	 
 
	Do you have this Community Service?  (please tick all that apply)
	Type of contract: Block, cost/volume, other (please detail)
	Volume of activity (to nearest 1000) for 2021-22 
 
	Volume of activity (to nearest 1000) for 2022-23
 
	Contract Value 2021-22
	Contract Value
2022-23
	Contract Value 2023-24
	How was the service commissioned (full system or PBP), procurement or other means (ie lead provider, provider collaborative, etc)
	What is duration of contract?
	Could you please share your pathway and service specification

	Community MSK
	 Yes
	Cost/Volume
	48,000 
	 58,000
	£0 as contract is based on cost / volume and activity is not guaranteed
	£0 as contract is based on cost / volume and activity is not guaranteed
	£0 as contract is based on cost / volume and activity is not guaranteed
	Procurement
	Information about contract start and end dates can be found at the following link
Lincolnshire Procurement Decisions & Contracts Awarded Register - Localities (icb.nhs.uk).
	
 

	Community MSK
	Yes
	Cost/Volume
	16,000
	18,000
	£0 as contract is based on cost / volume and activity is not guaranteed
	£0 as contract is based on cost / volume and activity is not guaranteed
	£1.5m
	Direct contract award
	1 year 
	


	Community Ophthalmology
	 Yes
	 Cost/volume
	1,000
	20,000
	£1.4m 
	 £6.6m
	 £6.6m
	Direct contract award
	1 year and 3 years
	 

	Community Dermatology
	 Yes
	 Cost / volume
	 2,000
	1,000 
	 209,674
	132,644 
	£0 as contract is based on cost / volume and activity is not guaranteed
	 procurement
	1 year
	
[bookmark: _MON_1746521631] 

	Community Gynaecology
	 Yes
	Cost/volume
	0
	0
	 £0 as contract is based on cost / volume and activity is not guaranteed
	 £0 as contract is based on cost / volume and activity is not guaranteed
	 £0 as contract is based on cost / volume and activity is not guaranteed

	Direct contract award 
	 1 Year
	
 

	Community Vasectomy
	 Yes
	 Cost/volume
	2,000
	2,000
	 397,000
	506,000 
	 £0 as contract is based on cost / volume and activity is not guaranteed
	 Procurement
	 Information about contract start and end dates can be found at the following link
Lincolnshire Procurement Decisions & Contracts Awarded Register - Localities (icb.nhs.uk).
	
[bookmark: _MON_1753511535] 

	Termination of Pregnancy
	 No
	 
	 
	 
	 
	 
	 
	 
	 
	 

	ICB Name:
 
	 NHS Lincolnshire ICB
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A. [bookmark: _Toc343591382][bookmark: _Toc121924321]Service Specifications



		Service Specification No.

		1



		Service

		Musculoskeletal Clinical Assessment and Treatment Service



		Commissioner Lead

		



		Provider Lead

		



		Period

		01 April 2023 – 31 March 2024



		Date of Review

		







		1.	Population Needs



		

1.1 Context



The current GP registered population of Lincolnshire is 730,275 (April 2013).   This is projected to rise to 902,000 by 2033.  



By 2033, all age groups are projected to grow with the largest increase in the group aged 75 and over. This age group is projected to more than double in size (109%) between 2010 and 2033 from 104,000 to 188,000. Estimates or people from non-white British backgrounds living in Lincolnshire show that the numbers have doubled from 3% in 2001 to 6% in 2007. 



Musculoskeletal conditions are often progressive and can often be a major cause of pain, disability and ill-health and can have an impact on independence. Over 200 musculoskeletal conditions affect millions of people including adults, children and older people ranging from all forms of arthritis, back pain and osteoporosis and often the most common reason for repeat consultations with a GP, making up to 30% of primary care consultations (Department of Health, 2006).

To improve care and outcomes for people with musculoskeletal conditions, the Department of Health has developed and published the Musculoskeletal Services Framework (Department of Health, 2006). The Musculoskeletal Service Framework (MSF) vision is that people with musculoskeletal conditions can access high-quality, effective and timely advice, assessment, diagnosis and treatment to enable them to fulfil their optimum health potential and remain independent. This will be accomplished through systematically planned services, based on the service user journey, and with integrated multidisciplinary working across the health economy.  This vision of preventing ill heath, ensuring timely access to services, proving convenient care closer to home and rapid access to diagnostics are  echoed in  High Quality Care for All (Darzi 2008).

1.2 Local Context

Lincolnshire East

LE comprises 26 practices in 3 localities over an area of 2,745 sq. Km (this is larger than Nottinghamshire) its boundaries contain two district councils, East Lindsey and Boston. There is a rural and often isolated population in East Lindsey in the North. In the Skegness and Coast Locality in the middle there is a marked skew to an aged and deprived population and in the Summer there is an enormous transient population.  In the Boston Locality in the South the population is mainly urban and suburban and there has been a large immigration, mainly from Eastern Europe. 74% of its activity goes to United Lincolnshire Hospital's Trust.

The area in general is more deprived than most and the coastal strip in particular is one of the most deprived areas in the country. There is an ever increasing elderly population, particularly in those over 75 years of age - 10.5% of Lincolnshire East's population is over 75 compared with a national average of 7.5% (and the LE over 75 averages is expected to rise to 15.6% by 2025). 

The poorest parts of the locality (and consequently the least mobile) are on the coast, the furthest away from the District General Hospitals of Lincolnshire contributing to the health inequalities of the region. '



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: 

NHS Lincolnshire http://www.lincolnshire.nhs.uk 

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



Introduction

The Commissioners require an excellent high quality patient centered Musculoskeletal interface service which raises the standard of care, which is easily accessible with well-designed pathways.    The aim of the service is to improve the quality of life for those patients with musculoskeletal and joint problems.  

It is expected that patients will be treated quickly, close to home and where possible within a one stop shop service model.    It is envisaged that integrated diagnostics will be made available on site with supported onward referral where appropriate. 

At the centre of the service model will be Innovation and Improvement to ensure that providers are continually striving to provide the best quality care for the local population.  The service must align itself to the Commissioners’ VISION, MISSION and GOALS.  

Our aim is to provide:

· An innovative and improving service 

· Seamless, timely and coordinated pathways  across primary and secondary care 

· A holistic patient centred service

· Integrated Diagnostics

· One Stop Shop where possible

· Improve mobility of all affected by joint and muscle problems who enter the service

· Effective pain management one stop shop with onward referral as necessary

· The MSK CATS must ensure that it aligns itself with the Pain Management community service

· To improve the quality of life and understanding by improving mobility and reducing pain for those patients with musculoskeletal pain. 



The service must :

· Be transparent and accountable

· Promote the one stop model of care

· Be outcome focused

· Adopt a Multi-Disciplinary Team (MDT) approach to ensure shared decision making and reduce unwarranted variation

· Work in partnership with the Lincolnshire health community to further develop this service model and pathways of care 

· Create a learning environment

· Make efficient use of available resources

· Be clinically effective and use evidence based treatment – patient to be seen by the right person at the right time and to receive the right treatment. 

· Be accessible for Lincolnshire East Patients taking into account travel distance, car ownership and public transport issues  

· Be safe, and deliver effective high quality care 

· Ensure that the expected clinical outcomes are delivered in line with the defined service specification.





