocardial infarction, 

· pneumothorax; within the last 3 months



Other contraindications are patients with: 

· hyperventilation, 

· diseases in which maximal ventilatory effort can be problematic (Moyamoya disease, repetitive spontaneous pneumothorax) or those with current respiratory infection, such as tuberculosis or their families were exposed to such infection, 

· massive hemoptysis in the past 1 month, 

· Whose systolic blood pressure exceeds 200 mm Hg or diastolic blood pressure exceeds 140 mm Hg.



3.5  Interdependence with other services/providers

Predominantly with the community and acute respiratory services.



3.6 Days/hours of operation

The service must be available to patients within a 2 – 4-week period from time of referral unless there is an approved temporary contraindication to preforming it within this timescale (please refer to NICE guidance).    



3.7 Premises and equipment

The provider will ensure that the premises used for the provision of the services are:

· Suitable for the delivery of these services

· Sufficient to meet the reasonable needs of the patients

· That appropriate waste and refuse arrangements are in place to ensure safe disposal of related products

· Adhere to the current guidance on best practice for the control of infection in primary care



Providers will be responsible for the purchase and appropriate calibration and maintenance of equipment associated with the service.  Staff members supporting elements of the service should have appropriate training for the equipment to provide a quality-assured service (see 4.3.1 below).  





		4.	Applicable Service Standards



		

4.1	Applicable National Standards 

This specification intends and expects compliance with the relevant standards of quality and safety across all provided regulated activities.  This will be through registration with the Care Quality Commission.  The system is focused on outcomes and places the views and experience of people who use services within primary care.  The regulations are set out in the Health and Social Care Act 2008 (Regulated Activities) Regulations 2009 and the Care Quality Commission (Registration) Regulations 2009.   These regulations replace 1) National Minimum Standards and 2) Standards for Better Health.



NICE CG115. COPD in over 16s: diagnosis and management (2019) 

NICE COPD in over 16s: diagnosis and management



· NICE QS10. COPD. (2011, updated 2016): diagnosis with spirometry

https://www.nice.org.uk/guidance/qs10 



Rationale: Diagnosis of COPD is confirmed by post-bronchodilator spirometry.  To ensure early diagnosis, spirometry should be done in primary care when a person presents with a risk factor for COPD (which is usually smoking) and one or more symptoms of COPD.



4.2	Applicable local standards

Agreement to this specification places on the Provider an obligation to provide the specified service at the level of service, days and hours of operation and at the locations specified. Any variation can be made only with the agreement of the Commissioner. The Provider must plan for and put in place robust contingency arrangements for known or possible events which may include:

· Staff sickness

· Staff turnover

· Maternity

· Annual leave or other types of special leave

· Temporary lack of availability of nominated premises due to unforeseen circumstances (BCP)



4.3   Staffing, accreditation and competencies 

Healthcare professionals undertaking spirometry should be competent to do so and, as in other areas of clinical practices, have a responsibility for ensuring that their skills are regularly updated

· Will need to have attended and passed a certified accreditation course on performing spirometry (or)

· Staff will need to have submitted 10 spirometry tracing for assessment and quality assurance



Please note: the training requirements are different for those staff whose role is solely to carry out the test and do not have a role in interpretation or treatment.  By 2021, GPs need to be accredited to provide the service.



Staff responsible for interpreting spirometry: 

· Will need to have attended and passed  a certified  accreditation  course on performing  spirometry (e.g. Association for Respiratory Technology and Physiology (ARTP) certificate for courses on COPD and Spirometry; or Education for Health (a range of one day workshops to identify learning needs and four-six month distance learning diplomas) or Equivalent (evidence of training and/or mentoring to be available)

· Staff will need to have submitted 10 spirometry tracing for assessment and quality assurance.



Staff responsible for carrying out and interpreting spirometry should:

· Demonstrate a continuing sustained level of activity

· Conduct regular audits 

· Be responsible for the maintenance and upkeep of equipment

· Be appraised on what they do

· Take part in necessary supportive educational activities



The provider will ensure that its employees and agents comply with all relevant legislation; codes of practice and regional and national guidance and, when required, provide evidence of such compliance and the provider’s documentation.



4.4 System resilience



It is expected that periods of expected high demand which could lead to the variation, suspension or restriction of the service provided shall be planned for accordingly. For example, this may include winter pressure planning.  The provider will be expected to actively contribute toward the commissioner-led System Resilience Plan, where required.  Providers are strongly encouraged to have contingency plans in place with other local providers for suitably qualified and experienced staff to perform this service in the event that their own staff are not available.



4.5 Professional standards and codes of conduct



1. Providers must be registered with the regulatory body appropriate to their profession and must adhere to the professional standards and codes of practice.  

2. Staff involved in the delivery of this service will be appropriately trained and competent in the provision of the services offered.

3. The services provided and scope of this service will be reviewed with staff as part of the annual appraisal process.

4. The service provider must provide evidence to the locality that their healthcare professionals have the appropriate knowledge, skills, experience, qualifications and competency to provide the service.  This must include but would not be limited to the following requirements:

· Enhanced Disclosure and Barring Service checks have been completed

· Where applicable staff will be fully registered with the appropriate professional body

· All staff will be able to provide evidence of their continuing professional development post qualification.





		5.	Applicable Activity and Quality Reporting Requirements



		5.1 
Monitoring and reporting 

The provider must ensure that details of the patient’s monitoring as part of this service are included in his or her lifelong record.  If the patient is not registered for primary medical services with the provider of this service, the provider must send this information to the patient’s registered GP for inclusion in their lifelong medical record.



Monitoring and reporting will be done via a Minimum Data Set (MDS) template on a quarterly basis.  Data can be identified by the use of Read/SNOMED CT codes. 



Where appropriate, requests for service feedback, friends and family test, patient annual survey and other monitoring process should be included.  Results of any feedback to be made available for submission to Lincolnshire East locality as part of annual data collection to support Practice Visits and system review.



As part of the monitoring and quality assurance for both performing spirometry and for interpretation, practices will be required to submit 10 spirometry tracings with attached interpretation.  These will be assessed by the quality team and respiratory specialists. The proforma is embedded below:









5.2 Read codes to be used

· Spirometry:  5882 (will map over to SNOMED CT)

 

5.2 Provision of the service 

· Referral for spirometry and explanation and information provided to patient by patients own GP practice. 

· Appointment for diagnostic testing and interpretation of results to be arranged by service provider.  

· Patient’s own GP Practice is responsible for ensuring appointment request, monitoring, recording and management of DNAs.

· Reading of the results and arrangements for any practice follow up or referral to community or acute services by patients own GP practice

· Presentation of the results to the patient by patients own GP practice.



The provider must also provide an annual report to commissioners highlighting any results of research/audits conducted and information gathering which will lead to improvements in practice and/or efficiencies in service delivery. Information may include patient feedback, complaints, comments, audit reporting, random audits of service delivery, case studies and other output/outcomes reporting.  



The provider is encouraged to participate and present any clinical research supporting the further development of this service and improvements for patient care.





		6.	Location of Provider Premises



		

Service delivery should be from the registered GP practice.  Alternative service provision locations should be agreed with Lincolnshire East locality.  Where a service provider is providing this service for a population covering several practices, agreement should be reached with the commissioner as to where these services will be located, in order to ensure equitable access to all patients.  



The provider’s premises must meet the clinical requirements to provide primary care spirometry services as advised in clinical guidance.  The premises must be kept clean and safe for use and should portray an image of high quality and professional services at all times.



It is a requirement that all providers have a fully operational NHS N3 (secure) connection and will be required to utilise appropriate NHS IT systems such as NHS mail, NHS SUS, e-Referrals etc.  All relevant staff must have their own smartcard.





		7.	Finance Schedule



		

Price will be based on £0.50p per weighted population to ensure patient prevalence is considered as part of the funding formula for practices.  The locality will monitor impact on secondary care (which will include assessment on reducing referrals to secondary care).  
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Proforma for spirometry accreditation – 10 Spirometry tracings to be submitted


Each spirometry tracing should be accompanied with a report of the interpretation-to include the following:



			


			Name


			Interpreted by





			Spirometry performed by:


			


			Practice Nurse 


			


			Nurse



GP





			


			


			HCA


			


			





			





			ACTIONS


			RESULTS





			Measurements


			Please Insert Values





			


			


			Actual


			% predicted


			





			


			RVC (relaxed)


			


			


			





			


			FEV1






			


			


			





			


			FVC






			


			


			





			


			FEV1/FVC ratio


			


			


			





			





			Interpretation



(Please tick as appropriate)


			COPD Diagnosis Confirmed?


			 


			Mild COPD


			





			


			


			


			Moderate COPD


			





			


			


			 


			Severe COPD


			





			


			COPD Diagnosis Excluded


			


			


			





			


			COPD Diagnosis Pending


			


			


			





			


			Restrictive Picture


			


			


			





			


			Mixed Airways


			


			


			





			


			Possible Asthma


			


			


			





			


			Needs repeating


			


			


			





			





			Reversibility Testing 



(if done)


			Negative


			


			Positive
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PRIMARY CARE SPIROMETRY PATHWAY













































Patient identified as at considerable risk of developing COPD









Appendix 1









Refer to practice pathway for spirometry by completing referral proforma/clinical system tasking









Patient presents with symptoms indicating possible COPD









Not suitable for spirometry – potential risk of harm due to other conditions









Practice books patient appointment for spirometry test within 2 weeks of referral being received









Consider alternative diagnostics and seek advice from a respiratory physician if appropriate









Patient attends appointment









Interpretation of results from spirometry









Results and interpretation report sent to referring GP to review









COPD diagnosis confirmed









COPD not diagnosed









GP manages in Primary Care as appropriate. 




Consider alternative diagnostics or care plan to alleviate symptoms









GP manages in Primary Care as condition within expertise and knowledge




Onward referral to community and acute teams as appropriate
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		Service Specification No.

		V5



		Service

		Older Adults Service 



		Commissioner Lead

		Eloise Thompson 



		Clinical Lead

		TBC



		Executive Sponsor

		Hannah King



		Period

		July 2018 – March 2021 (Feb 2021 Date only review – Full review delayed due to COVID 19 Pandemic)



		Date of Review

		







		1. Key Service Outcomes



		

This document defines the standards for the delivery of the Older Adults Service, for the population of Lincolnshire East Locality patients.



The Service Specification supports the provision of best practice and the achievement of the following outcomes:

· Provision of safe alternatives to Secondary Care services. 

· Provision of care that proactively identifies vulnerable and at-risk patient groups and defines responsive, appropriate and timely management.

· Improvement in the quality of clinical care and outcomes for our patients.

· Holistic and personalised care planning which supports people and their carers to be involved in the planning of their care, to live well, self-manage independently and have systems in place to support them during crisis/exacerbation of their condition.

· Prevention of avoidable rapid deterioration and adverse effects.

· Integrated neighbourhood working between providers of care and support, to ensure people receive the right care, at the right time by the right people and transitions are seamless with reduced barriers, duplication, inefficiencies and silo working.

· Improvement in patient satisfaction and experience.

· Development of wider system change that supports a drive towards ‘out of hospital’ provisions of care

· Coordinated care that supports a consistent response and ensures delivery of required care provision. 

Five key objectives have been identified as core requirements of the service, (additional supporting information provided in Appendix B):

1. Provision of a service that is embedded within Primary Care, but which is also integral to core integrated neighbourhood team working, ensuring patients have access to a multi-disciplinary approach.  



2. Neighbourhood team area population coverage, including details of how/when the team will provide access to the service.



3. Identification of a specific cohort of patients that will be proactively managed under the service (e.g. people deemed to be at a high risk of hospital admission).  Evidencing how a reduction in the Secondary Care activity will be achieved and measured.  



4. Provision of Case Management to identified cohort of patients ensuring that all patients receive the following:

· Holistic assessment (including assessment of frailty syndromes, care/carer position)

· Care planning and support

· Care co-ordination and advocacy for options and services to meet an individual's holistic needs – the service will be key in overseeing and co-ordinating care and helping the patient to navigate the system.  



5. Provision of reactive care for the specific patient cohort as appropriate, including providing a system of patient contact for accessing the service outside of ‘planned’ activity and active in reach supporting early discharge from hospital.



		2. Overview and Local Context



		

Lincolnshire has an increasing over 65 population, 23% of the CCG’s total registered population.  This age group is projected to more than double in size between 2010 and 2033.

Older people present a significantly higher impact on health and social care resources.  Many of the services that respond do not always actively seek out and assess issues, services are fragmented, and they do not always provide a timely or adequate response that supports improved health, continued independence and prevention of re-current problems.



Added to this a presence of a long term condition, or people with multiple conditions, puts people at risk of dramatic deterioration in their physical and mental wellbeing after an apparently small event which challenges their health (e.g. infection, new medication, falls, constipation or urine retention).

Around 10% of people aged over 65 years old are reported to have frailty, and this rises to between a quarter and a half of those aged over 85 years old.  “Research suggests that only half of older people with frailty syndromes receive effective health care interventions” but it also shows that “focusing community services on those with frailty rather than only on those ‘at highest risk of hospital admission’ might improve quality of patient care and reduce hospital bed usage.” (Fit for Frailty Part 2, British Geriatrics Society, 2014).



Therefore, it is essential we have a coordinated pathway to support patients with greater complexities, such as multi-morbidities.  

The development of integrated neighbourhood working is supporting the community providers to work in a joined-up way.  Primary Care play a key role in the success of this, supporting patients to self-manage their condition or be assisted to manage their health needs closer to home, in their local communities.  



The only foreseeable way to achieve the management required in the absence of effective prevention is to build capacity and capability within Primary Care.  The purpose of this design serves as two-fold, firstly to enable more people with complexities to achieve a greater balance in all round health, and secondly to reduce pressures on the acute system, so that it is accessible when it is urgently required.

“GPs are best placed to coordinate the identification of older people with frailty, to perform the initial medical review based on the principles of comprehensive geriatric assessment, and to refer patients” (Fit for Frailty Part 2, British Geriatrics Society, 2014).  Primary care and community services are the bedrock of people’s daily experience of health care, but improvements are needed.  

The national and local drivers for the provision of services to support care of the older population are set out in documents such as: 



· The NHS Five Year Forward View, NHS England, 2014

· NHS England Guidance Everyone Counts – Planning for Patients, 2014/15 – 2018/19

· Fit for Frailty - Consensus best practice guidance for the care of older people living with frailty in community and outpatient settings, British Geriatrics Society in association with the Royal College of General Practitioners and Age UK, 2014

· Fit for Frailty - Part 2: Developing, commissioning and managing services for people living with frailty in community settings, British Geriatrics Society in association with the Royal College of General Practitioners and Age UK, 2015

· NICE Quality Standard QS86, Falls in Older People, 2015

· Safe, Compassionate Care for Frail Older People Using an Integrated Care Pathway, 2014

· Case Management, The Kings Fund, 2011

· LECCG 5 Year Strategic Plan 2014-2019- and 2-Year Operational Plan 2014-16

· Lincolnshire’s Joint Health & Wellbeing Strategy, 2013-18

· Lincolnshire Health and Care Programme

· Safe, compassionate care for frail older people using an integrated care pathway: Practical guidance for commissioners, providers and nursing, medical and allied health professionals, 2014.



		NHS Outcomes Framework Domains



		Domain 1

		Preventing people from dying prematurely

		√



		Domain 2

		Enhancing quality of life for people with long-term conditions

		√



		Domain 3

		Helping people to recover from episodes of ill health or following injury

		√



		Domain 4

		Ensuring that people have a positive experience of care

		√



		Domain 5

		Treating and caring for people in a safe environment & protecting them from avoidable harm

		√







NHS planning guidance for 2014-15 (Everyone Counts) required CCGs to create a fund for investment in the care of patients aged 75 years and above, to support practices in transforming the care of these patients, reducing avoidable admissions and Secondary Care activity.  The guidance stated that where these initial investment plans successfully reduced emergency admissions, it would be possible to maintain and potentially increase this investment on a recurrent basis. GP Practices were provided with the opportunity to submit plans for consideration that met the requirements of the investment, approved projects were implemented in October 2014.

Since October 2014, LECCG’s  Primary Care practitioners have undertaken significant work to enhance the care for their elderly population both under the NHSE Admission Avoidance DES and the Older Adult Service identifying and offering preventative care and support to people living in the community who are at risk of losing their independence or of having and unplanned admission to hospital.  

The CCG informed practices that their commissioning intentions for future provision of the service (2018/19 onwards) would be to work to align the development of this service with GPFV and the integrated neighbourhood working developments and that:

· services would be universally available to the whole CCG population 

· a standardised local price would be determined for service provision



The patient scope was also extended to patients 65 years and over, aligning to the GMS Identification and Management of Frailty.



		3. Service Scope



		Sources and Process

3.1 Eligibility 

· All vulnerable patients 65 years and over, registered with a ‘participating’ GP practice within LECCG will be in the scope of the service.  

· As part of the prioritisation of ‘at risk’ and vulnerable people, practices will identify specific cohorts of patients to be managed under the service, this may include some patients younger than 65 years old.

· 

3.2 Exclusions

None



Access into the service will be accepted from other sources as appropriate, practices will be required to have the mechanism in place which support external identification and referral.



3.3 Location(s) of service delivery

The service base will be at the GP practice delivering the service; patient response and contact will occur via the following (not exhaustive list):

· Telephone contact

· Home visit

· Practice appointment.