		3.	Scope



		

 3.1	Aims and objectives of service



The aims of the service is to provide an accessible, comprehensive and confidential assessment, treatment and triage service for musculoskeletal conditions in a community setting for all patients over the age of 18.  The service will cover a range of MSK conditions including spine, upper limb joint, upper limb soft tissue, lower limb soft tissue and lower limb joint. Further details of the conditions and procedures performed by the service are documented in Appendix A.    



The service will be available to those patients who are registered with a GP within Lincolnshire East.

Aims and Objectives are:

· Patients to be treated by the right person, in the right place, first time with the right outcome and satisfaction

· To provide a ‘One Stop Shop’ service where possible for patients with musculoskeletal conditions. The MSK CATS will provide patient centred consultations and arrange appropriate diagnostic tests and interventions at the point of contact. This method of ‘One Stop Shop’ will ensure patient care is effectively delivered through a minimum number of patient contacts. 

· To provide an expert multidisciplinary opinion for patients referred by their GPs, offering an alternative to direct referrals to an outpatient consultant clinic at interface level;

· Provide a screening function for important and remedial conditions and onward refer patients as appropriate; 

· To provide quick and timely access, to diagnostic tests and effective treatments for patients to enable patients to reach their individual treatment goals sooner.  This could include improved quality of life, return to work, or more manageable pain

· MDT approach to include psychological services where these are directly related to MSK conditions 

· To provide improved access and provide services closer to home 

· To reduce waiting times for assessment and deliver treatment to enable patients to reach their individual treatment goals.  This could include an improved quality of life, return to work, more manageable pain;

· Collaboratively support individuals and their carers to develop their knowledge, skills and confidence to care for themselves and their conditions effectively through the implementation of a patient agreement to participate in the treatment programme  

· Improve the patient experience through improvements in patient satisfaction 

· To create a new service for patients registered with member GP practices of the Lincolnshire East Clinical Commissioning Group

· To develop capacity within primary care to offer a wide range of non-surgical alternatives to MSK conditions

· Reduces the need for more costly interventions.  

· To reduce follow-up rates in line with national benchmarks 

· To increase conversion rates for surgery

· Supports medicines optimisation for the Clinical Commissioning Group 

· To provide community focussed services that have a strong emphasis on patient education and self-management, thereby promoting active, healthy lifestyles and reducing recurrence of injury or illness.

· Reduce waiting times for patients and assist in maintaining the target of a maximum 18 week period from referral to treatment 

· The provider will ensure relevant and up to date evidence based information to enable them to manage their condition more effectively and thus through early intervention aiming to reduce avoidable admissions to hospital and lead as independent lives as possible.  This involves returning to work and participating in education where appropriate.  The patients will be provided with appropriate information by the provider.

· All providers to actively manage patient flow through MSK CATS to primary and secondary care to ensure appropriate and timely onward referral to specialist services.  

· To deliver effective treatments/intervention specific to the patient’s clinical needs that reduces the demand on secondary care services and reduces inappropriate direct referrals into Orthopaedics, Rheumatology, Pain Management and neuro surgical services. This will free up capacity to treat patients presenting with more complex symptoms and conditions.   

· Facilitate referral, where necessary, to other primary or secondary care services with agreed referral processes in place which are understood by all 

· Support the development of robust systems for monitoring and clinical audit

· To improve patient safety by ensuring good communication with the patient’s general practitioner  and other treating clinicians, ensuring continuity of care;

· Monitor direct referrals to secondary care and work with acute hospital providers to ensure that non red flags are returned to the GP or sent to the community provider

· Develop agreed models of care and pathways for common musculoskeletal conditions 

· The provider will make best use of information technology 

· Motivated positive staff who consider holistic needs

· Provider to market the service appropriately



3.2	Service description/care pathway



The Commissioners will contract with the provider to deliver the following services to patients registered with general practitioners within Lincolnshire East. If the provider elects to provide services to patients registered outside of Lincolnshire East it will be responsible for agreement of appropriate contracts with the relevant commissioners.



The service shall be for patients aged 18 years and over and will operate 52 weeks of the year, excluding bank holidays.  The Provider shall ensure that some services are provided outside core (Monday to Friday, 9am to 5pm) working hours every week that the service operates.  Clinic utilisation should be monitored by the service provider to identify any variance in demand across the county to ensure the required capacity is delivered within the individual clinics to achieve the agreed waiting time targets.



The services to be delivered under this specification may be grouped together for service delivery purposes as follows: 



· MSK Lower Limbs 

· MSK Upper Limbs 

· Neck, back and pelvis 

· Multiple – a combination of the above 



The referring GP must ensure that when referring a patient the minimum dataset is included within the Referral Pro-forma (Appendix B).  It is mandatory that the GP refers the patient using the agreed Referral Pro-forma. 



The Provider shall describe the process by which triage will be undertaken; the governance arrangements that will confirm the validity of triage outcomes; and the maximum time for the triage of a referral.

Following triage the possible options available should be: 

· Appointment in MSK Clinical Assessment and Treatment Service

· Occupational Therapy (Rehab)

· Podiatry 

· AQP MSK  - Pain and Treatment Service (Physio, Osteopathy, Chiropractitioner 

· Primary Care Surgical Scheme – see Appendix B for list of conditions 

· Secondary Care Services – e.g. Rheumatology, Orthopaedics, Pain Management, and Spinal

· Spinal Assessment

· 2 week waits – (Suspected Cancer refer to red flag guidance  

· Community based Pain Management Service

· Referral to diagnostics in the community if feasible

· Referral back to the GP with advice on treatment in general practice

· Lifestyle interventions – Smoking Cessation, Weight Management and exercise, One You Lincolnshire  

· Social Services 

· Department of Welfare and Pensions 



The Provider should develop a comprehensive range of service user information on musculoskeletal conditions, including advice on self-management, services to access should complication arise outside the normal hours and directing patients to other resources as appropriate.

Agreed procedure for booking appointments and the policy on DNAs and cancellations shall be given to service users.

Information shall be formatted according to the Commissioner’s guidelines and should be made available in different languages as required.

Information shall also be provided prior to service users’ first attendance so that they are fully informed regarding what to expect at their appointment.

The core elements of the patient’s pathway are:

· Stage 1 – Advice, Guidance and Self-Management

· Stage 2 – MSK CATS Admin Triage 

· Stage 3 – MSK CATS Clinical Triage 

· Stage 4 – Clinical assessment

· Stage 5 – Diagnostics and review

· Stage 6 – Treatment with appropriate follow up care

· Stage 7 – Preliminary fit for surgery assessment

· Stage 8 – Onward referral

· Stage 9 – Discharge to referring Clinician with advice



The service required is for the community based provision of assessment, treatment and management of musculoskeletal pain in line with the acceptance and exclusion criteria and service requirements outlined in this specification. 

The service will deliver evidence based interventions. The service will be delivered through a multidisciplinary approach. The provider will ensure that a range of professionals are involved at all points of the MSK CATS pathways. It is expected that these roles may include (but not be exclusive to); Orthopaedic Consultants, GP with Specialist Interest (GPwSI) and Advanced Physiotherapy Practitioner.  It is expected that the service will deliver some consultant led clinics whilst also having access to consultant advice and guidance.



In addition the service will:



· Signpost patients and carers to additional self-help organisations 

· Requirements at each stage of the care pathway 



It is expected that the service provider will contribute to the Lincolnshire Protected Learning Time Programme for GPs on an annual basis in requested.



3.3 Requirements at each stage of the care package 



3.3.1   Advice, Guidance and Self-Management 



The Provider shall supply an Advice and Guidance service to GPs to support their decision making process when considering whether to make a referral. These requests will be made on Choose and Book with a response made within a timeframe to be agreed with the Provider.

It is expected that the provider will facilitate the development of self-management and health promotion material. The purpose of this material will be to empower potential service users to take ownership of their complaint and make necessary life choices to alleviate discomfort and distress. This material will be disseminated across the community through a range of locations  

Patients who do not require surgery should be treated either by their primary care clinician, referred onto existing community based services for example; Physiotherapy, PCSS, Podiatry or alternatively referred to the MSK CATS service for triage, assessment then treatment. 



Details of the conditions and procedures performed by the MSK CATS services are documented in Appendix A. 

Agreed procedure for booking appointments and the policy on DNAs and cancellations will be developed by the service provider and agreed with the commissioner.

Information will be formatted according to the Commissioners guidelines and should be made available in different languages as required. 



Information will also be provided prior to patients’ first attendance so that they are fully informed regarding what to expect at their appointment. 

The provider must encourage patients to be involved in their own care and empower them to take further responsibility for wellness. The provider must provide information to patients (and as appropriate their carers) regarding self-care, in accordance with best practice. Providers must ensure that this is undertaken at the outset and continued throughout the whole package of care and that a self-care management plan is provided to the patient upon discharge from the service.

3.3.2 MSK CATS Admin triage 



The service will triage all referrals on day of receipt (or next working day where receipt on non-working day or after 4:00 pm). 



It is expected that the service will triage all referrals to ensure that the patient is seen by the most appropriate clinician at their first appointment. The provider will ensure that patients referred into MSK have the right referral details provided by their referring clinician and are appropriate for the service. 



Prior to referral the referring clinician shall have completed a minimum level of workup in accordance with accepted best practice and the specific pathway requirements and referral thresholds for the service users’ condition.  The Provider shall work with the Commissioner to define these standards as part of the contract mobilisation process.

3.3.3 MSK CATS Clinical Triage 



Triage is defined as a brief clinical assessment that determines the timing, pathway and sequence of events the referral will take based on a short evaluation of the referral information. The Commissioner requires that this shall be carried out by an appropriately accredited and experienced clinician(s) within the MSK CATS according to specialty or condition specific protocols with governance systems in place to evaluate the impact of triage.  

The Provider shall propose the approach for multidisciplinary triage for agreement with the Commissioner. 

Arrangements must be in place for service users to receive the outcome of the initial triage and to book the next stage of the community service journey if appropriate. The outcome decision shall be sent to the service users’ GP.

Following the triage of a referral, the following options will be available. These options will form the basis of the initial treatment plan for the patient: 

· Diagnosis and treatment including; recommendations regarding treatment to enable the GP to complete the FP10

· Referral for diagnostic investigations including ultrasound, x-ray, MRI, EMG, haematological investigations and microbiological investigations. 

· Referral back to the GP with advice regarding treatment in general practice 

· Referral to other primary care services as clinically appropriate i.e. AQP Physio, Podiatry, Pain Management 

· Referral to and from secondary care outpatient services as clinically appropriate subject to patient choice. 

· Pre-listing assessment for surgery. Ambition for provider to work with local secondary providers to develop a process to allow patients to be directly listed for surgery



If required the provider will contact the GP referrer for further information to validate the referral and if deemed necessary (by exception) contact the patient for telephone triage. GP’s should be able to refer two conditions at once if this is stated in the referral letter and would need to allow additional clinic time for the patient.



If at the point of triage the service considers that a patient has been referred inappropriately e.g. patient may require secondary care led intervention or the patients could be managed within a primary care setting the provider will communicate this to the referring clinician. The provider will deliver a monthly report showing the following: 



· Cases that have been referred onto another provider e.g. secondary care or other primary care provider 

· Red Flag patients/2WW that should have been referred direct to secondary care

· Cases that have been referred back to the referring organisation as they are considered inappropriate. 

· Cases that are assessed and treated through the MSK CATS with details of treatment given 



3.3.4	MSK CATS Clinical Assessment Treatment  



Clinical assessment should be provided as a multi-disciplinary team assessment of a service user to make sure they get a definitive diagnosis and any treatment that is required within waiting time standards agreed in the contract and to standards set out in relevant NICE guidance.  As a guideline all patients must been seen within 3 weeks from the date of referral with any onward referral, if required, made within 6 weeks of the date of the initial GP referral letter.

Providers are required to undertake an initial face to face assessment appointment for all patients. During this appointment the provider will assess whether it is an appropriate referral and whether the patient would benefit from treatment within the MSK CATS care package. The patient’s expectations, aspirations and goals should also be assessed. 



Patients have to take responsibility for engaging in the treatment plan and be willing to adopt the recommendations of the clinicians in order to improve their health and wellbeing.  The provider is to develop an agreement to be shared with patients to ensure that the principles of patient led care are put first.  



During this appointment the patient will confirm that they are willing to proceed with the treatment plan.  



On clinical assessment the provider will complete the following which will be condition dependent. See Appendix A– List of Conditions Treated, 



· Medical assessment 

· Medication review ( although any changes to medication need to be made by the GP)

· Physical health assessment 

· Motivation and commitment to self-managed care

· Functional assessment including the impact on the patient’s day to day life

The initial assessment must also include assessment and communication to the patient of the likely natural history of the referred condition including a mutual agreement of treatment aims. All providers must be able to identify these obstacles and be able to work with patients towards overcoming them. Any functional disability needs to be identified as part of the initial assessment. 

For accepted referrals a Patient Reported Outcomes Measure pre-treatment questionnaire will be completed by the patient at the time of initial assessment

The main outcomes of clinical assessment will be:-

Stage 5 – Diagnostics and review

Stage 6 – Treatment within community services

Stage 7 – Fit for surgery assessment

Stage 8 – Onward referral with Choice being offered to the service user

Stage 9 – Discharge to referring clinician with advice.

3.3.5 Diagnostics and Review

The term ‘diagnostics’ refers to any investigative tests or imaging carried out to aid and support the identification and extent of the service user’s condition. Where indicated these tests shall be requested by the MSK CATS prior to the initial clinical assessment where agreed as part of the pathway agreed by the Commissioner and Provider.  

The MSK CATS provider will work in partnership with other organisations to provide alternative diagnostic tests for their patients and would be expected to gain sufficient access to electronic diagnostic test results thereby improving efficiency and reducing waste.  Access to diagnostic test results will also be shared between the provider and the referring clinician.  It is expected that the provider will implement methods of effectively sharing these diagnostic test results through an IEP image sharing portal.  It will also be expected that the provider will familiarise themselves with the various General Practice computerised systems that support electronic transfer  of letters and diagnostic tests back into the GP Practice.



It is expected that the provider will work in partnership with the stakeholders to develop protocols which will facilitate onward referrals.  This will ensure that the patient flows seamlessly through their care pathway receiving care at the right time by the right professional and receive the right treatment with the right outcome appropriate for that patient’s care.   



3.3.6 MSK CATS Treatment  follow-up attendances 



Any treatment offered as part of the package of care must have robust evaluated clinical evidence.  The procedures/treatments to be included are:



· If required diagnostics should include the appropriate:



X-rays, MRI/CAT scanning, ultrasound scanning, appropriate blood test investigations, microbiological investigations and EMG.  A comprehensive direct access protocol will be developed by the provider to facilitate/enable referrals to Diagnostics.