3.4 Days/ hours of operation

· The core hours for General Medical Services are 8.00am – 6.30pm, Monday to Friday (excluding Public Holidays).  Not all aspects of the Older Adults Service will be covered within these hours. 

· It is anticipated that the measures which support the delivery of the service users will be in place during core hours (urgent response, follow up etc).  

· Outside of core hours it is anticipated providers will work together to identify appropriate response and educate the patient and carer accordingly, this includes self-management, crisis plans, and responsive care packages in collaboration with other care providers.



3.5 Whole System Relationships 

Key relationships include, but are not limited to:

· The Patient 

· Carers and Family

· Universal Preventative Services

· Primary Care Team

· Community Health Services

· Secondary Care

· Adult Social Care

· Mental Health Services

· Third Sector Organisations

· Specialist Services

· Community Pharmacy



3.6 Interdependencies with other services 

The service is part of a wider network of care responding to patients and carers needs.  This should be a fluid system where the patients can be within several aspects of care pathways at the same time. 

The service will work closely with the rest of the primary care team, secondary, intermediate and third sector care providers including diagnostic services, specialist and non-specialist community teams, social care, hospital discharge and hospital at home schemes, palliative care/acute care service providers.  All other services that are involved in the care of the person and their carer.  Communication, integrated working, appropriate access and response from these services will be crucial in achieving the required patient outcomes.  





		4.  Service Delivery



		The 4 core elements which are required to be delivered by the service provider are detailed below.



4.1 Proactive Care:  Identification and prioritisation of patients identified as vulnerable and at risk. 

4.1.1. All patients within the scope of the Older Adults Service will receive a communication informing them of the Older Adults Service, this will include as a minimum:

· Overview of service

· Method of contact/access



4.1.2. The service provider will utilise a method of identifying patients to determine prioritisation of at risk and vulnerable people within the scope of the Older Adults Service population to proactively seek to support and manage.   

The following groups have been highlighted as ‘high risk’ groups for consideration as part of the identification process:

· Patients identified as ‘severely frail’ via efrailty index.

· Patients who have not responded to previous contact within a certain timeframe

· Care home/housebound patients

· Patients with multiple LTC (including frailty/dementia)

· Recurrent emergency/urgent Secondary Care users (i.e. more than 2 presentations a year)

4.1.3. Patients identified via the above will be entered onto the service provider’s Older Adult Service register.



4.2 Reactive Care:   Patient review following presentation. 

4.2.1. All patients under the scope of the Older Adults Service and who have presented with an exacerbation of their condition or an urgent care/emergency event within the health or social care system will be provided with a review, including those escalated by EMAS or a member of the integrated neighbourhood team.



4.2.2. Service providers will be required to contact the patient within 72 hours (excluding weekends/Bank Holidays) following receipt of communication of an urgent care/emergency event. 



4.2.3. The service provider will have direct links to hospital in-reach teams and where possible support early transfer from hospital. 



4.2.4. Contact will be made with people who have suffered bereavement, if appropriate.



4.2.5. Service providers will be required to record and report the patient contact and update the patient record and care plan, accordingly, including details of actions, referrals or care packages put in place to prevent re-occurrence.



4.3 Case Management:  Assessment, Co-ordination and Review.

Intervention will be undertaken by the Older Adults Service with the aim to identify evidence-based interventions to improve patient outcomes, reduce symptoms and exacerbations of condition(s), support management in the community setting and improve the patient’s quality of life.

4.3.1. Assessment - All patients on the Older Adults Register will be provided with an initial holistic assessment to determine their current level of need (recommendation – Older Adult Service Assessment) and required interventions.  The following details recommended assessment components.  Where appropriate relatives and carers should be present at the assessment:

		Domains

		



		Medical

		Current Clinical Assessment

(to include communication, speech, hearing, vision, continence, osteoporosis, GSF, sleep patterns)



		

		Co-morbid conditions and disease severity



		 

		Medication Review



		 

		Nutritional status



		 

		Problem list/Contingency Plans



		

		Additional/specialist requirements



		Mental Health

		Cognition



		

		Capacity



		 

		Mood and anxiety



		 

		Fears



		Functional capacity

		Mobility (including history of falls)



		

		Basic activities of daily living



		 

		Gait and balance



		 

		Activity/exercise status



		 

		Instrumental activities of daily living



		Social circumstances

		Living conditions



		

		Next of Kin



		

		Informal support available from family or friends (carer information including carer assessment details, family bereavement)



		 

		Social networks such as visitors or daytime activities



		 

		Eligibility for being offered care resources



		

		Problem list/contingency plan



		Environment

		Home comfort, facilities and safety



		 

		Use or potential use of telehealth technology etc



		 

		Transport facilities



		 

		Accessibility to local resources



		

		Housing and finances



		

		Safety and relationships



		

		Staying healthy 

(The ‘Easy-care domains’)











































4.3.2. Details of the assessment will be recorded in the register (recommendation Older Adult SystmOne Template) the level at which the full assessment is completed will be clinically determined, however as a minimum there is the requirement that the following areas are assessed:



i) Severity - the initial assessment must determine the level of severity of the patient’s medical/social status (The Edmonton Frail Scale must be used Appendix A).  This will provide a common language/approach for all professionals when referring and responding to the patient.

ii) Medication review - taking into account number, type and adherence. 

iii) Mobility – taking into account general function and that associated with specific tasks (i.e. stairs, toilets access etc), use of walking aids, and falls history.

iv) Carer support – assessing the carer support that the patient has in place, as well as the support available to the carer.

v) End of life status (discussion as appropriate) – in line with Gold Standards Framework



4.3.3. Details of interventions and onward referrals must be recorded on the service register (recommendation Older Adult SystmOne Template).



4.3.4. Care Co-Ordination – Patients under the Older Adult Service will have access to a multi-disciplinary approach to their care.  Service providers will triangulate communication between patients, their carers, and the services that are required to be in place to support and care for the patient, and their carers.  They will also be responsible for ensuring, and reviewing, interventions.  The service provider will be key in overseeing and co-ordinating care and helping the patient to navigate the system.



4.3.5. Where elements of a patient’s care or personalised care plan, provided by professionals outside of the practice, are not being delivered then the Older Adults Service will be required to raise this accordingly with the relevant organisation(s).



4.3.6. The service provider will provide a system of patient contact for accessing the service.



4.3.7.  Patients will be provided with regular review, the frequency and method will be determined by their level of risk or requirements identified as part of their initial assessment, the interval at which they are reviewed should be not exceed the below:

· High risk – 3 monthly

· Moderate risk – 6 monthly

· Low risk – Annually



4.4 Care Planning:   Provision of personalised care plans to patients

The care planning process brings together an individual’s personal circumstances (including housing situation, welfare benefits status and access to informal care) with their health and social care needs to create a plan that aims to match needs with service provision.



4.4.1. The Older Adults service must complete a personalised care plan for service users.  The minimum requirements should include:

i) A health and social care summary (including symptoms, underlying diagnoses, medications and current social situation).

ii) The named individual who is responsible for coordinating care on behalf of the patient and who will be the patient’s main point of contact.

iii) An optimisation and/or maintenance plan which details patient goals, actions that are going to be taken, who is responsible for doing what (referral/signposting information) and details of review. 

iv) An escalation plan which describes, what a patient and/or their carer might need to look out for, who to call or what to do if their condition/situation worsens.

v) An urgent care plan which could describe the patient’s wishes with respect to the delivery of care in urgent situations, (i.e. hospital admission, preferred place of care), their DNACPR discussion and status, and whether they have ‘just-in-case’ medications in place.  The health professional completing the personalised care plan may not undertake all elements of this planning, however it is important to identify in the plan where arrangements are already in place or where the patient may need to be referred on for relevant discussions.  As appropriate this should detail specific plans regarding the patients advance care plan/end of life care plan.

4.4.2. The personalised care plan should, where possible and through encouragement from the attending practitioner, be discussed and agreed with the patients and include a record of the patient's wishes for the future. 



4.4.3. A copy of the care plan must be entered on to the clinical systems (recommendation – Older Adults Service Care Plan), a copy must also be left with the patient.



4.4.4. It should be noted that the patients personalised care plan is an adaptive document.  The patient’s personalised care plan should be reviewed at agreed regular intervals with them and if applicable, their carer.  Clinician(s) should look at the patient’s personalised care plan to ensure that it is accurate and is being implemented, making any changes as appropriate and agreeing these with the patient and where appropriate, the carer. 



4.4.5. There must be a system in place for all providers taking part in an individual’s care within a neighbourhood support system to be updated, upon changes to the care plan as appropriate.



4.4.6. Enhanced support will be provided to nursing and residential home patients with a focus on strengthening relationships, improving access and more integrated working with care home professionals supporting joint care and support planning and peer support.



4.4.7. Older Adult Service will work to ensure all people in nursing and residential homes have care plans (including dementia where needed) and to provide a holistic review of all people in these homes with updates of their care plans/ advance care planning where necessary.



		5. Process



		

Participating practices will be invited to continue to provide the Older Adult Service in line with the agreed Older Adult Service Specification. From 1 July 2018 service providers will be allocated funding based on their January 2018 population figures:



1. Service providers will be required to confirm that they will deliver their service in line with the Older Adult Specification and submit signed Older Adult Service Contract.

2. All service providers will be paid an annual budget based on their January 2018 population figures, this will remain fixed at the levels shown, irrespective of population growth or increased complexity over the next 3 years.

3. Service providers will be paid a quarterly advanced payment commencing in July 2018 following the submission of their baseline information.

4. Payment will be provided subject to the delivery of the Older Adults Service Specification

5. Practices will be required to undertake the reporting requirements detailed in Section 6, it is a key contract requirement that practices submit the monthly minimum data set and payment will be provided subject to this.

6. Whilst it is a requirement of the agreement that the above is undertaken, achievement/non-achievement of Key Performance Indicators will not trigger a financial penalty.

7. To support ongoing review and improvement of the Older Adults Service, best practice delivery and the achievement of CCG objectives, practices will be encouraged to participate in Service Development Forums.
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		6.  Reporting Requirements/Key Performance Indicators





		

The following information with be collected in response to the reporting requirements of the service and to inform the Key Performance Indicators.



A baseline report will be required to be submitted 10th July 2018.



		

		Key Performance Indicators

		Requirement of Information

		Method of Measurement/Achievement

		Frequency/reporting period



		1.

		Increase the number of eligible patients who have been prioritised according to their level of need and identified for service support.

		Development and maintenance of an ‘older adult’ register

Inform future commissioning

		1. Risk stratification/identification of population.



1. The number of the above on register.

		Monthly Collection

(SystmOne Report)





		2.

		90% of patients on the ‘Older Adult’ register will be provided with an assessment of their needs and as a minimum assessment of the following key areas:

1. Severity 

1. Medication Review

1. Mobility(including falls)

1. Carer support

1. End of life status (discussion as appropriate)

		Standardised quality assessment 



		1. The number of patients on the ‘Older Adult’ service register who receive initial assessment. 



1. 80% of patients who have had initial assessment have had 6 key areas assessed.



		Monthly Collection

(SystmOne Report)





		3.

		90% of patients on the ‘Older Adult’ register will be provided with a personalised care plan including as a minimum:

1. A health and social care 

1. The named individual 

1. An optimisation and/or maintenance plan 

1. An escalation plan 

1. An urgent care plan

		Standardised personal care planning that supports patient/carer to manage condition

		1. 90% of patients on the ‘Older Adult’ register will be provided with a personalised care plan 

		Monthly Collection

(SystmOne Report)





		4.

		Increase the number of people aged 65 years and older who are supported to manage their condition out of hospital, working towards supporting the STP target of 27.5% reduction in A&E activity and 10% reduction in avoidable emergency admissions by 31st March 2021.

		To support the development of out of hospital provision of care 



		A baseline of over 65 year olds A&E Attendances and Emergency Admission will be set based on 2017/18 activity.  Reduction in activity will be measured against this.



		Baseline

Monthly Collection 

(Commissioning Intelligence)



		5.

		Increase the number of patients on the ‘Older Adult’ register who receive their care and support within an integrated neighbourhood team.

		To measure integrated working

		Number of patients jointly review/assessed.



Number of patients reviewed under MDT

		Monthly collection

(SystmOne Report)





		

		Reporting Requirements



		6.

		Record and report the number of patients aged 75 and over who are reviewed post urgent care/A&E attendance/emergency admission within in 72 hours of notification of event

		Reactive care provision

		The number of patients on Older Adult Service Register who have received review within 72 hours following notification of urgent event increased from baseline June 2016.



		Monthly Collection

(SystmOne Report)









		7.

		Record and report referral activity for patients under the Older Adult Service including:

· District nurse team

· Complex case manager

· Mental health team

· Occupational therapy

· Social services

· Multi-agency support team

· Dietician 

· Podiatrist

· Optician Physiotherapist

· Voluntary Service

		Evidence of care co-ordination as per requirement of specification.



Inform future commissioning – capacity and demand of support services.

		The number of patients on the Older Adults Register and number of referrals to different agencies

		Monthly Collection

 (SystmOne Report)

















	Appendix A
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(Safe, compassionate care for frail older people using an integrated care pathway: Practical guidance for commissioners, providers and nursing, medical and allied health professionals, 2014.)



Appendix B – summary details on the role to support delivery of the Older Adult specification and the 5 key objectives

The role of the Older Adult service is to support both the practice staff and members of the neighbourhood team to identify and support people to reduce the risk of unplanned hospital admissions and to effectively support those individuals in the community.  

1. To liaise with the registered GP and other practice-based staff in addition to all other providers and services utilising, where appropriate, a multi-disciplinary approach.

2. To implement and review individual care plans, a self-management plans and to agree trigger thresholds to contact Case Managers / GP’s.   

3. Plan visits to housebound people, undertake every 3-6 months, and arrange care plans/ advance care planning where necessary.  

4. Enhanced support will be provided to Nursing and Residential home patients with a focus on strengthening relationships, improving access and more integrated working with care home professionals supporting joint care and support planning and peer support.

5. To ensure all people in Nursing and Residential homes have care plans (including dementia where needed) and to provide a holistic review of all people in these homes with updates of their care plans/ advance care planning where necessary.

6. To be a pro-active member of the integrated neighbourhood team

7. Contact or visit where appropriate for people at home following the identification of urgent clinical need including those escalated by EMAS or a member of the integrated neighbourhood team. 

8. Practices will be required to contact the patient within 72 hours (excluding weekends/Bank Holidays), following receipt of communication of an urgent care/emergency event.  

9. Contact those that have suffered bereavement, if appropriate.

10. Arrange dedicated appointments in practice, for those who wish to visit, with flexibility to expand up to 30 minutes, or as needed.

11. To pro-actively engage with people deemed to be at a high risk of hospital admission

12. As part of Integrated Neighbourhood working, pro-actively engage with professionals that support patients to be managed outside of the hospital setting i.e. The practice will have direct links to Hospital in-reach teams and where possible support early transfer from hospital. 
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		Service Specification No.

		



		Service

		24 Hour Blood Pressure Monitoring in Primary Care



		Commissioner Lead

		Lincolnshire Clinical Commissioning Group



		Period

		1st April 2022 – 31st March 2023



		Date of Review

		March 2022 (Date review only, as full review delayed due to COVID 19 Pandemic)  









		1.	Population Needs



		

	

1.1 National Context and Evidence Base

In 2016 the Department of Health estimated the prevalence of hypertension (high blood pressure) in England at 23.6% of the population.  In Lincolnshire East CCG (LECCG), the diagnosed rate is 17.88% (QOF 2016/17), therefore it is likely that there remains some undiagnosed hypertension.



Uncontrolled, or undetected, hypertension puts individuals at risk of developing life-changing and potentially life-threatening conditions, for example heart attack, stroke, kidney disease or angina. Identifying individuals at risk and developing plans to alleviate or control hypertension, including supporting individuals with lifestyle changes and self-care is, therefore, imperative to improving the longer term health and well-being of the population and reducing demands on healthcare services.   



Ambulatory Blood Pressure Monitoring (ABPM) is the most accurate method for confirming a diagnosis of hypertension and can reduce unnecessary treatment for individuals who do not have true hypertension (for example, those experiencing ‘white coat syndrome’).  ABPM has also been shown to be more effective than other measurements for predicting blood-pressure related clinical events (NICE QS28, 2015).



The CCG recognise the NICE guideline on hypertension has resulted in additional workload for the primary healthcare team in both staff time and resources but also that NICE guidelines afford the opportunity for better diagnosis and management of hypertension.





		2.	Outcomes



		

2.1	NHS Outcomes Framework Domains & Indicators



		Domain 1

		Preventing people from dying prematurely

		Yes



		Domain 2

		Enhancing quality of life for people with long-term conditions

		Yes



		Domain 3

		Helping people to recover from episodes of ill-health or following injury

		n/a



		Domain 4

		Ensuring people have a positive experience of care

		Yes



		Domain 5

		Treating and caring for people in a safe environment and protecting them from avoidable harm

		Yes







2.2	Local defined outcomes



The primary care service will offer local provision for ABPM, reducing the need for patients to attend secondary care for simple investigations and will be a key tool in confirming diagnosis and facilitating ongoing care.  Local outcomes include:

		· Reduction in direct access referrals to secondary care for investigations

· Where indicated, the timely referral to secondary care for onward investigations/management to be actioned by patients’ own GP Practice 

· Patients to receive review appointment as clinically appropriate, from patients own GP Practice

· To confirm diagnosis of hypertension, which will facilitate the offer and monitoring of treatment therapies (trials of anti-hypertensive treatment have confirmed a significant reduction in the incidence of stroke and CHD in patients with treated hypertension).