· A working diagnosis, treatment plan and if required prescribing of any medication.  A treatment plan will be developed which will set out functional goals specific to the individual patient needs.  The methods of treatment will include, but are not limited to the following:



· Peripheral joint and soft tissue injections excluding spinal facet joints (refer to the Appendix A).  Joint aspirations can be carried out if required.



· Advanced clinical therapy to include specialised physiotherapy





· The appropriate occupational therapy intervention to facilitate a speedy recovery especially those requiring to go back to work.  Preferably this must link into the Department of Work and Pensions (DWP) programme.



· In the CAT Service a back clinic (acute and chronic) must be offered to include Extended Scope Physiotherapist, Occupational Therapist, psychologist and any other Health Care Professional that would benefit the service.    It is expected that a holistic approach will be adopted by the MDT to include a psychological and employment assessment.



· If required referral to other appropriate services (Secondary Care Providers such as voluntary/community groups such as self-care networks/local health partnerships) should be considered if they are to meet the needs of the patient.



· Referral back to the General Practitioner with advice on treatment, discharging the patient from the service to continue treatment in general practice.



· It will be envisaged that the Provider will work with Secondary Care Providers creating appropriate partnerships and collaboration.  The provider will establish links with Secondary Care to work towards direct listing and placing a patient on the appropriate surgery list, following an initial assessment and work-up of that patient. 



The Service provider will need to ensure that they align themselves to the Community Pain Management Service, to ensure that seamless pathways of care are developed to allow patients to be directly referred into the pain management service.



The Provider is expected to deliver patient care through a “One-Stop Shop” method, where possible and carry out the appropriate diagnostic tests to be completed at the first contact.  



The Provider will deliver patient contact with a streamlined patient journey (please see the appropriate pathways), to ensure that each consultation has a clear objective and that follow-up appointments are clinically appropriate and the patients do not experience unnecessary delays waiting for diagnostic tests and intervention.



The number of follow ups will be dependent on the patient’s clinical condition and response to treatment.  Should the patient require physiotherapy as part of their treatment plan Care UK will provide up to 3 physiotherapy sessions as part of the patient pathway with no additional charge.



3.3.7 Fit for Surgery 

The objectives of fit for surgery assessments in the MSK CATS are to:

· Ensure that service users offered a choice of secondary care provider and have had the appropriate workup in line with the Pro-forma (Appendix C) Decision Aid will be worked through with the patient to ensure that patients are willing to go ahead with the procedure

· Ensure that the service user understands the nature, aims and expected outcome of surgery

· Offer the opportunity for direct listing for surgery wherever possible.



The Provider should agree the fit for surgery health assessment process with local secondary care providers to agree protocols for direct listing and making sure that service users do not experience duplicate assessments. It shall include treatment and discharge planning so will involve liaison with the relevant local authority, primary and community care services to ensure that the right services are in place at the right time.

The Commissioners recognise that for some procedures a further ‘consenting’ appointment may be carried out by the chosen secondary care provider near to the date of surgery to ensure fitness for anesthesia.

The potential outcomes of a fit for surgery assessment are: 

· Service User does not want surgery – refer back to originating referrer with the outcome of clinical assessments, diagnostics and fit for surgery assessment.

· Currently unfit for surgery due to health issues that can be corrected within a short timeframe – refer back to originating community healthcare professional for a treatment plan agreed with clinician

· Fit for surgery – onward referral to secondary care.



3.3.8  Onward Referral 

Onward referral requires the service user to be offered the choice of referral to a provider for treatment or interventions that are not available within CATS because of:  

· Urgency

· Multiple pathologies

· Complexity

· Overnight stay required

· Service/procedure not available within/not suitable for MSK CATS



Consequently, all service users referred onwards from the MSK CATS service to secondary care, or to other community or primary care services, must have a full care transfer plan that has also been provided to the referring clinician, and includes:

· Full assessment with summary of findings;

· The results of all tests together with diagnostic images and fit for surgery assessment;

· Recommended procedure(s) or diagnostics where appropriate;

· Full information about any recommended procedure(s)



The Provider shall make arrangements to offer the service user a choice of secondary care provider.

If the Provider needs to make a direct onward referrals to secondary care they shall include a completed “inter-provider” transfer (IPT) form to enabling tracking of the national 18 week referral to treatment target.  The IPT of a service user should be an exceptional event that will be reviewed in contract meetings. 

Patients who require additional physiotherapy (above the 3 physiotherapy sessions to be provided by Care UK) a referral to an AQP physiotherapy provider of the patients choice will be made.  Care UK will provide a clear recommendation of the number of sessions that might be required/ timeframe for recovery.



Patients who have previously received NHS funded physiotherapy within the previous 12 months for the same clinical condition are not eligible for re-referral into AQP physiotherapy until a clinical justification has been made following assessment by a Care UK clinician (such as an ESP).  The details of this justification for physiotherapy re-referral is to be included within the onward referral.

3.3.9 Discharge Planning 

Patients should be discharged from the service when the desired clinical outcomes have been reached and/or it is deemed that a patient could derive no further benefit from continuing the course of treatment. Patients should be invited to complete the post-treatment PROM questionnaire and patient experience questionnaire at this stage.

The provider will supply a discharge summary to the patient, and their GP within the timescales prescribed within the contract. 

Discharge summary will include the following mandatory information:

· Diagnosis 

· Treatment Plan/ Intervention 

· Details of clinical outcomes/expectations 

Optional fields – condition specific :

· A copy of the individual care plan – to include self-care 

· Investigations – e.g. Diagnostics completed by this service 

· Details of any recommended changes in medication  - clearly marked 

· Details of treatment given to date 

· Any additional recommendations, including the conditions for re-referral to the same or another service

It is a requirement of all providers to ensure that at the end of their NHS-funded treatment patients are discharged promptly from the care of the provider and GPs are informed. If a patient re-presents within 12 months, with the same problem and requests a further consultation the patient should be treated if it is not within 12 months the patient must be referred back to the GP.



The provider will be responsible for ensuring that the referring GP and patient is sent an electronic discharge summary letter outlining the diagnosis, investigations, treatment plan, recommended changes to medication (including changes to therapy) and patient advice. This will be sent electronically to the referring GP within 24 hours of attendance.  It is expected that the provider takes the necessary measures to integrate with existing IM&T system to communicate discharge summaries. 



If a patient is under the care of the MSK CATS and requires a referral to an acute hospital, the provider will ensure that the patient has been offered a choice of provider and is referred using the Choose and Book system or other electronic means. If the Choose and Book System is not available referrals may sent by the GP via the NHS Net e-mail account.   The provider will ensure that they have the appropriate systems and processes in place to accept referrals.  



The provider will ensure a discharge summary letter (as outlined above) is sent to the provider with the referral and that the patient’s GP is informed of the referral and reasons for referral. 



If surgery is required, the provider will work in partnership with secondary care to ensure patients can be directly listed for surgery. In these cases the patient must still be offered a choice of provider. The provider will deliver the necessary pre-assessments and ‘work up’ in the community. 



If, following triaging of a referral, the triaging clinician is of the opinion that the patient should be referred directly to another provider; the provider will ensure that the patient has been offered a choice of provider and is referred using the Choose and Book system or other electronic means. The original referring clinician will be notified of the reason(s) the referral should have been made directly to an alternative provider. 



3.3.10  Did Not Attend (DNA)

It is in the providers’ interest to ensure they have mechanisms in place to minimise the number of patients who fail to attend pre-arranged appointments with this service. If a patient fails to attend an appointment they should be offered one further appointment.  

Should the patient fail to attend this appointment they may be discharged from the service at the provider’s discretion. 



3.4	Population covered

The Service will be sensitive to individual patient needs, including gender, age, culture, and religious beliefs. Specifically the provider will offer a preferred gender of professional where appropriate e.g. for religious or cultural reasons.



3.5	Any acceptance and exclusion criteria and thresholds



Refer to Appendix B Pro-forma 



3.6 Exclusion Criteria

Patients who meet any of the following conditions are not appropriate for referral and therefore are not covered in this service:

· Suspicions of serious pathology or presence of red flags – should be referred urgently to secondary care or as per locally agreed pathways;

· Suspicion of cancer unless part of a cancer treatment plan;

· Do not meet referral criteria;

· Children under the age of 18 years of age;

· Not registered with a GP or whose permanent residence is not in Lincolnshire East

· Women who are pregnant where the proposed treatment may have an adverse effect on the pregnancy; (over 35 weeks pregnant)

· Who require specialist treatment out with the scope of the specification;

· Who do not want to be referred or who are not willing to comply with  treatment plans;

· Who have been referred for the same problem within the past 6 months, who did not benefit from the intervention;

· With deteriorating neurological conditions or who require specialist neurological rehabilitation; and

· Requiring rehabilitation post-surgery where this should be part of a package of care.

· Who require emergency treatment 

· With post-operative or post traumatic complications 

· Who require a second surgical opinion 

· Housebound Patients  

· With cancer related pain

· Registered on the violent patient scheme  

· That are severely disabled and bed/chair fast

· Those with medically unexplained symptoms presenting with muscular skeletal pain



3.7	Interdependence with other services/providers

The provider is expected to work within the Lincolnshire Health Economy. Partners within this pathway include (not limited to):

· United Lincolnshire Hospitals Trust (ULHT)

·  Lincolnshire Community Health Services NHS Trust (LCHST)

· Lincolnshire Partnership NHS Foundation Trust (LPFT) 

· Lincolnshire AQP MSK Providers

· GPs

· Lincolnshire podiatry services – LCHST

· Podiatric Surgery 

· Social Care Providers

· Voluntary Care organisations

To ensure the patient experiences a seamless pathway of care the provider must work collaboratively with the commissioner, primary care and secondary care providers to deliver services in an organised and cohesive manner, and to reduce sequential waits between services within the pathway. Where appropriate, the provider must demonstrate effective links with other statutory providers and voluntary sector organisations.

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.



Upon initial receipt of referral (as well as throughout the course of treatment) the provider should contact the patient’s GP for information that is appropriate and relevant to the referral and patient’s care.



The service will be dependent on referrals from primary and acute care professionals and the development of good working relationships with all local acute hospitals, community services and voluntary organisations. 



Developing shared care pathways and joint working across primary and secondary care to enable but not limited to direct listing for surgery. 





		4.	Applicable Service Standards



		

4.1	Applicable national standards (e.g. NICE)





4.2	Applicable standards set out in Guidance and/or issued by a competent body (e.g. Royal Colleges) 



1. Department of Health. The Musculoskeletal Services Framework. A joint responsibility: doing it differently (2006)

2. Department of Health. Equity and excellence: Liberating the NHS (2010)

3. NHS Future Forum. NHS Future Forum Recommendations to Government (2011).

4. http://www.dh.gov.uk/en/Publicationsandstatistics/Publications/PublicationsPolicyAndGuidance/DH_127443

5. Department of Health. Liberating the NHS: Legislative framework and next steps (2011)

6. Department of Health. Government response to the NHS Future Forum report (2011)

7. http://www.dh.gov.uk/en/Publicationsandstatistics/Publications/PublicationsLegislation/DH_127868

8. Health and Social Care Bill 221 2010-2012, as amended on recommittal, 18.07.2011.

9. http://services.parliament.uk/bills/2010-11/healthandsocialcare/documents.html

10. Department of Health. The NHS Outcomes Framework 2011/2012 (2010)

11. National Institute for Health and Clinical Excellence. Clinical Guideline 79

12. Rheumatoid arthritis The management of rheumatoid arthritis in adults (2009)

13. National Institute for Health and Clinical Excellence. Clinical Guideline 59. Osteoarthritis. The care and management of osteoarthritis in adult (2008)

14. National Institute for Health and Clinical Excellence. Clinical Guideline 88. Low back pain: Early management of persistent non-specific low back pain (2009)

15. Department of Health. The functions of GP commissioning consortia: a working document.

16. http://www.dh.gov.uk/en/Publicationsandstatistics/Publications/PublicationsPolicyAndGuidance/DH_124979

17. Department of Health. Principles and Rules for Cooperation and Competition (2010)

18. National Institute for Health and Clinical Excellence. Biological Drugs for the treatment of inflammatory disease in rheumatology, dermatology and gastroenterology. Commissioning Guide, 2010.

19. Department of Health. Let’s Get Moving Commissioning Pathway (2009)

20. The King’s Fund. Perceptions of patients and professionals on rheumatoid arthritis care (2009)

21. Department of Health. Elective Care Commissioning Pathways. Inflammatory Arthritis.

22. http://www.dh.gov.uk/en/Publicationsandstatistics/Publications/PublicationsPolicyAndGuidance/DH_121431

23. 18. Barlow J, Turner A, Swaby L et al. An 8-yr follow-up of arthritis self-management programme participants.

24. Rheumatology (Oxford). 2009 Feb; 48(2):128-33. Epub 2008 Nov 26.

25. Reeves D, Kennedy A, Fullwood C et al. Predicting who will benefit from an Expert Patients Programme self-management course. Br J Gen Pract. 2008 Mar;58(548):198-203

26. Expert Patients Programme Community Interest Company. Self-Care Reduces Costs and Improves Health - The

27. Evidence, 2010. Available at http://www.expertpatients.co.uk/

28. Andreae-Jones SA, Cowlard J, Taylor M, Taylor A. Challenging pain in the community. A pilot study to assess the effectiveness of a brief lay-led self-management education programme for patients with chronic pain. Presented at the annual meeting of the European League Against Rheumatism (2008).

29. Delivering  Quality and Value - Focus On : Musculoskeletal Interface Services  (Institute for Innovation and Improvement)

30. Expert Opinions in Rheumatology Issue 2 - The PCR Society Guide to Commissioning Musculoskeletal Services Sept 2011

 

4.3	Applicable local standards



4.3.1 Referral Categories 



The service will accept patients who have being assessed to be suitable to attend. Referrals will be accepted from GP’s and secondary Care Providers.



Referrals will be via Choose and Book. The provider will develop, in conjunction with the primary care professionals a referral protocol to include agreed required minimum dataset which the GP must complete prior to referral.



The procedure for booking appointments at the MSK CATS will be set out by the provider and will operate in a way that improves access to the service, ensures patients have a positive experience of booking an appointment and minimises the number of DNAs (Did Not Attend). 



4.4  Continuous Improvement/Innovation

There are key expectations of providers around continuous improvement, with the focus that providers will engage their patients and review their services periodically to sustain efficient, effective and high quality services. In particular:



4.4.1. Service Improvement 

Service Improvement:

· Providers are expected to review and implement changes in service provision in the light of current clinical research to ensure that they are providing the most effective packages of care.

· Providers should also demonstrate how they have already developed and improved their services through innovation.

· Providers are required to participate in and support research undertaken across all of the areas covered by this service.