· Compliance with NICE guidance and quality standards, including:

i. Aim for a target clinic blood pressure below 140/90 mmHg in people aged under 80 years with treated hypertension and; 

ii. Aim for a target clinic blood pressure below 150/90 mmHg in people aged 80 years and over, with treated hypertension.



		









		3.	Scope



		3.1	Aims and objectives of service

Patients will receive high quality efficient services locally, with reduced waiting times and a high degree of responsiveness.



Ambulatory blood pressure monitoring permits the non-invasive measurement of blood pressure over a prolonged period (usually 24 hours).  It is essential in the diagnosis and management of hypertension.  This service aims to:

1. Avoid unnecessarily labelling patients as hypertensive

2. Identify patients at increased cardiovascular risk because of hypertension more accurately

3. Initiate treatment for hypertension before the onset of target organ damage

4. Introduce the concept of patient self-monitoring.



3.2 Service description/care pathway

The core service will include the decision-making process to refer a patient for ABPM monitoring including consideration of clinical history, examination and previous ABPM outcomes.  



3.2.1 Eligibility

While the use of ambulatory monitoring for all patients suspected of being hypertensive would reduce the frequency of misdiagnosis, this would lead to a substantial drain on available resources. For this reason, ambulatory monitoring is recommended as being most useful in evaluating patients with the following conditions:

1. To exclude ‘white coat’ hypertension in patients with newly discovered hypertension i.e. patients with high readings in the clinic, but with no signs of target organ damage.

2. To confirm the diagnosis of hypertension if the clinic blood pressure is 140/90 or higher 

3. In patients with borderline of labile hypertension

4. To assist with blood pressure management in patients whose blood pressure is apparently poorly controlled, despite using appropriate anti-hypertensive drug therapy

5. In patients with worsening end organ damage, despite adequate blood pressure control on clinic blood pressure measurements

6. To assess adequacy of blood pressure control over 24 hours in patients at particularly high risk of cardiovascular events, in whom rigorous control of blood pressure is essential eg diabetes, past stroke

7. In deciding on treatment for elderly patients with hypertension

8. In patients with suspected syncope of orthostatic hypotension

9. In patients with symptoms or evidence of episodic hypertension

10. In hypertension in pregnancy (up to 30% of pregnancies)



3.2.2 Service Outline

1. Day 1 – the patient will be fitted with a 24-hour blood pressure monitoring device.  Full instructions will be given to the patient and details of who to contact in case of difficulty (a mobile telephone number).  The patient will be encouraged to keep a diary.

2. Day 2 – the patient reattends for removal of the device.  The device is processed and the mean daytime (systolic and diastolic) (at least) will be recorded on the practice clinical system.  

3. The result to be provided to the referring Practice within one week, in order for a nurse or doctor from patients own Practice to discuss the results of the measurements with the patient, and to take appropriate action as follows: -

a. If hypertension is not diagnosed, measure the person's clinic BP at least every five years subsequently, and consider measuring it more frequently if the person's clinic BP is close to 140/90 mmHg.

b. Regard clinic blood pressure that remains higher than 140/90 mmHg after treatment with the optimal or best tolerated doses of an ACE inhibitor or an ARB plus a CCB plus a diuretic as resistant hypertension and consider adding a fourth antihypertensive drug and/or seeking expert advice.

c. For patients aged 39 or under with stage 1 hypertension and no evidence of target organ damage, CVD, renal disease or diabetes, consider seeking specialist evaluation of secondary causes of hypertension and a more detailed assessment of potential target organ damage.

d. Care to be reviewed annually by patients own GP practice, i.e. monitor blood pressure, provide support and discuss lifestyle, symptoms and medication.

e. Lifestyle advice should be offered initially and then periodically to people undergoing assessment or treatment for hypertension.

f. Ascertain people's diet and exercise patterns because a healthy diet and regular exercise can reduce BP.  

g. Offer appropriate guidance and written or audio-visual materials to promote lifestyle changes.

h. Inform people about local initiatives by, for example, healthcare teams or patient organisations that provide support and promote healthy lifestyle change.



3.3  Population Covered

In October 2017 Lincolnshire East Locality had a total registered population of 249,186, distributed across 29 member practices.  This service specification covers all patients registered at a LE Locality practice.  All Lincolnshire East Locality registered patients must have access to this service.



3.4  Any Acceptance and Exclusion Criteria and Thresholds

Patients should be managed in accordance with the guidance outlined in this specification, including any referred to documents and guidance. 



3.4.1 Acceptance

Any registered patient who presents with suspected hypertension, where ABPM can support a definitive diagnosis.

 

3.4.2 Exclusions

If a patient is unable to tolerate ABPM, home blood pressure monitoring should be considered by patient’s own GP practice.



3.5  Interdependence with other Services/Providers

Rare for this service.  Potential links to acute providers.



3.6 Days/Hours of Operation

The service must be available to patients over a minimum of five days per week.



3.7 Equipment

Provider Practices will be responsible for the purchase and appropriate maintenance of equipment associated with the service.  Staff members supporting elements of the service should have appropriate training for the equipment.





		4.	Applicable Service Standards



		4.1	Applicable national standards (e.g. NICE)

Agreement to this specification places on the Provider an obligation to provide the specified service at the level of service, days and hours of operation and at the locations specified.  Any variation can be made only with the agreement of the Commissioner.  The Provider must plan for and put in place robust contingency arrangements for known or possible events which may include:

· Staff sickness

· Staff turnover

· Maternity

· Annual leave or other types of special leave.



4.2 System Resilience

It is expected that periods of expected high demand which could lead to the variation, suspension or restriction of the service provided shall be planned for accordingly, e.g. this may include winter pressure planning.  The provider will be expected to actively contribute toward the commissioner-led System Resilience Plan, where required.  Providers are strongly encouraged to have contingency plans in place with other local providers for suitably qualified and experienced staff to perform this service in the event that their own staff is not available.



4.3 Professional Standards and Codes of Conduct

1. Providers must be registered with the regulatory body appropriate to their profession and must adhere to the professional standards and codes of practice.  

2. Staff assisting in ABPM procedures should be appropriately trained and competent taking into consideration their professional accountability and the Nursing and Midwifery Council (NMC) guidelines on the scope of professional practice. 

3. The services provided and scope of this service will be reviewed with staff as part of the annual appraisal process.

4. The service provider must provide evidence to the CCG that their healthcare professionals have the appropriate knowledge, skills, experience, qualifications and competency to provide the service.  This must include but would not be limited to the following requirements:

· Enhanced Disclosure and Barring Service checks have been completed

· Where applicable staff will be fully registered with the appropriate professional body

· All staff will be able to provide evidence of their continuing professional development post qualification.





		5.	Applicable Activity and Quality Reporting Requirements 



		5.1 
Applicable Quality Requirements 

The provider must ensure that details of the patient’s monitoring as part of this service are included in his or her lifelong record.  If the patient is not registered for primary medical services with the provider of this service, the provider must send this information to the patient’s registered GP for inclusion in their lifelong medical record.



Monitoring and reporting will be done via an MDS template on a quarterly basis by the use of the identified Read codes. 



NICE NG136 - Hypertension in adults:  diagnosis and management (2019). 

https://www.nice.org.uk/guidance/ng136



NICE QS28 – Hypertension in Adults (2013)

https://www.nice.org.uk/guidance/qs28



5.2 Provision of the Service within the Agreed Funding Envelope will include:

1. Referral for practice service and explanation and information provided to patient

2. Appointments for fitting and removal of monitor

3. Fitting of the device, appropriate information and supply of patient diary 

4. Removal of the device and provision of information on when the results will be available and how to access those results

5. Reviewing of the results and arrangements for any practice follow up (by patients own GP Practice)

6. Results and requirement for any ongoing management or referral, if applicable (by patients own GP Practice). 



The provider is encouraged to participate and present any clinical research supporting the further development of this service and improvements for patient care.



5.3 Reporting to Include:

· Total number of ABPMs undertaken 

· Number of patients subsequently referred to cardiology 

· Number of patients referred to a specialist through advice and guidance





		6.	Location of Provider Premises



		Service delivery should be from the registered GP Practice, where the GP Practice is a Provider of the service.  Alternative service provision locations should be agreed with Lincolnshire East Locality  



Where a service provider is providing this service for a population covering several practices, agreement should be reached with the Commissioner as to where these services will be located, in order to ensure access to all patients.



The service may be provided as a home-based service in accordance with the registered provider’s normal home-based services policies/guidance.



The provider’s premises must meet the clinical requirements to provide primary care services as advised in clinical guidance.  The premises must be kept clean and safe for use and should portray an image of high quality and professional services at all times.



It is a requirement that all providers have a fully operational NHS N3 (secure) connection and will be required to utilise appropriate NHS IT systems such as NHS mail, NHS SUS, e-Referrals etc.  All relevant staff must have their own smartcard.





		7.	Finance Schedule



		Price to cover the four service areas (Ear Irrigation, 24-hour ambulatory ECG monitoring, 24-hour ambulatory BP monitoring, routine ECGs).



Price will be capitation based, at £1.76 per head of population with a 90/10 split of 90% upfront and 10% for achieving KPIs (which will include assessment of reducing referrals to secondary care).  



Payment will be based on the impact and saving on secondary care referrals achieved through contracting with the ‘provider’ on either a population basis or a practice list basis. 
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Primary Care Based Ear Irrigation





		Service Specification No.

		



		Service

		Primary Care Based Ear Irrigation 



		Commissioner Lead

		Lincolnshire Clinical Commissioning Group



		Period

		1st April 2022 to 31st March 2023



		Date of Review

		March 2022 (Date only review – main review delayed due to COVID 19 Pandemic)







		1.	Population Needs



		1.1 	National Context and Evidence Base

A build-up of earwax in the ear canal can cause hearing loss and discomfort, contribute to infections and lead to stress, social isolation and depression.  Moreover, earwax can prevent adequate clinical examination of the ear, delaying investigations and management; GPs cannot check for infection and audiologists cannot test hearing and fit hearing aids if the ear canal is blocked with wax.  Excessive earwax is common, especially in older adults and those who use hearing aids and earbud-type earphones.  In the UK, it is estimated that 2.3 million people each year have problems with earwax sufficient to need intervention. 



Earwax is usually treated initially with ear drops.  However, if this is unsuccessful, the wax can be removed using irrigation (flushing the wax out using water) or microsuction (using a vacuum to suck the wax out under a microscope).  There are few studies comparing these different techniques in terms of effectiveness, efficiency and adverse events.  Ear syringing, where a manual syringe pumps water into the ear, is potentially harmful and should not be used.



Patient consultation has not taken place as this is a revision to an existing service that supports both national and CCG priorities.



The care pathway information detailed below is drawn from the NICE Clinical Knowledge Summary (CKS) for Earwax Management, July 2016. The full document is available at http://cks.nice.org.uk/earwax.  












		2.	Outcomes



		2.1	NHS Outcomes Framework Domains & Indicators



		Domain 1

		Preventing people from dying prematurely

		n/a



		Domain 2

		Enhancing quality of life for people with long-term conditions

		n/a



		Domain 3

		Helping people to recover from episodes of ill-health or following injury

		Yes



		Domain 4

		Ensuring people have a positive experience of care

		Yes



		Domain 5

		Treating and caring for people in a safe environment and protecting them from avoidable harm

		Yes







2.2	Local Defined Outcomes

The purpose of this specification is to commission a community based service providing ear irrigation services to patients aged 16 years and over that is clinically effective, appropriate, convenient, easy to access and to:

		· provide a basic level of aural care to the registered population

· reduce referrals to secondary care



This approach is in line with the current Sustainability and Transformation Programme which aims to provide better access to services, earlier diagnosis, avoidance of unnecessary hospital attendance and integrated care.











		3.	Scope



		
3.1 Aims and Objectives of Service

For patients to receive high quality efficient services locally, with reduced waiting times and a high degree of responsiveness.



To provide clinically effective management of earwax (including safe removal) for patients (aged 16 and over) that conforms to a recognised quality assurance tool.



The key principles of the service are:

· Compliance with established clinical guidelines and good practice

· To improve standards of care

· To increase the availability of care closer to home, improving patient experience

· Provide person-centred care and devices tailored to patient need

· Ensure that NHS resource is used economically and wisely for the benefit of the local population.



Expected outcomes of the service:

· Personalised care for all patients accessing the service

· Improved quality of life for patients measured through high levels of satisfaction from patients accessing the service

· Improved adherence to current clinical guidance and a resultant reduction in the need for secondary care intervention.



3.2 Service Description



3.2.1 When to Remove Earwax

1. If earwax is totally occluding the ear canal and hearing loss is present

2. If the tympanic membrane is obscured by wax but needs to be viewed to establish a diagnosis.

3. If the person wears a hearing aid, wax is present and an impression needs to be taken of the ear canal for a mould, or if wax is causing the hearing aid to whistle.



3.2.2 How to Remove Earwax

1. Explain that removal of earwax may not necessarily relieve the symptoms (for example hearing loss may be a sensorineural loss and not due to impacted wax).

2. Prescribe ear drops for 3–5 days initially, to soften wax and aid removal.

· Olive oil, or almond oil drops can be used 3-4 times daily for 3-5 days (do not prescribe almond oil ear drops to anyone who is allergic to almonds).

· Sodium bicarbonate 5%, sodium chloride 0.9%. (Sodium chloride 0.9% is not available as a proprietary ear drop product. However, sodium chloride 0.9% nasal drops can be prescribed for use in the ear (off-label use)).

· Do not prescribe drops if you suspect the person has a perforated tympanic membrane.

· Warn the person that instilling ear drops may cause transient hearing loss, discomfort, dizziness and irritation of the skin.

3. If symptoms persist, consider ear irrigation, providing that there are no contraindications.

4. If irrigation is unsuccessful, there are three options:

· Advise the person to use ear drops for a further 3–5 days and then return for further irrigation.

· Instill water into the ear.  After 15 minutes irrigate the ear again.

· Refer to an Ear Nose and Throat specialist for removal of wax.

5. Advise anyone who has had earwax removed to return if they develop otalgia or significant itching of the ear, discharge from the ear (otorrhoea), or swelling of the external auditory meatus, as this may indicate infection.



3.2.3 Removal Methods not Recommended

1. Advise people against inserting anything in the ear.  Cotton buds, matchsticks and hair pins can:

· Damage the wall of the canal and increase the likelihood of otitis externa.

· Cause the wax to become impacted by pushing it further into the canal.

· Perforate the tympanic membrane.

2. Advise that the use of ear candles has no benefit in the management of earwax removal and may result in serious injury.

· Ear candling should never be used: a hollow candle is burned with one end in the ear canal. The intention is to create a negative pressure which draws the earwax out of the ear canal.



3.2.4 When to Refer

1. Refer before irrigation if:

· The person has (or is suspected to have) a chronic perforation of the tympanic membrane.

· There is a past history of ear surgery.

· There is a foreign body, including vegetable matter, in the ear canal.

· There is a visible tympanic membrane perforation.

· Ear drops have been unsuccessful, and irrigation is contraindicated.

2. Refer after irrigation if irrigation is unsuccessful

3. Seek immediate advice from an Ear Nose and Throat specialist if severe pain, deafness, or vertigo occurs during or after irrigation. 

4. Refer or seek urgent advice if infection is present and the external canal needs to be cleared of wax, debris, and discharge.

5. If the person continues to experience hearing loss after wax removal arrange an audiogram. 



3.2.5 Managing Recurrent Earwax

1. Decide on the most appropriate treatment taking into account the person's wishes, previous successful treatment and any contraindications.

2. Treatment options include ear drops, irrigation, or referral for manual removal of earwax.

3. To prevent wax becoming impacted, advise that regular use of ear drops may be helpful.

· Explain that there is no evidence to suggest the best type of ear drops or how frequently they should be used.

· Experts suggest using either sodium bicarbonate, sodium chloride, olive or almond oil ear drops. The suggested frequency of use varied from daily to once a fortnight.

· It is not known if such treatment is effective and the person may need to return for repeat wax removal.



3.2.6 Ear irrigation: Contraindications, Cautions and Warnings

1. Do not use ear irrigation to remove wax for people with: 

· A history of any previous problem with irrigation (pain, perforation, severe vertigo).

· Current or past perforation of the tympanic membrane.

· Grommets in place.

· A history of any ear surgery (except extruded grommets within the last 18 months, with subsequent discharge from an Ear Nose and Throat department).

· A mucus discharge from the ear (which may indicate an undiagnosed perforation) within the past 12 months.

· A history of a middle ear infection in the previous six weeks.

· Cleft palate, whether repaired or not.

· Acute otitis externa with an oedematous ear canal and painful pinna.

· Presence of a foreign body, including vegetable matter, in the ear.  Hygroscopic matter, such as peas or lentils, will expand on contact with water making irrigation more difficult.  

· Hearing in only one ear if it is the ear to be treated, as there is a remote chance that irrigation could cause permanent deafness.

· Confusion or agitation, as they may be unable to sit still.

· Inability to cooperate, for example young children and some people with learning difficulties.

2. Use ear irrigation with caution in people with: 

· Vertigo, as this may indicate the presence of middle ear disease with perforation of the tympanic membrane.

· Recurrent otitis media with or without documented tympanic membrane perforation, as thin scars on the tympanic membrane can easily be perforated.

· An immunocompromised state, especially older people with diabetes, as there is an increased risk of infection from iatrogenic trauma to the external auditory canal in this group of people.