· Providers are required to produce an annual integrated governance report to share with the commissioner and agree any improvement plans

· Demonstrate engagement with an integrated care model

· Clinical audit 



4.4.2 Patient Engagement 



The provider will work with patient groups to gain feedback on the acceptability of the service and will take action based on the findings. Evidence of actions taken in response to patient feedback will be submitted to the commissioners through the contract monitoring process. The service will be expected to be delivered across all localities in Lincolnshire East  with the ability to respond flexibly to demand in specific localities, increasing or decreasing capacity of clinics 

4.5 Hours of operation 



The provider will ensure that some services are provided outside core (9am to 5pm) working hours every week that the service operates. Service will operate 52 weeks of the year excluding bank holidays. 



· Early clinics (8 am to 9 am)

· Afternoon  ( 5pm to 8pm )

· Saturdays and Sundays.



The provider will need to ensure that premises agreements with the landlord facilitate extended access.



The provider must provide regular clinic sessions at each location to ensure the following are met: 

· Patient choice in terms of location and timing of appointments (this may require extended or weekend opening) 

· Waiting times are within 3 weeks for routine appointments 

· Clinicians provide clinics with sufficient regularity to meet Department of Health requirements for maintaining levels of competency. 



The service must be able to respond flexibly to demand in specific localities increasing or decreasing capacity accordingly to maintain patient choice of location and meet acceptable waiting times. 



4.6 Equality and Diversity



The Equality Act 2010 replaces the previous anti-discrimination laws with a single Act making it easier for people to understand.  It also strengthens the law in important ways, to help tackle discrimination and inequality. The Public Sector Equality Duty, which came into effect on 5 April 2011, sets out the responsibilities a public authority must undertake in order to ensure an environment that fosters good relations between persons of differing protected characteristics. Protected characteristics under the Equalities Act 2010 are age, disability, gender reassignment, pregnancy and maternity, race, religion or belief, sex, sexual orientation. The Equality Duty has three aims. it requires public bodies to have due regard to the need to:

· eliminate unlawful discrimination, harassment, victimisation and any other conduct prohibited by the Act;

· advance equality of opportunity between people who share a protected characteristic and people who do not share it; and

· Foster good relations between people who share a protected characteristic and people who do not share it.

· 

Commissioners should have regard to the Public Sector Equality Duty when commissioning services for patients. For more information, please visit the Department of Health website and search for 'Equality and Diversity'.

· Ensure information is available for patients, in a range of formats and languages appropriate to the local population. The information should include the outline of the services, together with patient information leaflets giving details about their clinical conditions and any treatment advice.



See Local Quality section 25 for more for more information on any contractual sanctions.



4.6.1 Equality Impact Assessment 



In line with a robust Equality Impact Assessment the service will ensure accessibility for all groups of users



4.7 Whole System Relationships 2.9



The Commissioners will work at the interface between primary and secondary care. The service will integrate a range of clinicians from primary and secondary care providers and established community providers who will work within a range of locations. This collaborative approach to patient care will develop and sustain good relationships, ensure that the skills set reflects patient and service need, provide a high quality service and optimise working relationship between primary and secondary care. 



4.8 Marketing and Promotion of Services

The provider will undertake communication activity and marketing campaigns in order to promote the NHS funded service. This will include producing marketing materials, information and literature relating to the service. Both the commissioner and the provider have the right to approve content of such materials. Materials may include posters, information sheets or electronic media on accessing the service.

In relation to the NHS branding, marketing and promotion of services, the Provider will comply with the terms and conditions of the contract.





		5.	Applicable quality requirements and CQUIN goals



		

5.1 Applicable quality requirements (See enclosure below & Schedule 4 Parts A-D) 





5.2 Applicable Local Incentive Scheme achievement targets (See above enclosure & Schedule 4 Part E) 



CQUIN Not applicable



5.3 Clinical Governance 

The provider will demonstrate that there are clear organisation governance systems andstructures, with clear lines of accountability and responsibility. The provider will ensure clinical and corporate governance processes are in place to include:

· Clinical governance lead (if appropriate to providers organisation)

· Incident reporting

· Infection control

· Series Untoward Incident (SUI) / Patient Safety Incident (PSI) reporting and analysis

· Quality assurance

· Clear policies to manage risk and procedures to identify and remedy poor professional performance

· Evidence of peer and patient review and action taken



Identify a governance lead, with responsibility for all alerts generated from the Central Alerting System. Risk management must include the reporting of all clinical incidents to the NPSA anonymously and have a broadcasting system to all health professionals within the service regarding NPSA, MDA and medication alerts. The provider must demonstrate the evidence on how this mechanism functions.  A governance framework should stipulate the operational management, resources and identify staff numbers, title and WTE. Information governance toolkit must demonstrate level 2 and above.



The provider must ensure the safe delivery of clinical services providing a leadership structure and governance that is fit for purpose. The provider will be expected to promote a culture of learning within its organisation ensuring the following are provided:

Clinical leadership;

Integrated governance;

Clinical safety and medical emergencies;

Incident reporting.

Management and reporting of Serious Incidents requiring Investigation as per NPSA guidelines (2010),



5.4 Integrated Governance 



Risk Management (Effective Risk Management  processes supported by appropriate electronic systems)



5.5 Complaints 



The provider must:

· Have a formal complaints policy and procedures through which patients can raise issues with the service

· Endeavour to resolve any complaints directly with the patient, and only escalate to the commissioner if the complaint cannot be resolved directly

· Adhere to local commissioner policies and procedures regarding complaints, including the need to inform the commissioner of all complaints

· Respond to complaints in line with the NHS complaints procedure and the relevant statutory regulatory body



5.6 Audits 

The provider must notify the commissioner of the result of any audit undertaken by any regulating body, or any other NHS commissioner.

The provider must 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.



5.7 Workforce standards

The provider must describe and demonstrate that their workforce are qualified to provide this service, and how they will assure commissioners of their competency to practice both at the time of contract letting, and throughout the contract life.

As per the NHS contract terms and conditions, providers must regularly and systematically review their professional practice in line with the professional standards as set out by their regulating body and be able to demonstrate how they assure this through regular review and/or appraisals. A report of any review or appraisal that takes place, including recommendations and any requirements for retraining, should be available to the commissioners upon request.

Each provider must encourage and allow for their staff to undertake Continued Professional Development consistent with the requirements of their professional regulator.

The provider must ensure that the following levels of supervision are provided to the clinical staff team:

· Management supervision

· Clinical supervision

· Safeguarding supervision

The provider must include the following roles (these do not need to be undertaken by different people):

· Service manager responsible for ensuring a high quality of clinical practice by all practitioners within the service, including necessary supervision of more inexperienced or junior staff and that all staff, including subcontractors, meet the requirements as set out in the service specification and the NHS Terms & Conditions

Caldicott guardian responsible for ensuring compliance with all information governance requirements.



The provider will ensure the appropriative staffing levels to cover the delivery of services in all instances; specifically in relation to this specification relates to the posts of Named Nurse, Named & Designated Doctor, and Examinations for suspected neglect, physical & sexual abuse.



All Staff will hold the appropriate qualification.

 

Registered practitioners will hold relevant and current registration, possessing competence and skills in line with their specific role; which needs to be evidenced and supervised. The service should demonstrate an appropriate skill mix with all levels of staff holding relevant and current qualifications suitable to the role. 

The provider will ensure a robust structure for clinical leadership, with clinical organisational lines of accountability at the same level in the organisation. 