3. Careful instrumentation should be employed in people who are taking anticoagulants due to increased bleeding risk.

4. Warn people with a history of recurrent otitis externa or tinnitus that ear irrigation may aggravate their symptoms.



3.2.7 Ear Irrigation:  How to Irrigate an Ear

1. Use an electronic ear irrigator. This should have a variable pressure control so that irrigation can begin at the minimum pressure.  

· The use of a metal syringe for the irrigation of the ear canal is not recommended as there is a risk of causing damage to the ear, including the tympanic membrane and the oval and round windows. The design of the syringe, combined with the inability to control water pressure, increases the risk of ear damage.  It is also difficult to disinfect after use [NHS Quality Improvement Scotland, 2006].

2. Prepare equipment as per local guidelines and manufacturer's instructions. This will include a fresh speculum and jet tip for each person.  Protect the person's clothing with a towel or waterproof covering.  Ask the person to hold the water receiver under their affected ear.

3. Ensure that the person is sitting comfortably and that you are sitting at the same level. Young children should sit on an adult's knee with their head held in place. Use a good light source, preferably with a head lamp or head mirror, throughout the procedure.

4. Ensure that the temperature of water used for irrigation is around body temperature.

5. Pull the pinna upwards and outwards (downwards and backwards in children) to straighten the ear canal.

6. Angle the jet tip so that the flow of the water is along the top of the posterior wall. Compare the perimeter of the canal to a clock face: for the left ear direct the fluid towards 1 o'clock, and for the right ear direct the fluid towards 11 o'clock.

7. Inspect the ear canal periodically with the auriscope and monitor the solution running into the receiver to determine whether wax is coming out.

8. If the person complains of dizziness or pain, stop the procedure.

9. In general, use no more than 500ml of water per ear in any one irrigating procedure.

10. Following irrigation, examine the ear with an auriscope to check that the wax has been removed and the tympanic membrane is intact.  Look for old healed perforations. Inspect the canal for otitis externa.  Follow local protocols regarding dry mopping.

11. Seek immediate advice from an Ear Nose and Throat specialist if severe pain, deafness, or vertigo occur during or after irrigation, or if a perforation is seen following the procedure.



3.2.8 Ear Irrigation Complications

1. The following have been reported:

· Failure of wax removal

· Otitis externa

· Perforation of the tympanic membrane

· Damage to the external auditory meatus

· Necrotizing (malignant) external otitis is a rare infection, occurring primarily in immunocompromised people, especially older people with diabetes mellitus, and is often initiated by iatrogenic trauma to the external auditory canal

· Pain

· Vertigo

· Otitis media due to water entering the middle ear when there is a previous perforation

· Exacerbation of pre-existing tinnitus

· Serious injury to the middle and inner ear (rare)

2. Bleeding (usually self-limiting).

3. Nausea, vomiting, and vertigo may result from temperature variations of the irrigating fluid.



3.2.9 Follow-Up

Advise anyone who has had earwax removed to return if they develop earache or significant itching of the ear, discharge from the ear (otorrhoea), or swelling of the external auditory meatus, as this may indicate infection.







3.3  Population Covered

In January 2022 Lincolnshire East Locality had a total registered population of 250,051 distributed across 25 member practices.  This service specification covers all patients registered at a LE practice.  All Lincolnshire East locality registered patients must have access to this service.



3.4  Any Acceptance and Exclusion Criteria and Thresholds

None specific.  Patients should be managed in accordance with the guidance outlined in this specification, including any referred to documents and guidance. 



3.5  Interdependence with other Services/Providers

The service is an element of the CCG’s Ear, Nose and Throat pathway, which includes primary, community and secondary care elements.  The Provider must ensure effective relationships with all other services within the pathway including but not limited to:

· Onward referrals to be made by the patient’s registered GP practice

· Information sharing protocols



The service forms part of a system-wide ENT service of partnership working between: 

· GPs 

· Primary health care teams,  

· Audiology services and ENT departments 

· The voluntary and community sector 

· Independent health care providers.



3.6 Days/Hours of Operation

The service must be available to patients over a minimum of five days per week.





		4.	Applicable Service Standards



		4.1 Applicable National Standards (eg NICE)

No specific national directives are in place regarding the management of earwax.



NICE Clinical Knowledge Summaries (July 2016) provide best practice guidance: https://cks.nice.org.uk/earwax#!scenario.  

https://cks.nice.org.uk/earwax#!scenario:1



Hearing loss in adults (assessment and management) guidance is currently being reviewed by NICE and should be updated in 2018.  Guidance is also currently being reviewed by the British Society of Audiology and should be updated in 2018.



4.2 Applicable standards set out in guidance and/or issued by a competent body (eg Royal Colleges) 

· National Community Hearing Association Guidance 2015-18

· ‘Common Principles of Rehabilitation for Adults with Hearing – and/or Balance-Related Problems in Routine Audiology Services’ British Society of Audiology (2012)

· ‘Shaping the Future: Strengthening the Evidence to Transform Audiology Services’ NHS Improvement Agency (2010)

· ‘Provision of Services for Adults with Tinnitus: a Good Practice Guide’ Department of Health (2009)

· British Academy of Audiology Guidelines for Referral to Audiology of Adults with Hearing Difficulty (2009)

· ‘Provision of Adult Balance Services: a Good Practice Guide’ Department of Health (2009)

· Transforming Adult Hearing Services for Patients with Hearing Difficulty – A Good Practice Guide’, Department of Health, (2007)



4.3 Applicable Local Standards

Agreement to this specification places on the Provider an obligation to provide the specified service at the level of service, days and hours of operation and at the locations specified. Any variation can be made only with the agreement of the Commissioner. The Provider must plan for and put in place robust contingency arrangements for known or possible events which may include:

· Staff sickness

· Staff turnover

· Maternity

· Annual leave or other types of special leave.



The Provider may only suspend or restrict service for more than one day after agreement with the Commissioner. Agreement to suspension or restriction will be for a period of no greater than 21 days from the application to the Commissioner but may be renewed. 

 

Whilst unexpected staff absence cover over the first twenty-four hours will be challenging to cover, the provider must ensure that any absence which is in excess of twenty-four hours in duration will be robustly covered such that the usual level of service commissioned resumes without delay. The arrangements to cover the staff absence will be communicated effectively to practices affected and to the commissioners.



Agreement and renewal will only take place if the Provider has demonstrated that they have made reasonable but unsuccessful efforts to substitute staff and resources from other areas of their operation, or failing that, by obtaining staff and resources from a third party. In an emergency, the Provider may unilaterally suspend or restrict the service for only 24 hours.



The provider must at all times comply with ‘Code of Practice For The Promotion of NHS-Funded Services’ and must ensure that the commissioning body has signed off any marketing materials before these are used or launched.



Use of the phrase ‘NHS services provided here’ is the preferred advertising mechanism.



4.4 System Resilience

It is expected that periods of expected high demand which could lead to the variation, suspension or restriction of the service provided shall be planned for accordingly, e.g. this may include winter pressure planning.  The provider will be expected to actively contribute toward the commissioner-led System Resilience Plan, where required.  Providers are strongly encouraged to have contingency plans in place with other local providers for suitably qualified and experienced staff to perform this service in the event that their own staff is not available.



4.5 Professional Standards and Codes of Conduct

1. Providers must be registered with the regulatory body appropriate to their profession and must adhere to the professional standards and codes of practice.  

2. Staff involved in the delivery of this service will be appropriately trained and competent in the provision of the services offered.

3. The services provided and scope of this service will be reviewed with staff as part of the annual appraisal process.

4. The service provider must provide evidence to the CCG that their healthcare professionals have the appropriate knowledge, skills, experience, qualifications and competency to provide the service.  This must include but would not be limited to the following requirements:

· Enhanced Disclosure and Barring Service checks have been completed

· Where applicable staff will be fully registered with the appropriate professional body

· All staff will be able to provide evidence of their continuing professional development post qualification.



		5.	Applicable Activity and Quality Reporting Requirements



		5.1 Applicable Quality Requirements 

The provider must ensure that details of the patient’s monitoring as part of this service are included in his or her lifelong record.  If the patient is not registered for primary medical services with the provider of this service, the provider must send this information to the patient’s registered GP for inclusion in their lifelong medical record.



Monitoring and reporting will be done via an MDS template on a quarterly basis.

            

Reporting to include:

· Total number of treatments undertaken 

· Number of patients subsequently referred to ENT 

· Number of patients referred to a specialist through advice and guidance

· Number of patients referred to ENT for wax removal due to contraindications 

· Number of patients referred back to GP for onwards referral to ENT, post irrigation

· Number of patients undergoing second or subsequent irrigation procedure.



The provider must also provide an annual report to commissioners highlighting any results of research conducted and information gathering which will lead to improvements in practice and/or efficiencies in service delivery.



The provider is encouraged to participate and present any clinical research supporting the further development of this service and improvements for patient care.



5.2 Patient Satisfaction 

In order to ensure patients are satisfied with the ear irrigation service, LECCG will undertake a rolling programme of questionnaires that providers will need to distribute to patients.  When the provider needs to take part, they will be supplied with a number of paper questionnaires and pre-paid envelopes.  Patients will return their questionnaires directly to the CCG and the provider will ensure they are encouraged to complete them.  LECCG will ensure the provider receives the resulting data analysis for their information, as well as a copy of an annual overview. 



		6.	Location of Provider Premises



		Service delivery should be from the registered GP Practice, where the GP Practice is a Provider of the service.  Alternative service provision locations should be agreed with Lincolnshire East CCG.  



Where a service provider is providing this service for a population covering several practices, agreement should be reached with the commissioner as to where these services will be located, in order to ensure equitable access to all patients.  



The service may be provided as a home-based service in accordance with the registered provider’s normal home-based services policies/guidance.



The provider’s premises must meet the clinical requirements to provide primary care and ear irrigation services as advised in clinical guidance.  The premises must be kept clean and safe for use and should portray an image of high quality and professional services at all times.



It is a requirement that all providers have a fully operational NHS N3 (secure) connection and will be required to utilise appropriate NHS IT systems such as NHS mail, NHS SUS, e-Referrals etc.  All relevant staff must have their own smartcard.



		7.	Finance Schedule



		Price to cover the four service areas (Ear Irrigation, 24-hour ambulatory ECG monitoring, 24-hour ambulatory BP monitoring, routine ECGs).



Price will be capitation based, at £1.76 per head of population with a 90/10 split of 90% upfront and 10% for achieving KPIs (which will include assessment of reducing referrals to secondary care).  



Payment will be based on the impact and saving on secondary care referrals achieved through contracting with the ‘provider’ on either a population basis or a practice list basis.





		8.	References



		· NICE Clinical Knowledge Summary – Earwax (July 2016)

https://cks.nice.org.uk/earwax

· NHS Quality Improvement Scotland - Ear Care Best Practice Statement (May 2006)

http://www.healthcareimprovementscotland.org/previous_resources/best_practice_statement/ear_care.aspx

· NHS Wales Policy and Procedure for Ear Irrigation (2013) 

· https://gov.wales/ear-wax-management-primary-and-community-care-pathway-html
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Routine Electrocardiogram (ECG) in Primary Care



		Service Specification No.

		



		Service

		Routine ECG in Primary Care



		Commissioner Lead

		Lincolnshire Clinical Commissioning Group



		Period

		1st April 2022 to 31st March 2023



		Date of Review

		March 2022 (Date only review – main review delayed due to COVID 19 Pandemic)February 2021 (date only review) main review postponed due to COVID 19 Pandemic







		1.	Population Needs



		1.1	Local Context

This enhanced service will deliver care and early reassurance to patients in GP practices, provide early identification of rhythm abnormalities and avoid unnecessary referrals to secondary care.  This approach is in line with the current CCG Quality, Innovation, Productivity and Prevention (QIPP) programme which aims to provide better access to services, earlier diagnosis, avoidance of unnecessary hospital attendance and integrated care.



The scheme is focused on ensuring that the majority of direct GP referred outpatient ECGs can take place within primary care, offering patients improved access and enhanced continuity of care. 



This practice-based ECG service will ensure that all patients who are referred to cardiology services have a current ECG attached to their referral.  The ECG will be recorded on a device that meets BTS standards by staff that is appropriately trained.  The service will be available in core hour’s 0800-1830hrs for any patient presenting with a history that requires an ECG.



		2.	Outcomes



		2.1	NHS Outcomes Framework Domains & Indicators



		Domain 1

		Preventing people from dying prematurely

		Yes



		Domain 2

		Enhancing quality of life for people with long-term conditions

		Yes



		Domain 3

		Helping people to recover from episodes of ill-health or following injury

		n/a



		Domain 4

		Ensuring people have a positive experience of care

		Yes



		Domain 5

		Treating and caring for people in a safe environment and protecting them from avoidable harm

		Yes









		3.	Scope



		3.1 Aims and Objectives of Service

The aim of the service is to provide improved patient access to ECG investigation and timely interpretation of the results in order to provide timely diagnosis and management.  Specifically, this relates to:

1. Prevent unnecessary referrals to hospital for 12–lead ECG and delays in interpretation

2. Detect atrial fibrillation and offer treatment to prevent strokes 

3. Detect people with conduction abnormalities requiring pacemakers 

4. Safely monitor patients taking medication that affects the conduction system 

5. Provide timely ECG recordings when people present with palpitations, chest pain, breathlessness or transient loss of consciousness

6. Identify serious conduction problems in people with transient loss of consciousness requiring urgent referral for pacemakers or further electrophysiological testing

7. Identify the heart rhythm present when people present with palpitations

8. Provide part of the risk assessment of people presenting with hypertension

9. Practice based ECGs will be undertaken according to the patient’s clinical condition clinical judgement and clinical care pathways

10. Screen those people with a family history of sudden cardiac death



The objectives of providing an ECG service in primary care are to:

1. Establish a 12 lead ECG service in every practice

2. Identify the training needs of clinical staff in order to perform a 12 lead ECG recording

3. Develop ECG interpretation and reporting either in practice or with the use of telemedicine

4. Provide necessary investigations prior to patient attendance at outpatient clinics e.g. cardiology/general medical/memory clinics/pre-op assessment 



3.2 Service Description

The service will provide a 12 lead Electrocardiograph (ECG) intervention and recording.  It is envisaged that a few recordings will need specialist interpretation. 



To perform an ECG on patients in whom it is clinically indicated: 

· When cardiac disease is suspected 

· When it is necessary to exclude cardiac disease 

· When it is indicated as part of a patient’s routine assessment for a long-term condition or for hypertension review 

· For the initial diagnosis and management of suspected atrial fibrillation.



All equipment must be used in accordance with the manufacturer’s guidelines and instructions. 



The responsible clinician should have the basic skills needed to interpret a 12 lead ECG including determining whether the ECG is normal or abnormal and decide what further action is required.



All staff performing and/or interpreting ECGs will be expected to take part in professional development to ensure they are familiar with current best practice.  



Patients requiring ECG recording will be offered the service at the GP practice and will not be referred to a secondary care provider. 



3.3  Population Covered

In October 2017 Lincolnshire East Locality had a total registered population of 249,186, distributed across 29 member practices.  This service specification covers all patients registered at a LE practice.  All Lincolnshire East Locality registered patients must have access to this service.



3.4  Any Acceptance and Exclusion Criteria and Thresholds

NICE recommend doing an ECG in practice for those with chest pain/acute coronary syndrome, which should be sent to hospital in advance of the patient, however doing the ECG should not delay the transfer to hospital.



3.5  Interdependence with other Services/Providers

The service is an element of LECCG’s cardiology pathway, which includes primary, community and secondary care elements.  The provider must ensure effective relationships with all other services within the pathway including but not limited to:

· Onward referrals to be made by the patient’s registered GP practice

· Information sharing protocols.



The service forms part of a system-wide service of partnership working between: 

· GPs 

· Primary health care teams  

· Cardiology services 

· The voluntary and community sector 

· Independent health care providers.



3.6 Days/Hours of Operation

The service must be available to patients during core GP opening hours of 0800-1830hrs Monday to Friday.



		4.	Applicable Service Standards



		4.1 Applicable Local Standards

Agreement to this specification places on the Provider an obligation to provide the specified service at the level of service, days and hours of operation and at the locations specified.  Any variation can be made only with the agreement of the Commissioner.  The Provider must plan for and put in place robust contingency arrangements for known or possible events which may include:

· Staff sickness

· Staff turnover

· Maternity

· Annual leave or other types of special leave.



4.2 System Resilience

It is expected that periods of expected high demand which could lead to the variation, suspension or restriction of the service provided shall be planned for accordingly, e.g. this may include winter pressure planning.  The provider will be expected to actively contribute toward the commissioner-led System Resilience Plan, where required.  Providers are strongly encouraged to have contingency plans in place with other local providers for suitably qualified and experienced staff to perform this service in the event that their own staff is not available.



4.3 Professional Standards and Codes of Conduct

1. Providers must be registered with the regulatory body appropriate to their profession and must adhere to the professional standards and codes of practice.  

2. The services provided and scope of this service will be reviewed with staff as part of the annual appraisal process.

3. The service provider must provide evidence to the CCG that their healthcare professionals have the appropriate knowledge, skills, experience, qualifications and competency to provide the service. 

4. The service provider will employ and maintain liability for all clinical staff and ensure that they have the necessary records clearance and are appropriately accredited to carry out their duties, in this case ECG recording and interpretation.

5. The service provider will ensure that formal and informal supervision and mentorship is undertaken, and that clinical supervision is provided to staff in line with the organisation’s clinical supervision framework. 

6. Members of staff who undertake and report on ECGs will be trained to an appropriate standard and complete a competency-based training in ECG recording and interpretation.







		5.	Applicable Activity and Quality Reporting Requirements



		5.1 
Applicable Quality Requirements 

The provider must ensure that details of the patient’s monitoring as part of this service are included in his or her lifelong record.  If the patient is not registered for primary medical services with the provider of this service, the provider must send this information to the patient’s registered GP for inclusion in their lifelong medical record.



Monitoring and reporting will be done on a quarterly basis by the use of the identified Read codes 



The provider must also provide an annual report to commissioners highlighting any results of research conducted and information gathering which will lead to improvements in practice and/or efficiencies in service delivery.



The provider is encouraged to participate and present any clinical research supporting the further development of this service and improvements for patient care.



5.2 NICE guidance to be followed

NICE guidelines NG196 CG180 update June 202114

https://www.nice.org.uk/guidance/cg180https://www.nice.org.uk/guidance/ng196

 

5.3 Reporting to include:

· Total number of ECGs undertaken 

· Number of patients subsequently referred to cardiology (including through advice and guidance)

· Number of patients subsequently referred to a specialist for interpretation (including through advice and guidance)





		6.	Location of Provider Premises



		Service delivery should be from the registered GP practice, where the GP practice is a Provider of the service.  Alternative service provision locations should be agreed with Lincolnshire East CCG.  



Where a service provider is providing this service for a population covering several practices, agreement should be reached with the commissioner as to where these services will be located, in order to ensure equitable access to all patients.  



The service may be provided as a home-based service in accordance with the registered provider’s normal home-based services policies/guidance.



The provider’s premises must meet the clinical requirements to provide primary care services as advised in clinical guidance.  The premises must be kept clean and safe for use and should portray an image of high quality and professional services at all times.



It is a requirement that all providers have a fully operational NHS N3 (secure) connection and will be required to utilise appropriate NHS IT systems such as NHS mail, NHS SUS, e-Referrals etc.  All relevant staff must have their own smartcard.



		7.	Finance Schedule



		Price to cover the four service areas (Ear Irrigation, 24-hour ambulatory ECG monitoring, 24 hour ambulatory BP monitoring, routine ECGs).



Price will be capitation based, at £1.76 per head of population with a 90/10 split of 90% upfront and 10% for achieving KPIs (which will include assessment of reducing referrals to secondary care).  



Payment will be based on the impact and saving on secondary care referrals achieved through contracting with the ‘provider’ on either a population basis or a practice list basis. 
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Mobilisation Plan - Sidings Practice - FINAL 27.7.22.xlsx
Mobilisation Detailed Plan

				This represents both a Mobilisation Plan & Check List. Plan is split out into the following stages: Phase 1 -Mobilisation of the Sidings Practice followed by post go live date (1st Sept 2022) consolidation/steady state monitoring period. 								Mobilisation period- Phase 1: Pre "Go Live" date mobilisation tasks  - W/C Dates given 																																																Post Go Live 
 +12 weeks																										Consolidation of service & Steady State with First Year Service review

		KEY TASKS PERSON RESPONSIBLE IS DESIGNATED PROJECT LEAD 		MILESTONES		SUBJECT EXPERT 		STATUS		NAMED LEAD/COMMENTS				4-Apr-22		11-Apr-22		18-Apr-22		25-Apr-22		2-May-22		9-May-22		16-May-22		23-May-22		30-May-22		6-Jun-22		13-Jun-22		20-Jun-22		27-Jun-22		4-Jul-22		11-Jul-22		18-Jul-22		25-Jul-22		1-Aug-22		8-Aug-22		15-Aug-22		22-Aug-22		29-Aug-22		Contract Go Live Date 1st Sept 2022		5-Sep-22		12-Sep-22		19-Sep-22		26-Sep-22		3-Oct-22		10-Oct-22		17-Oct-22		24-Oct-22		31-Oct-22		7-Nov-22		14-Nov-22		21-Nov-22		28-Nov-22		29-Dec-22		29-Jan-23		1-Mar-23		1-Apr-23		2-May-23		2-Jun-23		3-Jul-23		3-Aug-23

		Contract Award Date 		Monday, March 21, 2022				Yes		As preferred bidder 

		Initial Project Group meeting with commissioners and agree dates for follow up meetings/progress telecoms . 		Project team & project plan in place				Yes

		DUE DILIGENCE OF ASSUMPTIONS AND UNKNOWNS AT SUBMISSION

		Undertake due diligence of Service Spec/SLA/KPIs/Activity		Completion of due diligence to inform contract negotiation		Project Management & Mobilisation Support Team		Yes

		Undertake due diligence of Sidings Practice premises (clinical site)
(e.g.  Confirm premises, leases/subleases/rent, statutory compliance, fit for purpose)				Property Lead		Yes

		Undertake due diligence of ALL transferring equipment, fixtures & fittings 
(e.g. storage, transferring assets, fit for purpose, kite marks, calibration, evidence of PPM, etc.)				Clinical Quality/Governance  Team		Yes

		Undertake due diligence of ALL HR & Workforce issues (Contract retention, Staff to be TUPE'd and Recruitment)
(e.g. TUPE list, TUPE eligibility, CRB, qualifications, PIN registrations, mandatory & clinical training, CPD portfolios, rotas, allowances, outstanding grievances/investigations/suspensions/tribunals etc.) 				HR Team		Yes

		Undertake due diligence of insurance
(e.g. MDU/MPS (to support CNSGP) & Corporate/Public Liability cover), ensure all new insurances in place prior to contract commencement and certificates issued 				Finance Team		Yes

		Undertake due diligence of clinical & quality requirements
(e.g. including any outstanding SUIs, audits and action plans, incidents, complaints, patient evaluation and action plans)				Clinical Quality Team, Primary Care medical Manager		Yes

		Undertake due diligence of IM&T
(e.g. who provides what (infrastructure/hardware), fit for purpose of existing IT hardware and systems, helpdesk support, system usage, data quality, data transfer, server availability, IG, telephony)				Head of IT and Information Governance Lead		Yes

		Undertake due diligence of communications & marketing materials/media
(e.g. patient materials including website, stakeholder and interagency partner communications)				Director of Primary Care and 
Clinical Quality Team		Ongoing		Not completed as External Comms not yet allowed as still PB Status. Agreed that PPG comms will commence after contract signature 

		LEGAL/FINANCE

		Confirm final service specification, head contract & schedules & Sign contract 		Head contract signature		Mobilisation Project Lead and Legal Team		Ongoing		Discussions ongoing with commissioners 

		Identify, negotiate and agree lease/LTO agreements for identified service delivery locations, including consumables, use of equipment		Completion of premise legal requirements				Ongoing		Draft lease requested, reviewing site specific contracts next week during site visit. IT and equipment asset lists sent to commissioners w/c 4th July. Re lease we have proposed rent agreement letter, waiting fro draft from commissioners. If required Omnes can share a draft they have used previously - awaiting feedback re commissioners preference 

		Ensure all notifications of change in provider have been made, i.e. Exeter(CQRS), PCSE to ensure that payments and performers lists are directed appropriately						No		Commissioners to lead on this once contract signed 

		ESTATES/FACILITIES MANAGEMENT

		Identify any immediate remedial/refurbishment work, agree works & contractors, completion of works - if relevant		“Fit for Purpose” premises  		Property Lead
Clinical Quality Team		Yes		No actions relevant for launch,  but plans for site redevelopment later in contract have been broached. This will be picked up in agreement with landlord and CCG once contract has commenced  

		Ensure rent and facility charges for payments are in place						Ongoing		Awaiting draft lease from landlord, requested via commissioners  - have pushed date back as not yet received. Agreed with Commissioners that they will request landlord that we can launch on back of a rent agreement letter and lease will follow post launch. Date for lease post launch is an estimate as outside of Omnes remit will be dictated by landlord providing draft for review  

		Carry out re-inspections of premises, health and safety, fire etc to identify any premises requirements (in addition to statutory inspections as already carried out) and ensure all staff are aware of emergency procedures and safety requirements 						Ongoing		we have made initial inspections as part of DD, full inspections (annual in line with Omnes maintenance schedule- i.e H&S, Injection control)  will take place after contract awarded and commencement 

		Establish an assets register recording ownership and any transfer, loan or acquisition equipment. Receive procurement lists, confirm requirements as indicated for all items including as required (clinical equipment – IT procured through IT work stream & order any required equipment 		Confirmation of equipment required				Ongoing		Equipment register received, IT and software requested plus details on phones. Practice manager revising list expected to be sent to Omnes by w/e 8th July. Asset lists sent to commissioners w/c 4th July  for commencement - will review items fro enhanced services such as SAS/Leg ulcers/Minor surgery both during remaining mobilisation period and during Q1/Q2 

		Commission and calibrate equipment including all testing requirements  e.g. PAT testing. Collate all certificates of inspection and set up maintenance records/register						Ongoing		records of current testing rec , will be reviewed by KM and any actions undertaken by Omnes team with PM support

		Identify non-clinical supplies/consumables to procure & obtain supply including stock control system		Commissioned supplies & stock control system 				Ongoing		List of consumables to transfer requested on mobilisation call 6th July. Post meeting LCHS confirmed all items would be left (equipment/consumables) just now awaiting feedback re controlled drugs /emergency trolley 

		Ensure measures are in place for clinical waste disposal						Ongoing		will transfer contracts - finance to liaise. Contact details of Omnes Finance controller shared with Sidings 7th July 2022 

		Develop Premises Specific Operational Plan (review workflows, room utilisation- taking into account CV-19 and social distancing if still applicable)						Ongoing		Rotas for staff have been requested and some rec  - KM to review room availability to be reviewed with Lauren Hunt (Sidings PM). Draft rotas and room utilisation noes rec ( room utilisation - have requested that this is transferred to a spreadsheet format)  

		IM&T

		Identify key IT contacts across the entire project and notify CCG IT Dept. of the change in provider and develop a plan for any change in IM&T requirements and transferring of all licences 				IT Lead
Head of Information
IG Lead		Ongoing		Not yet notified as still at PB stage, LH will action as soon as we confirm she is able to do so 

		Identify any configuration work between IM&T systems and undertake process analysis of the service pathways including links to other systems (also check WIFI accounts are operational) 		System Design Verification				Ongoing		BCP plans rec, KM will review will practice manager 

		Identify any IT training requirements, plan and implement training package for Clinical System/Omnes IT support systems i.e. RADAR						Ongoing		Training records have been rec and reg updates requests , agreed staff to continue training through remaining period of mobilisation. Call with LH 11th July reminder to arrange wound/SAS training, discussed provision of spirometry training  

		Agree & test overall IT disaster recovery & review contingency plans						Ongoing		BCP plans rec, KM will review

		Review and complete privacy impact assessment and privacy statements are in place, Review and sign data sharing agreements 		IG Assessment complete, with detailed work plan to meet compliance IT training Needs Analysis				Ongoing		Draft data sharing agreements have been issued/signed with LCHS 

		Build new practice website ready for switchover on 1st Sep 2022- see comments 						Ongoing		due to time constraints discussed and agreed that for launch we will  update of existing website for launch with Omnes details ( i.e registration number, head office & Company address etc 

		Review telephone system and number of lines at surgery site with agreed adjustments to phone lines if required						Ongoing		JB to view telecoms contracts w/c 16th May during site visit  

		Check EPS2/GP2GP  processes are in action/transmitting						Ongoing		reviewed - will transfer over

		Check Links/Results Cyber lab- need to inform pathology						Ongoing		reviewed - will transfer over

		Check Smart cards for staff ( transferring and new starters if applicable) 						Ongoing		reviewed - will transfer over, Smartcards for leavers will be deactivated ( and removed from SystmOne on 1st Sept) 

		HR & WORKFORCE

		Collect evidence of HR checks all staff - eligibility to work, DBS status, immunisation status, clinical registration/accreditation, qualifications, MDU/insurance, spoken English, evidence of current mandatory training. Doctors are on the performers list		Full staffing complement				Ongoing		TUPE information requested, due for receipt 10th May. First TUPE information rec but redacted- we have requested it be resent with names, also require training records . named information now rec, measures letter drafted ready for LCHS- measures information has now been sent over to LCHS

		Confirm planned staffing rotas for first 8 weeks and staffing contingency if required						Ongoing		Rotas reviewed agreed additional GP locums for Sept and Oct and these are currently being booked by onsite practice team - KM to review progress w/c 18th July 

		Complete inductions with all staff for new site working where applicable 		Initial Induction completed				No

		Identify individual staff training & competency requirements to include mandatory & specific clinical requirements 						Ongoing		Training and compliance under review 

		Develop ongoing plan for mandatory and job related training to include ongoing staff training, up-skilling and development of workforce & staff schedule of appraisal/clinical supervision/mentorship and peer review		Training Plan in place				Ongoing

		Pre/Post contract launch meetings with staff to ascertain any concerns and any residual staff issues have been discussed 						Ongoing		HR available as required, mtg cancelled 13th July at prcatice request but HR Director available by teams and will attend site again prior to launch

		Recruit according to staffing model, followed by standard ongoing review and maintenance of staffing levels 						Ongoing		PM recruitment commenced. New PM started w/c 4th July. Omnes will start to advertise for GPs as soon as contract signed , in the meantime starting remote GP recruitment to support  

		ESTABLISH TUPE ARRANGEMENTS

		Establish contact with outgoing provider and request copies of contract. Commence statutory consultation process				HR Team
and Finance Team		Ongoing

		Organise Group Briefing, Organise 1-2-1 briefings with reps as required by staff						Ongoing

		Agree list of transferring staff and have access to the relevant staff files 						Ongoing		. Named information now received 

		Issue contracts to transferring staff						No

		Ensure pensions set up and payments & payroll are in place 						No		 LCHS to supply Sidings EA code. Nw supplied and shared with Omnes finance team 

		CLINICAL, GOVERNANCE AND QUALITY

		Establish mechanisms to ensure equity of access (interpreters, Braille, loop systems) if not in place				Clinical Quality Team and Practice Manager		Yes		Have requested confirmation of hearing loop status- confirmed in place  

		Establish key clinical links with all partners & stakeholders in local area including PCN , brief as to contract change, comms pathways		Key links & relationships established				Ongoing		some initial contacts started i.e PCN, CQC etc however still at Pref Bidder status so wider comms cannot yet commence. Meet PCN manager 12th July , have already met PCN CD and will FU further once contract signed 

		Confirm care pathways and local guidelines, highlighting areas of collaboration and overall service improvement and evidence based interventions		Approved clinical pathways				Ongoing		Pathways will transfer over - no initial changes for launch as transfer of GMS services 

		Develop any clinical policies/procedures/protocols identified as needing creation/update		Clinical Policies & Procedures completed				Ongoing		as above for launch  - these will be supplemented by Omnes policies and procedures and governance overview through systems such as RADAR 

		Identify & agree areas for clinical audit & service improvement with annual report and action plan and develop QA audit frequency chart and diarise regular performance review & Practice  meetings						Ongoing		KM , LH and Sidings Clinical lead to agree audit plan, LH to share copies of latest practice meetings

		Review all service delivery in line with CQC requirements and Confirm CQC registration updated for this regulated activity 		CQC registration				Ongoing		To Flag- notifications have commenced 

		Check access in place and full clinical handover has been given of all documentation and patient records including : details of vulnerable patients, safeguarding and Housebound patients, any written procedures or process maps, audits, End Of Life, details of any SIs, controlled drugs declaration from current provider		Safety Netting 				Ongoing		records will commence - clinical lead remaining in post will support oversight. Mtg to also be set up with Dr Jon Love - Primary Care medical Director 

		Identify named person to handle complaints/plaudits/suggestions & Revision of Implemented company systems to disseminate and respond to NPSA guidance, CAS Alerts and security notices		Patient Safety measures in place				Ongoing		PM ( Lauren Hunt ) I first instance supported by Omnes Team. All to be logged and tracked on RADAR - training to be arranged for Lauren 

		Provide accessible suite of Infection Control/Medicines management Policies & Procedures(P&P), with regular review system and evidence of individual knowledge and designated roles and responsibilities						Ongoing		Carmen(omnes infection control lead nurse)  to go in and audit site if audit due - see if practice has an in date infection control audit - if not. Date to be agreed 

		Identify & procure range of drugs/medications/Consumables (including setting up controlled drugs and emergency trolley)  to be administered within the service across the site and ensure safe/secure storage						Ongoing		information re controlled drugs requested at mobilisation mtg 6th July 

		Establish role responsibilities or groups as required e.g. health & safety, clinical audit , governance lead, Caldicott guardian, safeguarding lead and ensure whistleblowing policy is in place etc.						Ongoing

		Implement company documented procedures for risk assessment and contribute to local and company Risk Register						Ongoing

		Construct accessible specific contingency, business continuity plans and disaster recovery plans for service, plans to be updated to reflect new contract provision		Contingency and continuity plans in place				Ongoing

		COMMUNICATIONS & MARKETING

		Establish communication links with commissioners & other partner Comms/Mtg Teams & communications systems		Key relationships established		Comms Manager
Clinical Quality Team
		No		Links presently kept to approved team due to preferred bidder status. Date therefore pushed back to early Aug 2022

		Engage with Stakeholders (inc. PCN, community pharmacists, community health, acute trusts, commissioners, GPs, social care, voluntary care sector organisations etc)						Ongoing		JB held call with PCN CD 13th May and talking to CCG engagement lead 19th May. Mtg with new PCN manager planned 12th July  