Clerical and administration need a good understanding of the sensitive and confidential nature of work, receive relevant ‘in-house’ training to effectively inform their role. Customer care skills training recommended. 



All staff will receive an appropriate induction; have access to mandatory and statutory training annual appraisal/review and personal development planning 

All staff employed or engaged by the provider are informed and aware of the standard of performance they are required to provide. 



All staffs are trained in line with any national/professional recommendations. 



The provider will ensure that staff participate in regular clinical supervision 

Staff performance is routinely monitored and that any remedial action is taken where levels of performance are not in line the agreed standard of performance. 

5.9 Out of Scope

Patient transport arrangements do not form part of this service specification. Patients will be expected to make their own transport arrangements to the provider for treatment. Those patients who are entitled to assistance with transport under existing NHS arrangements will be able to access this as described below:

Healthcare travel costs scheme

Travel costs will only be reimbursed through the Healthcare Travel Costs Scheme – see http://www.dh.gov.uk/en/Publicationsandstatistics/Publications/PublicationsPolicyAndGuidance/DH116383 



· Patients will be informed of how to obtain reimbursement through the healthcare travel costs scheme before they attend any appointments

· Escorts or carers will only be able to claim where the GP or other healthcare professional involved in the claimants care has confirmed that their attendance is necessary

Patient Transport System (PTS)



Patients who have a medical need for ambulance transport will be able to have transport provided by the (PTS). Patients eligible for PTS are those:

· Whose medical condition is such that they require the skills or support of PTS staff on/after the journey and/or when it would be detrimental to the patient’s condition or recovery if they were to travel by other means.

· Whose medical condition impacts on their mobility to such an extent that they would be unable to access healthcare and/or it would be detrimental to the patient’s condition or recovery to travel by other means.

· Who are recognised as a parent or guardian, where children are being conveyed. PTS could also be provided at the discretion of the provider to a patient’s escort where their particular skills and/or support are needed e.g. vulnerable adults or children or to act as a translator.



5.9 Equipment  

Medical Equipment – As appropriate, policies to be in place to demonstrate assurance of Patient safety, adequate storage, Staff training and, where appropriate, decontamination of all medical equipment.

All equipment (including consumables) will be purchased, owned and maintained through the provider, and replacement of equipment will be the responsibility of the provider.  Unless the equipment is provided under the premises agreement and is included in the lease/licence arrangements.







		6.	Location of Provider Premises



		

It is the obligation of the provider to secure premises for service delivery.  The provider has the opportunity to 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).

The providers must ensure that the premises used are safe and suitable for the delivery of this service. The service must be provided in a geographically convenient, easily accessible location which:

· Complies with health and safety legislation

· Has good disability access

· Has appropriate waiting and treatment areas

· Is appropriately furnished and equipped with necessary equipment

· Is of the highest level of cleanliness and hygiene

· Complies with local and national infection control requirements 

· Is easily accessible via public transport.



The service will be community based in locations across the Lincolnshire East localities offering choice to patients in terms of location and opening times including extended working days and weekends. The service must be able to respond flexibly to demand in specific localities increasing or decreasing capacity accordingly to maintain patient choice of location and meet acceptable waiting times. 



Services are currently delivering in 7 locations across the Lincolnshire East locality as a minimum commissioners would expect the service to be delivered in the following areas:



· North Hykeham, Lincoln

· Louth

· Skegness

· Boston

· Mablethorpe

· Old Leake

· Wragby





		7.	Individual Service User Placement



		













APPENDIX A

List of conditions 

		

		SPINAL

		

		

		

		

		



		

		

		

		

		

		

		



		

		MECHANICAL BACK PAIN

		]

		 

		

		

		



		

		FACET JOINT OSTEOARTHRITIS

		]

		LOWER

		

		

		



		

		DISCOCENTRIC PAIN 

		]

		

		

		

		



		

		SCIATICA

		]

		 

		

		

		



		

		SPINAL STENOSIS

		

		

		

		

		



		

		SACROILEITIS & PAIN

		

		

		

		

		



		

		COCCYDYNIA

		

		

		

		

		



		

		 

		

		

		

		

		



		

		PIRIFORMIS SYNDROME

		

		

		

		

		



		

		 

		

		

		

		

		



		

		CERVICAL SPONDYLOSIS - FACET/DISCOCENTRIC

		]

		 

		

		

		



		

		RADICULOPATHY (ASSESSMENT)

		]

		

		

		

		



		

		CERVICAL / THORACIC OA

		]

		UPPER

		

		

		



		

		SCOLIOSIS / KYPHOSIS (POSTURAL)

		]

		

		

		

		



		

		SCAPULO-THORACIC (SHOULDER)

		]

		 

		

		

		



		

		 

		

		

		

		

		



		

		MSK CHEST PAIN

		

		

		

		

		



		

		COSTOCHONDRITIS

		

		

		

		

		



		

		STERNO-COSTAL

		

		

		

		

		



		

		COSTO-VERTEBRAL

		

		

		

		

		



		

		

		

		

		

		

		



		

		LOWER LIMB

		

		

		

		

		



		

		

		

		

		

		

		



		HIP

		OSTEOARTHRITIS

		

		

		

		

		



		 

		TROCHANTERIC BURSITIS

		

		

		

		

		



		 

		ADDUCTOR TENDONITIS (GROIN STRAIN) GILMORES

		

		

		

		

		



		 

		ISCHIAL BURSITIS

		

		

		

		

		



		 

		MYALGIA PARAESTHETICA (ESP)

		

		

		

		

		



		 

		ILIO-TIBIAL TRACT SYNDROME

		

		

		

		

		



		

		







		

		

		

		

		



		KNEE

		OSTEOARTHRITIS

		

		

		

		

		



		 

		PATELLO-FEMORAL SYNDROME (ANTERIOR KNEE PAIN)

		

		

		

		

		



		 

		PATELLA TENDONITIS

		

		

		

		

		



		 

		KNEE EFFUSION

		

		

		

		

		



		 

		PRE / INFRA PATELLA BURSITIS

		

		

		

		

		



		 

		PES ANSERINE BURSITIS

		

		

		

		

		



		 

		LIGAMENT INJURY - CRUCIATE / COLLATERAL

		

		

		

		

		



		 

		MENISCAL INJURY & CYST

		

		

		

		

		



		

		

		

		

		

		

		



		ANKLE

		LIGAMENT INJURY - MEDIAL / LATERAL COLLATERAL

		

		

		

		

		



		↓

		OSTEOARTHRITIS

		]

		

		

		

		



		TARSAL

		ACHILLES TENDONITIS

		]

		

		

		

		



		TUNNEL

		TIBIALIS POSTERIOR TENDONITIS 

		]

		

		

		

		



		SYNDROME

		PERONEAL TENOSYNOVITIS

		]

		

		

		

		



		 

		EFFUSION

		]

		

		

		

		



		↑

		

		

		

		

		

		



		FOOT

		PLANTAR FASCIITIS

		

		

		

		

		



		 

		PES PLANUS

		

		

		

		

		



		 

		METATARSALGIA

		

		

		

		

		



		 

		MORTONS NEUROMA

		

		

		

		

		



		 

		OSTEOARTHRITIS - SUBTALAR / MIDFOOT

		

		

		

		

		



		

		

		

		

		

		

		



		

		UPPER LIMB

		

		

		

		

		



		

		

		

		

		

		

		



		SHOULDER

		SUBACROMIAL IMPINGEMENT

		

		

		

		

		



		↓

		ROTATOR CUFF TENDONITIS

		

		

		