		Draft & approval of  communication & marketing materials to include materials to support self management of conditions, patient information, referral packs etc PPG (patient Participation Group)  / including joint letter of introduction to merged contract to all patients in conjunction with Commissioner		Patient information completed 				Ongoing		Start date pushed back until contract awarded - likely to start late July. PCSE letter to be agreed with commissioners 

		Update practice letterheads and leaflets and develop ongoing communication including bulletins/newsletters, educational meetings/training opportunities, email cascades & team meetings		Education & Training opportunities available				Ongoing		Start date pushed back until contract awarded - likely to start late July. In the meantime working with practice to develop practice leaflet as does not appear that there is currently one in place - copy of a sample Omnes Leaflet sent to LH 12th July for modification. Current website to be updated with Omnes registration details 31st August 2022- LH will update on eve of transfer 

		PROJECT MANAGEMENT/POST LAUNCH- All post launch items 

		Ensure all tasks are completed and Arrange a Project Group wrap up meeting and document lessons learnt (what went well/didn’t go well, what helped/hindered). Complete project closure form & commissioner sign -off 		After final milestone. This will in phase one cover items due to be completed by 1st September 				No

		Run patient survey/PPG meetings post launch re patient satisfaction with new service under the new contract						No

		Follow up staff meetings post launch						No

		Follow up external stakeholders post launch , i.e. local pharmacies, support groups 						No

		Remaining dates for commissioned Enhanced Services roll-out  will be updated in the mobilisation plan by 29th August 2022						No		Add Enhanced services plans for role out here 

		SERVICE IMPROVEMENT PLAN (Items taken from bid) 

		SERVICE IMPROVEMENT PLAN - CLINICAL ELEMENTS. The dates in this section will be discussed and agreed with the Commissioner by 31st December 2022		Progress Reports						BELOW TO BE UPDATED 

		Pro-active outreach/case finding – diabetes, COPD- task initiation, will include prevalence searches and nominated staff member as "Champion"				Clinical Lead		No		Dashboard to provide exception report. Initial list generated mid October

		Primary prevention for ‘at risk’ patients- task initiation, will run Omnes "safety net" searches to find and identify at risk patients- fro example high HbA1C but no diagnosis of diabetes				MDT		No		Dashboard to provide exception report. Initial list generated mid October

		Pharmacists – structured medication/poly pharmacy reviews- task initiation, supported by in house and ARRS pharmacists				Pharmacist		No		Dashboard to provide exception report. Initial list generated mid October

		Chronic pain clinics- task initiation				Clinical Lead		No		TBA- as will require Group Consultations training - approx. summer 2023

		MDTs to focus on housebound/frail & elderly/EOL/care home residents – advanced care planning- task initiation, potentially includes Butterfly Hospice , review of specifications 				MDT		No		Dashboard to provide exception report. Initial list generated mid October

		Plans to improve coverage in imms/Vaccs, cervical/breast/bowel screening- initiation. Nominated staff champions, patient educational events, with practice call and recall				Practice Manager/Clinical Lead		No		Dashboard to provide exception report. Initial list generated mid October

		Embracing ‘Age-well’ – all patients engaged to create a detailed and personalise care plan, regularly reviewed, links with charities Age UK- initiation. Nominated staff champions to lead ( admin and clinical) 				MDT		No		Dashboard to provide exception report. Initial list generated mid October

		Personal adjustment rate – focus on reduction. Also undertake review of current adjustment rates to understand baselines 				MDT		No		Dashboard to provide exception report. Initial list generated mid October



		SERVICE IMPROVEMENT PLAN - INTEGRATION/SIGNPOSTING/SOCIAL PRESCRIBING. The dates in this section will be discussed and agreed with the Commissioner by 31st December 2022

		identify patients during consultations and use information from external organisations e.g., community nursing teams/local charities(Age-UK/Mind/Samaritans), social services and secondary care. Our team supported by MH specialists(shared resource) will contact identified Sidings patients with MH needs to undertake holistic assessment, liaising with Community Psychiatric nursing(CPN) and Community MH (CMHT) teams				MDT		No		Creation of a DOS. Initial DOS and first agency contact end of October

		Social isolation – silver line helpline, independent age, Age UK, Gransnet				Practice Manager		No		Creation of a DOS. Initial DOS and first agency contact end of October

		Healthy eating/obesity – promote healthy minds				Practice Manager		No		Creation of a DOS. Initial DOS and first agency contact end of October

		Promote “Boloh” Barnardo’s CV-19 helpline/webchat for 11+ supporting BAME children/young people/parents or carers, affected by Covid-19				Practice Manager		No		Creation of a DOS. Initial DOS and first agency contact end of October

		IAPT services/talking therapies MH assessments				Practice Manager		No		Creation of a DOS. Initial DOS and first agency contact end of October



		SERVICE IMPROVEMENT PLAN - COLLABORATION. The dates in this section will be discussed and agreed with the Commissioner by 31st December 2022

		Collaborative work with PCN – reductions in AE/OOH attendances – links with DES, need to engage with PCN, proactive management/follow up, work with PCN to agree collective approach- Pre mobilisation and ongoing 				Practice Manager/Clinical Lead		No		Linkage with PCN to review current metrics

		Silent voices and service development – approach – homeless clinics, BAME, befriending/social prescribing				MDT		No		look at incidence of presentation by patient group, determine rates of protected characteristics in our service vs local population 

		Support a multi-agency Social Isolation and Loneliness Strategy that addresses this major driver of ill-health/unhappiness.				MDT		No		Identify key stakeholders and initial engagement

		Engage with Boston community leaders to understand the best ways to improve mental health literacy				Practice Manager		No		Contact local communities and church leaders 

		Addressing barriers to support individuals/communities take the lead and tackle stigma/discrimination around for example mental health.				MH Lead		No

		Case-study workshops/expert patient programmes				MDT		No



		SERVICE IMPROVEMENT PLAN - HEALTH PROMOTION. The dates in this section will be discussed and agreed with the Commissioner by 31st December 2022

		Promote MH-awareness week-with drop-in sessions MH Awareness week  patients/educational sessions for MH awareness week and then ongoing 				Practice Manager/Patient Ambassador		No		Link up with Mind 

		Clinicians/stalls manned by Mind/Boston Wellbeing				Practice Manager/Patient Ambassador		No		As above with Mind and Boston Wellbeing

		Deliver Patient educational events-around stress/anxiety/dementia and MH-workshops (including PPG)				MDT		No		Establish a Youth PPG. Contact Boston College to provide support/signposting to local support agencies

		Hard to reach – BAME improve screening rates using targeted campaigns/mail-outs/questionnaires/electronic communications (text/email) and phone-calls led by our screening champion.				Practice Manager/Clinical Lead		No		Identification of HTRG;s with low uptake. Call, text campaign mirroring our approach elsewhere - dashboard/search managed

		Cancer awareness programmes – cervical, breast and bowel, dedicated review clinics/MDTs				Practice Manager		No		Targeted to 'at risk patients', promotion of the evergreen APP

		Empowering patients/educating about health and well-being				MDT		No		Design a strategy with the PPG. Sign off and rollout



		PATIENT ENGAGEMENT PLAN. The dates in this section will be updated by w/c 29nd August 2022

		PPG development/engagement – also linked to KPIs				Practice Manager		No		Ongoing ideally pre-launch engagement and development

		Engagement with Patient-Participation Groups to discuss/communicate service changes, ensuring patients are closely involved in future co-design				Practice Manager		No		Ongoing ideally pre-launch engagement and development

		Harnessing patient views-in the form of patient surveys, Friends and Family test, NHS Choices and Healthwatch feedback to understand/address improvements to patient experience				Practice Manager		No		Ongoing ideally pre-launch engagement and development

		Increasing awareness of clinician skill-mix/range of specialist clinics, to assist in care-navigation of Patients – explain approach				MDT		No		Ongoing ideally pre-launch engagement and development

		Communicating changes clearly both before/during contract amendment ensuring awareness of services available, how to access them and what changes are expected. This will be done via the patient PPG, practice display boards, website updates, social-media and email practice newsletters				Practice Manager		No		Ongoing ideally pre-launch engagement and development

		Think about languages of patients using Sidings				Practice Manager		No		Ongoing ideally pre-launch engagement and development

		Specially trained reception staff to assist patients finding online sign-up difficult, how will 1:1 patient training sessions be promoted?				Practice Manager		No		As part of new induction programme - 2 months

		Equity of access designing bespoke campaigning/outreach strategies e.g. imms and vacs, cervical screening which seek to deliver consistent non-stigmatising messages to targeted populations, co-designed, shared, and endorsed by people within the community.				Practice Manager/Clinical Lead		No		Linked to Health Promotion target 

		Equity of access  - BAME/Eastern Europeans 				Practice Manager		No		Practice profiles determined, linkage with local agencies with strategy agreed with the PPG

		Engagement with PPG – practice and BPCN – plans to engage and how, virtual and in-person, different times of the day, young people, carers – translation available, how promoted in languages other than English.  Note plans to promote via website, posters, social media, Rx, minutes of meetings on noticeboard				Practice Manager		No		Ongoing ideally pre-launch engagement and development

		Patient ambassador scheme  - The PA works alongside the practice team to ensure practice initiatives respond to patient experience, providing liaison between the practice/patients/PPG and other stakeholders ensuring communications are in a form accessible to patients(no jargon).Our patient volunteers(based at each site) support the practice team and Patient				Practice Manager		No		Recruit via notices placed in the practice, website, newsletter, posters and by ‘word of mouth’. They support the smooth running of the PPG, encourage other patients to join (e.g., support reception teams in explaining the PPG to interested patients),help with local practice initiatives e.g. ‘meet and greet’ new patients at Group Consultations etc.

		Patient surveys				Practice Manager/Clinical Lead		No		Various surveys F&F, Annual GP survey

		Polish society, Polish Saturday Club				Practice Manager		No		Link up with Lincolnshire Polish Society – LPS, a grassroot community group set up in 2014 by likeminded individuals dedicated to integrating Polish, European and other minorities into the wider British community, Polish Saturday Club Ltd had previously provided and continues to provide lessons to children with: asthma, autism, ADD/ADHD. 

		How to engage with silent voices – homeless, travellers				MDT		No		This will take a while to do as we need to gain an in-depth knowledge of the practice population.

		During mobilisation/early-launch we will engage with The Sidings patients increasing awareness of clinician skill-mix/range of specialist clinics, to assist in care-navigation of patients				Practice Manager		No		Ongoing ideally pre-launch engagement and development (Note approval for this stage will be required as currently at preferred bidder stage) 

		Digital Front Door  Plan  (This section is attached as a separate spreadsheet and word document titled Sidings Digital Access Model Plan and Indicative Timescales for Digital programme will be updated by 29th October 2022

		Remaining Digital Improvement Items plan will be updated in the mobilisation plan by 29th October 2022						No



































































































































































































































































































Page &P




Sheet1

				Yes

				No

				Ongoing






image26.png




image27.emf
Asset List - FINAL.xlsx


Asset List - FINAL.xlsx
Sheet1

		User or Room		Call Reference		Serial Number (IMEI No)		Asset Tag		Asset Description		Organisation		Location		Model		Purchase Order		Warranty Ends		Comments		Job Number

		Julie Hollingworth				CN082K5X7287237VA83L		G002343		MONITOR DELL		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		19 inch		820001421		12/1/14				373260

		 				cn0h88wx641805330zmb		G005069		MONITOR DELL		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		19 inch		840000509				Scanned OUT 15/7/15 IJ		 

						CN0H88WX641805330ZQBA00		G005080		MONITOR DELL		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		19 inch		840000509		6/1/16		Scanned OUT 11/11/15 IJ		

						3392N3JY01163		G002009		MONITOR HANNS.G		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		20 inch		LECCG GP		4/1/18				

		wendy brady				57S1VL2		G009560		MONITOR DELL		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		22 inch		840009947		3/14/19				1102262

		wendy brady				26S1VL2		G009561		MONITOR DELL		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		22 inch		840009947		3/14/19				1102262

		trudy Vanharen				C8Q3YS2		G011051		MONITOR DELL		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		22 inch		840013654		2/27/22				148122

		Back Office				5447S3WY01279		G006353		MONITOR HANNS.G		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		22 inch		840003189		3/31/17		Updated by TJ 22 July 2016		776428

		 				6407S3WY00055		G008609		MONITOR HANNS.G		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		22 inch		840006882				Scanned OUT 19/9/17 IJ - Taken by GP Projects		 

						6477S3WY01021		G008617		MONITOR HANNS.G		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		22 inch		840006882		3/12/17		Scanned OUT 19/9/17 IJ - Taken by GP Projects		

						6477S3WY01050		G008621		MONITOR HANNS.G		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		22 inch		840006882		3/12/17		Scanned OUT 19/9/17 IJ - Taken by GP Projects		

						6477S3WY00805		G008632		MONITOR HANNS.G		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		22 inch		840006882		3/12/17		Scanned OUT 20/9/17 IJ Taken by GP Projects		

		 				6477S3WY00088		G008640		MONITOR HANNS.G		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		22 inch		840006882				Scanned OUT 19/9/17 IJ - Taken by GP Projects		 

		 				6477S3WY00539		G008665		MONITOR HANNS.G		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		22 inch		840006882				Scanned OUT 19/9/17 IJ - Taken by GP Projects		 

						6477S3WY00534		G008673		MONITOR HANNS.G		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		22 inch		840006882		3/12/18		Scanned OUT 19/9/17 IJ - Taken by GP Projects		

						6477S3WY00530		G008674		MONITOR HANNS.G		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		22 inch		840006882		3/12/18		Scanned OUT 19/9/17 IJ - Taken by GP Projects		

						6477S3WY00102		G008677		MONITOR HANNS.G		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		22 inch		840006882		3/12/18		Scanned OUT 19/9/17 IJ - Taken by GP Projects		

						7017S3WY00419		G008870		MONITOR HANNS.G		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		22 inch		840006882		3/23/18		Scanned OUT 20/9/17 IJ Taken by GP Projects		

		 				6407S3WY00014		G008883		MONITOR HANNS.G		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		22 inch		840006882				Scanned OUT 20/9/17 IJ Taken by GP Projects		 

		 				6407S3WY00001		G008884		MONITOR HANNS.G		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		22 inch		840006882				Scanned OUT 20/9/17 IJ Taken by GP Projects		 

		 				6407S3WY00030		G008889		MONITOR HANNS.G		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		22 inch		840006882				Scanned OUT 20/9/17 IJ Taken by GP Projects		 

						6407S3WY00012		G008890		MONITOR HANNS.G		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		22 inch		840006882		3/23/18		Scanned OUT 20/9/17 IJ Taken by GP Projects		

						6407S3WY00017		G008895		MONITOR HANNS.G		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		22 inch		840006882		3/23/18		Scanned OUT 20/9/17 IJ Taken by GP Projects		

						6477S3WY00607		G008724		MONITOR HANNS.G		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		22 inch		840006882		3/23/18		Scanned OUT 20/9/17 IJ Taken by GP Projects		

						6477S3WY00605		G008725		MONITOR HANNS.G		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		22 inch		840006882		3/23/18		Scanned OUT 20/9/17 IJ Taken by GP Projects		

						6477S3WY00593		G008726		MONITOR HANNS.G		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		22 inch		840006882		3/23/18		Scanned OUT 20/9/17 IJ Taken by GP Projects		

						6477S3WY01134		G008729		MONITOR HANNS.G		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		22 inch		840006882		3/23/18		Scanned OUT 20/9/17 IJ Taken by GP Projects		

						6477S3WY00728		G008730		MONITOR HANNS.G		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		22 inch		840006882		3/23/18		Scanned OUT 20/9/17 IJ Taken by GP Projects		

						6477S3WY00590		G008838		MONITOR HANNS.G		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		22 inch		840006882		3/23/18		Scanned OUT 20/9/17 IJ Taken by GP Projects		

						6477S3WY00616		G008839		MONITOR HANNS.G		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		22 inch		840006882		3/23/18		Scanned OUT 20/9/17 IJ Taken by GP Projects		

						7157S3WY01764		G009489		MONITOR HANNS.G		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		22 inch		840009253		12/13/18		Scanned OUT 26/2/18 IJ sent to fen for issue		1045614

		RECEPTION				7157S3WY01777		G009491		MONITOR HANNS.G		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		22 inch		840009253		12/13/18				1053105

		treatment rm 2				4537S3CS00315		G005183		MONITOR HANNS.G		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		24 inch		820005326		3/2/16		Scanned OUT 1/09/2017 ML taken by rich b		966655

						4537S3CS00326		G005184		MONITOR HANNS.G		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		24 inch		820005326		3/2/16		Scanned OUT 02/11/15 IJ		

						4537S3CS00902		G005185		MONITOR HANNS.G		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		24 inch		820005326		3/2/16		Scanned OUT 02/11/15 IJ		

						4537S3CS00054		G005186		MONITOR HANNS.G		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		24 inch		820005326		3/2/16		Scanned OUT 02/11/15 IJ		

						4537S3CS00007		G005187		MONITOR HANNS.G		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		24 inch		820005326		3/2/16		Scanned OUT 02/11/15 IJ		

						4537S3CS00136		G005188		MONITOR HANNS.G		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		24 inch		820005326		3/2/16		Scanned OUT 02/11/15 IJ		

		 				GQ1S4X2		LEGP00028		MONITOR DELL		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		24 inch		840016018		10/5/22		WEB CAM		 

		 				13DS4X2		LEGP00011		MONITOR DELL		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		24 inch		840016018		10/5/22		WEB CAM		 

						3K54T03		NLCCG00767		MONITOR DELL		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		24 inch		861000041		4/29/25		WEB CAM		

						D364T03		NLCCG00775		MONITOR DELL		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		24 inch		861000041		4/29/25		WEB CAM		

						5K54T03		NLCCG00776		MONITOR DELL		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		24 inch		861000041		4/29/25		WEB CAM		

						J264T03		NLCCG00777		MONITOR DELL		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		24 inch		861000041		4/29/25		WEB CAM		

						9864T03		NLCCG00778		MONITOR DELL		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		24 inch		861000041		4/29/25		WEB CAM		

						1364T03		NLCCG00779		MONITOR DELL		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		24 inch		861000041		4/29/25		WEB CAM		

						7954T03		NLCCG00780		MONITOR DELL		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		24 inch		861000041		4/29/25		WEB CAM		

						H264T03		NLCCG00781		MONITOR DELL		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		24 inch		861000041		4/29/25		WEB CAM		

		clinical team 				5X4CK53		NLCCG00089		MONITOR DELL		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		24 inch		840019763				WEBCAM		SR171252 

		clinical team				GX4CK53		NLCCG00090		MONITOR DELL		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		24 inch		840019763				WEBCAM		SR171252 

				SW221591		2WPFRH3		2WPFRH3		MONITOR DELL		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		24 inch WEB CAM		840021942		11/13/26		

				SW221591		46ZFRH3		46ZFRH3		MONITOR DELL		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		24 inch WEB CAM		840021942		11/13/26		

				SW221591		GXPFRH3		GXPFRH3		MONITOR DELL		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		24 inch WEB CAM		840021942		11/13/26		

				SW221591		J5ZFRH3		J5ZFRH3		MONITOR DELL		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		24 inch WEB CAM		840021942		11/13/26		

				SW221591		CXPFRH3		CXPFRH3		MONITOR DELL		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		24 inch WEB CAM		840021942		11/13/26		

				SW221591		4WPFRH3		4WPFRH3		MONITOR DELL		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		24 inch WEB CAM		840021942		11/13/26		

				SW221591		66ZFRH3		66ZFRH3		MONITOR DELL		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		24 inch WEB CAM		840021942		11/13/26		

						A33A079183		G005083		SCANNER FUJITSU		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		FI-7160		840000749		7/8/16				

						A33AG99598		G009784		SCANNER FUJITSU		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		FI-7160		840010184		3/27/19				1102262

		Mark Shaw				A33AK33815		NLCCG00969		SCANNER FUJITSU		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		FI-7160		840018996				 		SR155600 

						E75331J6N412396		G008542		PRINTER BROTHER		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		HL-L5100		840006916		3/31/18		Scanned OUT 20/9/17 IJ Taken by GP Projects		

						bfrflw2		LECCG00352		LAPTOP DELL		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		LATITUDE 5300		7100572350		2/21/23		 		

		Dr Afshan Butt				7P7H5Y2		LWGP00084		LAPTOP DELL		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		Latitude 5400		840016776		12/19/24		 		 

		Dr Maria Adeel				3N3H5Y2		LWGP00087		LAPTOP DELL		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		Latitude 5400		840016776		12/19/24		 		 

		Dr Kumidini Gamalath				134H5Y2		LWGP00098		LAPTOP DELL		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		Latitude 5400		840016776		12/19/24		 		 

		Dr Juliet Avoseh				83RL4Y2		LWGP00324		LAPTOP DELL		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		Latitude 5400		840016776		12/19/24		 		 

						DBM5433		SWCCG00122		LAPTOP DELL		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		LATITUDE 5400		840017970		4/10/25				

						52Y6433		SWCCG00125		LAPTOP DELL		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		LATITUDE 5400		840017970		4/10/25				

						93H6433		SWCCG00151		LAPTOP DELL		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		LATITUDE 5400		840017970		4/10/25				

						H4L6433		SWCCG00166		LAPTOP DELL		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		LATITUDE 5400		840017970		4/10/25				

						3V5X733		SWCCG00214		LAPTOP DELL		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		LATITUDE 5400		840017970		4/10/25				

		Dr Familosa				G0RRJ13		LEGP00132		COMPUTER		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		Optiplex 3070		840016799		12/20/24		 		 

		Admin 2				41RRJ13		LEGP00133		COMPUTER		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		Optiplex 3070		840016799		12/20/24		 		 

		 				70RRJ13		LEGP00135		COMPUTER		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		Optiplex 3070		840016799		12/20/24		 		 

		Corner Office				B0RRJ13		LEGP00141		COMPUTER		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		Optiplex 3070		840016799		12/20/24		 		 

		Reception				81RRJ13		LEGP00148		COMPUTER		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		Optiplex 3070		840016799		12/20/24		 		 

		Prescriptions Room				82RRJ13		LEGP00150		COMPUTER		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		Optiplex 3070		840016799		12/20/24		 		 

		Secretaries				43RRJ13		LEGP00153		COMPUTER		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		Optiplex 3070		840016799		12/20/24		 		 

		P				53RRJ13		LEGP00157		COMPUTER		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		Optiplex 3070		840016799		12/20/24		 		 

		Reception				92RRJ13		LEGP00159		COMPUTER		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		Optiplex 3070		840016799		12/20/24		 		 

		 				J2RRJ13		LEGP00164		COMPUTER		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		Optiplex 3070		840016799		12/20/24		 		 

		Admin 1				63RRJ13		LEGP00166		COMPUTER		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		Optiplex 3070		840016799		12/20/24		 		 

		Admin Back Corner				11RRJ13		LEGP00169		COMPUTER		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		Optiplex 3070		840016799		12/20/24		 		 

		Reception - LHS				51RRJ13		LEGP00117		COMPUTER		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		Optiplex 3070		840016799		12/20/24		 		 

		Admin 2				4LKRJ13		LEGP00202		COMPUTER		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		Optiplex 3070		840016799		12/20/24		 		 

		Dr Avoseh				GLKRJ13		LEGP00210		COMPUTER		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		Optiplex 3070		840016799		12/20/24		 		 

		Admin				2MKRJ13		LEGP00175		COMPUTER		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		Optiplex 3070		840016799		12/20/24		 		 

		Clinic HCA Tammy				5LKRJ13		LEGP00178		COMPUTER		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		Optiplex 3070		840016799		12/20/24		 		 

		Dr Barratt				7KKRJ13		LEGP00198		COMPUTER		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		Optiplex 3070		840016799		12/20/24		 		 

		Dr Room				FSKRJ13		LEGP00181		COMPUTER		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		Optiplex 3070		840016799		12/20/24		 		 

		Admin 2				9SKRJ13		LEGP00182		COMPUTER		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		Optiplex 3070		840016799		12/20/24		 		 

		AHP				CRKRJ13		LEGP00185		COMPUTER		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		Optiplex 3070		840016799		12/20/24		 		 

		Nurse - Jemma				1RKRJ13		LEGP00189		COMPUTER		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		Optiplex 3070		840016799		12/20/24		 		 

		ANP - A Burton				CTKRJ13		LEGP00211		COMPUTER		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		Optiplex 3070		840016799		12/20/24		 		 

		OPP Sluice Room				6TKRJ13		LEGP00216		COMPUTER		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		Optiplex 3070		840016799		12/20/24		 		 

		Reception				JRKRJ13		LEGP00217		COMPUTER		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		Optiplex 3070		840016799		12/20/24		 		 

		 				GTKRJ13		LEGP00219		COMPUTER		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		Optiplex 3070		840016799		12/20/24		 		 

		Admin Conference Room				8SKRJ13		LEGP00220		COMPUTER		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		Optiplex 3070		840016799		12/20/24		 		 

		ANP A Hawkins				FRKRJ13		LEGP00200		COMPUTER		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		Optiplex 3070		840016799		12/20/24		 		 

		AMP Melissa				4JQYQ13		SLGP00029		COMPUTER		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		Optiplex 3070		840016802		12/21/24		 		 

		 				GJQYQ13		SLGP00096		COMPUTER		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		Optiplex 3070		840016802				 		 

		OPP Changing Room				BKQYQ13		SLGP00115		COMPUTER		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		Optiplex 3070		840016802		12/21/24		 		 

		Summarising Opposite Admin 1				4HQYQ13		SLGP00124		COMPUTER		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		Optiplex 3070		840016802		12/21/24		 		 

		Clinic Room 4				8JQYQ13		SLGP00129		COMPUTER		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		Optiplex 3070		840016802		12/21/24		 		 

		 				DGQYQ13		SLGP00130		COMPUTER		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		Optiplex 3070		840016802				 		 

		 				JHQYQ13		SLGP00132		COMPUTER		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		Optiplex 3070		840016802				 		 

		Reception - RHS Front				BHQYQ13		SLGP00133		COMPUTER		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		Optiplex 3070		840016802		12/21/24		 		 

		Practice Manager - Main				5KQYQ13		SLGP00134		COMPUTER		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		Optiplex 3070		840016802		12/21/24		 		 

		Dr Pirwani				GHQYQ13		SLGP00135		COMPUTER		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		Optiplex 3070		840016802		12/21/24		 		 

		 				DJQYQ13		SLGP00140		COMPUTER		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		Optiplex 3070		840016802		12/21/24		 		 

		Reception				7VQYQ13		SLGP00186		COMPUTER		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		OPTIPLEX 3070		840016802		12/21/24		 		 

		Reception Front Desk				BRQYQ13		SLGP00212		COMPUTER		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		OPTIPLEX 3070		840016802		12/21/24		 		 

		Secretaries				8SQYQ13		SLGP00280		COMPUTER		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		OPTIPLEX 3070		840016694		12/11/24		 		 

		Reception				1VQYQ13		SLGP00283		COMPUTER		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		OPTIPLEX 3070		840016694		12/11/24		 		 

		Admin 1				4SQYQ13		SLGP00244		COMPUTER		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		OPTIPLEX 3070		840016694		12/11/24		 		 

		Practice Manager - Janice				HKHYQ13		LEGP00425		COMPUTER		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		OPTIPLEX 3070		840016799		12/21/24		 		 

		Admin 1				2mhyq13		LEGP00429		COMPUTER		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		OPTIPLEX 3070		840016799		12/21/24		 		 

		Secretaries				9LHYQ13		LEGP00446		COMPUTER		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		OPTIPLEX 3070		840016799		12/21/24		 		 

		James Brown				CC5RB23		LWGP00172		COMPUTER		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		OptiPlex 3070		840016801		1/9/25		 		INC:455628

		Clinic Room 5				HFKRJ13		LEGP00572		COMPUTER		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		OPTIPLEX 3070		840016799		12/20/24		 		 

		Room 7				8HKRJ13		LEGP00586		COMPUTER		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		OPTIPLEX 3070		840016799		12/20/24		 		 

		Admin 1				BJKRJ13		LEGP00591		COMPUTER		NHS LINCOLNSHIRE CCG - GP		SIDINGS MEDICAL PRACTICE		OPTIPLEX 3070		840016799		12/20/24		 		 

		James Barratt				806QP3JY00267		R006392		MONITOR HANNS.G		LCHS		SIDINGS MEDICAL PRACTICE - LCHS		24 inch		840011355		7/27/19				SR:51344

		James Barratt				806QP3JY00206		R006391		MONITOR HANNS.G		LCHS		SIDINGS MEDICAL PRACTICE - LCHS		24 inch		840011355		7/27/19				SR:51344

		James Barratt				5GQZN53		LCHS03239		LAPTOP DELL		LCHS		SIDINGS MEDICAL PRACTICE - LCHS		LATITUDE 5410		400025157				 		 

		Muhammad Zafar		INC580984		1Z8ZZD3		LCHS05994		LAPTOP DELL		LCHS		SIDINGS MEDICAL PRACTICE - LCHS		Latitude 5420		400025986		5/25/26		 		 

		The Sidings LCHS				7GKRNF2		R006303		LAPTOP DELL		LCHS		SIDINGS MEDICAL PRACTICE - LCHS		LATITUDE 7490		400022352		3/1/24				SR67100

								NLCCG01262		LAPTOP DELL		LCHS		SIDINGS MEDICAL PRACTICE - LCHS

								LCHS02179		LAPTOP DELL		LCHS		SIDINGS MEDICAL PRACTICE - LCHS

								AGCSU3000550		LAPTOP DELL		LCHS		SIDINGS MEDICAL PRACTICE - LCHS

								AGCSU3000549		LAPTOP DELL		LCHS		SIDINGS MEDICAL PRACTICE - LCHS

								AGCSU3000545		LAPTOP DELL		LCHS		SIDINGS MEDICAL PRACTICE - LCHS

								LCHS03647		LAPTOP DELL		LCHS		SIDINGS MEDICAL PRACTICE - LCHS

										At The Sidings
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KPIs - The Sidings Medical Practice 2022 - FINAL.xlsx
Year 1

				Practice Name:		 																Contract Year		 

				Practice Code:		 																Contract Quarter		 

				Provider Name:		 																Contract Month		1

						 

																								REPORTING MONTH

		Ref. No		KPI		Description		Information source		Performance Band						Payment Band						Weighting		Provider Performance Band for reporting month		Provider Performance Percentage		Weighted Score Calculations						REFERENCE

										A		B		C		A		B		C								A		B		C



		1.0		Patient Experience																						0.00%								

		1.1		For year one - Q1 - The Provider will develop, pilot and run a quarterly patient survey which is representative of the practice list demographics.  

The required sample size must be at least 5% of the patients seen in any appointment mode/type in the previous quarter, with a response rate which is at or above the current Lincolnshire ICS response rate for the GP Patient Survey.    If the response rate is below this, as long as the Provider can evidence they are proactively seeking responses and engaging with patients (including the PPG), using a wide range of engagement methods, the Commissioner will take this evidence into account when determining achievement of thresholds. 
 
The quarterly report must contain the numerator (number of surveys issued) and denominator (number of compled surveys), and include (where necessary) an improvement plan to increase the response rate.

		Survey questions must contain at a minimum -
1. Ease of getting through to someone at the GP practice on the phone
2. Experience of making an appointment
3. Satisfaction with general appointment times available
4. Description of overall experience as good at the GP practice?
5. Speaking/seeing preferred Clinician when they would like to
6. Ease of use of GP online services

		Provider developed patient experience survey														2.0%		0		0%		0%		0%		0%		

		1.2		Q2 - Quarterly patient survey undertaken and reported to Commisssioner.  

The required sample size must be at least 5% of the patients seen in any appointment mode/type in the previous quarter, with a response rate which is at or above the current Lincolnshire ICS response rate for the GP Patient Survey.    If the response rate is below this, as long as the Provider can evidence they are proactively seeking responses and engaging with patients (including the PPG), using a wide range of engagement methods, the Commissioner will take this evidence into account when determining achievement of thresholds. 
 
The quarterly report must contain the numerator (number of surveys issued) and denominator (number of compled surveys), and include (where necessary) an improvement plan to increase the response rate.

				Provider developed patient experience survey														1.0%		0		0%		0%		0%		0%		

		1.3		Q3 - Quarterly patient survey undertaken and reported to Commisssioner. 

The required sample size must be at least 5% of the patients seen in any appointment mode/type in the previous quarter, with a response rate which is at or above the current Lincolnshire ICS response rate for the GP Patient Survey.    If the response rate is below this, as long as the Provider can evidence they are proactively seeking responses and engaging with patients (including the PPG), using a wide range of engagement methods, the Commissioner will take this evidence into account when determining achievement of thresholds. 
 
The quarterly report must contain the numerator (number of surveys issued) and denominator (number of compled surveys), and include (where necessary) an improvement plan to increase the response rate.

Based on 3 quarters patient survey results, the Provider will determine baseline figures upon which to measure improvement in patient experience in Q4.  Additionally, the Provider must draft an improvement plan for discussion and agreement with the Commissioner which will describe the actions being taken to increase patient satisfaction in access to services.				Provider developed patient experience survey														1.0%		0		0%		0%		0%		0%		

		1.4		Q4 - Quarterly patient survey undertaken and reported to Commisssioner. 

The required sample size must be at least 5% of the patients seen in any appointment mode/type in the previous quarter, with a response rate which is at or above the current Lincolnshire ICS response rate for the GP Patient Survey.    If the response rate is below this, as long as the Provider can evidence they are proactively seeking responses and engaging with patients (including the PPG), using a wide range of engagement methods, the Commissioner will take this evidence into account when determining achievement of thresholds. 
 
The quarterly report must contain the numerator (number of surveys issued) and denominator (number of compled surveys), and include (where necessary) an improvement plan to increase the response rate.
				Provider developed patient experience survey		At or above CCG averages OR improved baseline figure by 5% for a minimum of 4 out of 6 questions in the survey		Within 5% of CCG average OR improved baseline figure by 2.5% for a minimum of 4 out of 6 questions in the survey		Within 10% of CCG average OR  improved baseline figure by 1% for a minimum of 4 out of 6 questions in the survey		100%		80%		40%		1.0%		0		0%		0%		0%		0%		1



		2.0		Patient Engagement																						0.00%								

		2.1		For year one - Q1,  The Provider will be given the first quarter to review existing PPG, revise Terms of Reference/membership and establish a more diverse PPG.  

A more diverse PPG will aim to improve patient outcomes via increased levels of patient engagement with the GP Practice in the following areas -

1) Increased levels of Childhood Vaccinations
2) increased levels of Cervical Screening
3) Evidence of proactive outreach to patients resulting in reduced use of Personalised care adjustments in QOF
		To improve patient engagement through a diverse PPG.  Diversity must take into account all of the protected characteristics, and must be fully reflective of the practice poulation ethnicities.  This diversity of the group must aim to include a minimum of 5 patients across diversities which may include age, gender, disability, Eastern European ethnic groups, employment and hard to reach groups. 
A member of practice staff to be responsible for the development and achievement of the PPG.  Meetings to be held quarterly with a staff member in attendance and minutes taken which are published on the practice website. To develop a noticeboard to promote the group and share the work that the group has been involved with. 

Evidence required is a report with 'How am I driving' report shared with Commisssioner to demonstrate improvements in the target areas.  The report should also describe actions taken which demonstrate meaningful patient engagement.
		Provider developed report														1.5%		0		0%

		2.2		For year one - Q2, The Provider will be given this quarter to develop an improvement plan targetting the 3 action areas via more effective patient engagement.  
Improvement plan to be shared with and agreed by Commissioner. 

Q2 How am I drving report to be used as baseline for improvement.				Provider developed report														1.0%		0		0%

		2.3		Q3 - 'Provider developed report with 'How am I driving' report shared with Commisssioner. 

				Provider developed report														1.0%		0		0%

		2.4		Q4 - 'Provider developed report with 'How am I driving' report shared with Commisssioner. 

				Provider developed report		At or above CCG averages OR improved baseline figure by 5% for a minimum of 2 out of 3 target areas		Within 5% of CCG average OR improved baseline figure by 2.5% for a minimum of 2 out of 3 target areas		Within 10% of CCG average OR  improved baseline figure by 1% for a minimum of 2 out of 3 target areas		100%		80%		40%		1.5%		0		0%

																		TOTAL				10.0%





Year 2

				Practice Name:		 																Contract Year		 

				Practice Code:		 																Contract Quarter		 

				Provider Name:		 																Contract Month		1

						 

																								REPORTING MONTH

		Ref. No		KPI		Description		Information source		Performance Band						Payment Band						Weighting		Provider Performance Band for reporting month		Provider Performance Percentage		Weighted Score Calculations						REFERENCE

										A		B		C		A		B		C								A		B		C



		1.0		Patient Experience																						0.00%								

		1.1		For year two, the Q4 result in year one will become the baseline figure for continued improvement in Q1-4 in year 2.

The required sample size must be at least 5% of the patients seen in any appointment mode/type in the previous quarter, with a response rate which is at or above the current Lincolnshire ICS response rate for the GP Patient Survey.    If the response rate is below this, as long as the Provider can evidence they are proactively seeking responses and engaging with patients (including the PPG), using a wide range of engagement methods, the Commissioner will take this evidence into account when determining achievement of thresholds. 
 
The quarterly report must contain the numerator (number of surveys issued) and denominator (number of compled surveys), and include (where necessary) an improvement plan to increase the response rate.

		Survey questions must contain at a minimum -
1. Ease of getting through to someone at the GP practice on the phone
2. Experience of making an appointment
3. Satisfaction with general appointment times available
4. Description of overall experience as good at the GP practice?
5. Speaking/seeing preferred GP when they would like to
6. Ease of use of online services

		Provider developed patient experience survey		At or above CCG averages OR improved baseline figure by 5% for a minimum of 4 out of 6 questions in the survey		Within 5% of CCG average OR improved baseline figure by 2.5% for a minimum of 4 out of 6 questions in the survey		Within 10% of CCG average OR  improved baseline figure by 1% for a minimum of 4 out of 6 questions in the survey		100%		80%		40%		1.25%		0		0%		0%		0%		0%		1

		1.2		Q2 - Quarterly patient survey undertaken and reported to Commisssioner. 

The required sample size must be at least 5% of the patients seen in any appointment mode/type in the previous quarter, with a response rate which is at or above the current Lincolnshire ICS response rate for the GP Patient Survey.    If the response rate is below this, as long as the Provider can evidence they are proactively seeking responses and engaging with patients (including the PPG), using a wide range of engagement methods, the Commissioner will take this evidence into account when determining achievement of thresholds. 
 
The quarterly report must contain the numerator (number of surveys issued) and denominator (number of compled surveys), and include (where necessary) an improvement plan to increase the response rate.				Provider developed patient experience survey		At or above CCG averages OR improved baseline figure by 5% for a minimum of 4 out of 6 questions in the survey		Within 5% of CCG average OR improved baseline figure by 2.5% for a minimum of 4 out of 6 questions in the survey		Within 10% of CCG average OR  improved baseline figure by 1% for a minimum of 4 out of 6 questions in the survey		100%		80%		40%		1.25%		0		0%		0%		0%		0%		1

		1.3		Q3 - Quarterly patient survey undertaken and reported to Commisssioner. 

The required sample size must be at least 5% of the patients seen in any appointment mode/type in the previous quarter, with a response rate which is at or above the current Lincolnshire ICS response rate for the GP Patient Survey.    If the response rate is below this, as long as the Provider can evidence they are proactively seeking responses and engaging with patients (including the PPG), using a wide range of engagement methods, the Commissioner will take this evidence into account when determining achievement of thresholds. 
 
The quarterly report must contain the numerator (number of surveys issued) and denominator (number of compled surveys), and include (where necessary) an improvement plan to increase the response rate.				Provider developed patient experience survey		At or above CCG averages OR improved baseline figure by 5% for a minimum of 4 out of 6 questions in the survey		Within 5% of CCG average OR improved baseline figure by 2.5% for a minimum of 4 out of 6 questions in the survey		Within 10% of CCG average OR  improved baseline figure by 1% for a minimum of 4 out of 6 questions in the survey		100%		80%		40%		1.25%		0		0%		0%		0%		0%		1

		1.4		Q4 - Quarterly patient survey undertaken and reported to Commisssioner. 

The required sample size must be at least 5% of the patients seen in any appointment mode/type in the previous quarter, with a response rate which is at or above the current Lincolnshire ICS response rate for the GP Patient Survey.    If the response rate is below this, as long as the Provider can evidence they are proactively seeking responses and engaging with patients (including the PPG), using a wide range of engagement methods, the Commissioner will take this evidence into account when determining achievement of thresholds. 
 
The quarterly report must contain the numerator (number of surveys issued) and denominator (number of compled surveys), and include (where necessary) an improvement plan to increase the response rate.				Provider developed patient experience survey		At or above CCG averages OR improved baseline figure by 5% for a minimum of 4 out of 6 questions in the survey		Within 5% of CCG average OR improved baseline figure by 2.5% for a minimum of 4 out of 6 questions in the survey		Within 10% of CCG average OR  improved baseline figure by 1% for a minimum of 4 out of 6 questions in the survey		100%		80%		40%		1.25%		0		0%		0%		0%		0%		1

		2.0		Patient Engagement																						0.00%								

		2.1		For year two, the Q4 result in year one will become the baseline figure for continued improvement in Q1-4 in year 2.

Q1 - 'Provider developed report with 'How am I driving' report shared with Commisssioner reporting performance against target areas -

1) Increased levels of Childhood Vaccinations
2) increased levels of Cervical Screening
3) Reduced use of Personalised care adjustments in QOF
		To improve patient engagement through a diverse PPG.  Diversity must take into account all of the protected characteristics, and must be fully reflective of the practice poulation ethnicities.  This diversity of the group must aim to include a minimum of 5 patients across diversities which may include age, gender, disability, Eastern European ethnic groups, employment and hard to reach groups. 
A member of practice staff to be responsible for the development and achievement of the PPG.  Meetings to be held quarterly with a staff member in attendance and minutes taken which are published on the practice website. To develop a noticeboard to promote the group and share the work that the group has been involved with. 

Evidence required is a report with 'How am I driving' report shared with Commisssioner to demonstrate improvements in the target areas.  The report should also demonstrate meaningful patient engagement.
		Provider developed report		At or above CCG averages OR improved baseline figure by 5% for a minimum of 2 out of 3 target areas		Within 5% of CCG average OR improved baseline figure by 2.5% for a minimum of 2 out of 3 target areas		Within 10% of CCG average OR  improved baseline figure by 1% for a minimum of 2 out of 3 target areas		100%		80%		40%		1.25%		0		0%

		2.2		Q2 - 'Provider developed report with 'How am I driving' report shared with Commisssioner. 

				Provider developed report		At or above CCG averages OR improved baseline figure by 5% for a minimum of 2 out of 3 target areas		Within 5% of CCG average OR improved baseline figure by 2.5% for a minimum of 2 out of 3 target areas		Within 10% of CCG average OR  improved baseline figure by 1% for a minimum of 2 out of 3 target areas		100%		80%		40%		1.25%		0		0%

		2.3		Q3 - 'Provider developed report with 'How am I driving' report shared with Commisssioner. 

				Provider developed report		At or above CCG averages OR improved baseline figure by 5% for a minimum of 2 out of 3 target areas		Within 5% of CCG average OR improved baseline figure by 2.5% for a minimum of 2 out of 3 target areas		Within 10% of CCG average OR  improved baseline figure by 1% for a minimum of 2 out of 3 target areas		100%		80%		40%		1.25%		0		0%

		2.4		Q4 - 'Provider developed report with 'How am I driving' report shared with Commisssioner. 

				Provider developed report		At or above CCG averages OR improved baseline figure by 5% for a minimum of 2 out of 3 target areas		Within 5% of CCG average OR improved baseline figure by 2.5% for a minimum of 2 out of 3 target areas		Within 10% of CCG average OR  improved baseline figure by 1% for a minimum of 2 out of 3 target areas		100%		80%		40%		1.25%		0		0%

																		TOTAL				10.0%





Year 3

				Practice Name:		 																Contract Year		 

				Practice Code:		 																Contract Quarter		 

				Provider Name:		 																Contract Month		1

						 

																								REPORTING MONTH

		Ref. No		KPI		Description		Information source		Performance Band						Payment Band						Weighting		Provider Performance Band for reporting month		Provider Performance Percentage		Weighted Score Calculations						REFERENCE

										A		B		C		A		B		C								A		B		C



		1.0		Patient Experience																						0.00%								

		1.1		For year three, the Q4 result in year two will become the baseline figure for continued improvement in Q1-4 in year 3. 

The required sample size must be at least 5% of the patients seen in any appointment mode/type in the previous quarter, with a response rate which is at or above the current Lincolnshire ICS response rate for the GP Patient Survey.    If the response rate is below this, as long as the Provider can evidence they are proactively seeking responses and engaging with patients (including the PPG), using a wide range of engagement methods, the Commissioner will take this evidence into account when determining achievement of thresholds. 
 
The quarterly report must contain the numerator (number of surveys issued) and denominator (number of compled surveys), and include (where necessary) an improvement plan to increase the response rate.


		Survey questions must contain at a minimum -
1. Ease of getting through to someone at the GP practice on the phone
2. Experience of making an appointment
3. Satisfaction with general appointment times available
4. Description of overall experience as good at the GP practice?
5. Speaking/seeing preferred GP when they would like to
6. Ease of use of online services

		Provider developed patient experience survey		At or above CCG averages OR improved baseline figure by 5% for a minimum of 4 out of 6 questions in the survey		Within 5% of CCG average OR improved baseline figure by 2.5% for a minimum of 4 out of 6 questions in the survey		Within 10% of CCG average OR  improved baseline figure by 1% for a minimum of 4 out of 6 questions in the survey		100%		80%		40%		1.25%		0		0%		0%		0%		0%		1

		1.2		Q2 - Quarterly patient survey undertaken and reported to Commisssioner. 

The required sample size must be at least 5% of the patients seen in any appointment mode/type in the previous quarter, with a response rate which is at or above the current Lincolnshire ICS response rate for the GP Patient Survey.    If the response rate is below this, as long as the Provider can evidence they are proactively seeking responses and engaging with patients (including the PPG), using a wide range of engagement methods, the Commissioner will take this evidence into account when determining achievement of thresholds. 
 
The quarterly report must contain the numerator (number of surveys issued) and denominator (number of compled surveys), and include (where necessary) an improvement plan to increase the response rate.				Provider developed patient experience survey		At or above CCG averages OR improved baseline figure by 5% for a minimum of 4 out of 6 questions in the survey		Within 5% of CCG average OR improved baseline figure by 2.5% for a minimum of 4 out of 6 questions in the survey		Within 10% of CCG average OR  improved baseline figure by 1% for a minimum of 4 out of 6 questions in the survey		100%		80%		40%		1.25%		0		0%		0%		0%		0%		1

		1.3		Q3 - Quarterly patient survey undertaken and reported to Commisssioner. 

The required sample size must be at least 5% of the patients seen in any appointment mode/type in the previous quarter, with a response rate which is at or above the current Lincolnshire ICS response rate for the GP Patient Survey.    If the response rate is below this, as long as the Provider can evidence they are proactively seeking responses and engaging with patients (including the PPG), using a wide range of engagement methods, the Commissioner will take this evidence into account when determining achievement of thresholds. 
 
The quarterly report must contain the numerator (number of surveys issued) and denominator (number of compled surveys), and include (where necessary) an improvement plan to increase the response rate.				Provider developed patient experience survey		At or above CCG averages OR improved baseline figure by 5% for a minimum of 4 out of 6 questions in the survey		Within 5% of CCG average OR improved baseline figure by 2.5% for a minimum of 4 out of 6 questions in the survey		Within 10% of CCG average OR  improved baseline figure by 1% for a minimum of 4 out of 6 questions in the survey		100%		80%		40%		1.25%		0		0%		0%		0%		0%		1

		1.4		Q4 - Quarterly patient survey undertaken and reported to Commisssioner. 

The required sample size must be at least 5% of the patients seen in any appointment mode/type in the previous quarter, with a response rate which is at or above the current Lincolnshire ICS response rate for the GP Patient Survey.    If the response rate is below this, as long as the Provider can evidence they are proactively seeking responses and engaging with patients (including the PPG), using a wide range of engagement methods, the Commissioner will take this evidence into account when determining achievement of thresholds. 
 
The quarterly report must contain the numerator (number of surveys issued) and denominator (number of compled surveys), and include (where necessary) an improvement plan to increase the response rate.				Provider developed patient experience survey		At or above CCG averages OR improved baseline figure by 5% for a minimum of 4 out of 6 questions in the survey		Within 5% of CCG average OR improved baseline figure by 2.5% for a minimum of 4 out of 6 questions in the survey		Within 10% of CCG average OR  improved baseline figure by 1% for a minimum of 4 out of 6 questions in the survey		100%		80%		40%		1.25%		0		0%		0%		0%		0%		1

		2.0		Patient Engagement																						0.00%								

		2.1		For year three, the Q4 result in year two will become the baseline figure for continued improvement in Q1-4 in year 3.

Q1 - 'Provider developed report with 'How am I driving' report shared with Commisssioner reporting performance against target areas -

1) Increased levels of Childhood Vaccinations
2) increased levels of Cervical Screening
3) Reduced use of Personalised care adjustments in QOF
		To improve patient engagement through a diverse PPG.  Diversity must take into account all of the protected characteristics, and must be fully reflective of the practice poulation ethnicities.  This diversity of the group must aim to include a minimum of 5 patients across diversities which may include age, gender, disability, Eastern European ethnic groups, employment and hard to reach groups. 
A member of practice staff to be responsible for the development and achievement of the PPG.  Meetings to be held quarterly with a staff member in attendance and minutes taken which are published on the practice website. To develop a noticeboard to promote the group and share the work that the group has been involved with. 

Evidence required is a report with 'How am I driving' report shared with Commisssioner to demonstrate improvements in the target areas.  The report should also demonstrate meaningful patient engagement.		Provider developed report		At or above CCG averages OR improved baseline figure by 5% for a minimum of 2 out of 3 target areas		Within 5% of CCG average OR improved baseline figure by 2.5% for a minimum of 2 out of 3 target areas		Within 10% of CCG average OR  improved baseline figure by 1% for a minimum of 2 out of 3 target areas		100%		80%		40%		1.25%		0		0%

		2.2		Q2 -Provider developed report with 'How am I driving' report shared with Commisssioner. 

				Provider developed report		At or above CCG averages OR improved baseline figure by 5% for a minimum of 2 out of 3 target areas		Within 5% of CCG average OR improved baseline figure by 2.5% for a minimum of 2 out of 3 target areas		Within 10% of CCG average OR  improved baseline figure by 1% for a minimum of 2 out of 3 target areas		100%		80%		40%		1.25%		0		0%

		2.3		Q3 - Provider developed report with 'How am I driving' report shared with Commisssioner. 

				Provider developed report		At or above CCG averages OR improved baseline figure by 5% for a minimum of 2 out of 3 target areas		Within 5% of CCG average OR improved baseline figure by 2.5% for a minimum of 2 out of 3 target areas		Within 10% of CCG average OR  improved baseline figure by 1% for a minimum of 2 out of 3 target areas		100%		80%		40%		1.25%		0		0%

		2.4		Q4 - Provider developed report with 'How am I driving' report shared with Commisssioner. 

				Provider developed report		At or above CCG averages OR improved baseline figure by 5% for a minimum of 2 out of 3 target areas		Within 5% of CCG average OR improved baseline figure by 2.5% for a minimum of 2 out of 3 target areas		Within 10% of CCG average OR  improved baseline figure by 1% for a minimum of 2 out of 3 target areas		100%		80%		40%		1.25%		0		0%

																		TOTAL				10.0%