		

		



		 

		ROTATOR CUFF TEAR

		

		

		

		

		



		 

		OSTEOARTHRITIS GLENO-HUMERAL

		

		

		

		

		



		ESP

		ACROMIO-CLAVICULAR OA

		

		

		

		

		



		 

		ADHESIVE CAPSULITIS (FROZEN SHOULDER) 

		

		

		

		

		



		 

		SHOULDER INSTABILITY

		

		

		

		

		



		 

		BICEPS TENDONITIS

		

		

		

		

		



		

		



		

		

		

		

		



		ELBOW

		LATERAL EPICONDYLITIS

		]

		

		

		

		



		 

		MEDIAL EPICONDYLITIS

		]

		

		

		

		



		 

		OLECRANON BURSITIS

		]

		

		

		

		



		 

		OSTEOARTHRITIS

		]

		

		

		

		



		

		

		

		

		

		

		



		WRIST

		OSTEOARTHRITIS

		]

		

		

		

		



		↓

		DE QUERVAINS TENOSYNOVITIS

		]

		

		

		

		



		 

		TENOSYNOVITIS (REPETITIVE STRAIN)

		]

		

		

		

		



		 

		CARPEL TUNNEL SYNDROME (NCS) (SCORING)*

		

		

		

		

		



		↑

		

		

		

		

		

		



		HAND

		TRIGGER FINGER / THUMB

		]

		

		

		

		



		 

		 

		]

		

		

		

		



		 

		OSTEOARTHRITIS:

		]

		

		

		

		



		 

		INTER-PHALANGEAL JOINT

		

		

		

		

		



		 

		METACARPAL-PHALANGEAL JOINT

		

		

		

		

		



		 

		TRAPEZO-METACARPAL (BASE OF THUMB)

		

		

		

		

		



















SCHEDULE 2 



–



 



THE SERVICES



 



 



A.



 



Service Specifications



 



 



Service Specification No.



 



1



 



Service



 



Musculoskeletal Clinical Assessment and 



Treatment Service



 



Commissioner Lead



 



 



Provider Lead



 



 



Period



 



01 



A



pril 2023 



–



 



31 March 2024



 



Date of Review



 



 



 



1.



 



Population Needs



 



 



1.1



 



Context



 



 



The current GP registered population of Lincolnshire is 730,275 (April 2013).   



This is projected to rise to 902,000 by 2033.  



 



 



By 2033, all age groups are projected to grow with the largest increase in the 



group aged 75 and over. This age group is projected to more than double in size 



(109%) between 2010 and 2033 from 104,000 to 188,000. Estimates or people 



from non



-



white British 



backgrounds living in Lincolnshire show that the numbers 



have doubled from 3% in 2001 to 6% in 2007. 



 



 



Musculoskeletal conditions are often progressive and can often be a major cause 



of pain, disability and ill



-



health and can have an impact on 



independence. Over 200 



musculoskeletal conditions affect millions of people including adults, children and 



older people ranging from all forms of arthritis, back pain and osteoporosis and 



often the most common reason for repeat consultations with a GP, mak



ing up to 



30% of primary care consultations (Department of Health, 2006).



 



To improve care and outcomes for people with musculoskeletal conditions, the 



Department of Health has developed and published the Musculoskeletal Services 



Framework (Department of He



alth, 2006). The Musculoskeletal Service 



Framework (MSF) vision is that people with musculoskeletal conditions can access 



high



-



quality, effective and timely advice, assessment, diagnosis and treatment to 



enable them to fulfil their optimum health potential



 



and remain independent. This 



will be accomplished through systematically planned services, based on the service 



user journey, and with integrated multidisciplinary working across the health 



economy.  This vision of preventing ill heath, ensuring timely ac



cess to services, 



proving convenient care closer to home and rapid access to diagnostics are  



echoed



 



in  High 



Quality Care for All (Darzi 2008).



 



1.2 Local Context



 



Lincolnshire East
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Service Specification No.  1  


Service  Musculoskeletal Clinical Assessment and  Treatment Service  


Commissioner Lead   


Provider Lead   


Period  01  A pril 2023  –   31 March 2024  


Date of Review   


 


1.   Population Needs  


  1.1   Context     The current GP registered population of Lincolnshire is 730,275 (April 2013).    This is projected to rise to 902,000 by 2033.       By 2033, all age groups are projected to grow with the largest increase in the  group aged 75 and over. This age group is projected to more than double in size  (109%) between 2010 and 2033 from 104,000 to 188,000. Estimates or people  from non - white British  backgrounds living in Lincolnshire show that the numbers  have doubled from 3% in 2001 to 6% in 2007.      Musculoskeletal conditions are often progressive and can often be a major cause  of pain, disability and ill - health and can have an impact on  independence. Over 200  musculoskeletal conditions affect millions of people including adults, children and  older people ranging from all forms of arthritis, back pain and osteoporosis and  often the most common reason for repeat consultations with a GP, mak ing up to  30% of primary care consultations (Department of Health, 2006).   To improve care and outcomes for people with musculoskeletal conditions, the  Department of Health has developed and published the Musculoskeletal Services  Framework (Department of He alth, 2006). The Musculoskeletal Service  Framework (MSF) vision is that people with musculoskeletal conditions can access  high - quality, effective and timely advice, assessment, diagnosis and treatment to  enable them to fulfil their optimum health potential   and remain independent. This  will be accomplished through systematically planned services, based on the service  user journey, and with integrated multidisciplinary working across the health  economy.  This vision of preventing ill heath, ensuring timely ac cess to services,  proving convenient care closer to home and rapid access to diagnostics are   echoed   in  High  Quality Care for All (Darzi 2008).   1.2 Local Context   Lincolnshire East  
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		Service

		Community Dermatology 



		Commissioner Lead

		NHS Lincolnshire ICB, East Locality 



		Provider Lead

		DMC



		Period

		April 2023 – March 2024



		Date of Review

		March 2020





		1.	Population Needs



		

1.1 	National context and evidence base

The current GP registered population of Lincolnshire is 764, 287 (April 2014).  This is projected to rise to 902,000 by 2033.



By 2033, all age groups are projected to grow with the largest increase in the group aged 75 and over. This age group is projected to more than double in size between 2010 and 2033 from 104,000 to 188,000. Estimates of people from non-white British backgrounds living in Lincolnshire show that the numbers have doubled from 3% in 2001 to 6% in 2007. 



This service is for the delivery of a community-based dermatology service for the patients of NHS Lincolnshire ICB, East locality (population 244, 731), as an alternative to hospital-based outpatients.  The specification supports best practice in the delivery of community dermatology services and sets out the requirements for both service delivery and development.



The service should enable the delivery of:

· Responsive and patient centered care

· High quality and safe care

· A dermatology service, available in the community with equitable access

· A service within the principal of “no delays” and well within 18 week referral to treatment standards



Referrals to dermatology services are rising nationwide as a consequence of increasing population numbers, frequency of skin cancers, improved treatments, and changing attitudes to skin conditions.  



The key drivers for the development of this service are to provide a local, more accessible and cost effective service for patients, as set out in documents such as: 



· Our Health, Our Care Our Say; A New Direction for Community Services” (DH, January 2006)

· Skin Condition in the UK – Healthcare Needs Assessment 2009, Schofield et al

· British Association of Dermatologists - Recommendation for a Community Dermatology Service Specification (2011)

· Improving Outcomes for People with Skin Tumours including Melanoma (2010) Evidence Update October (2011)

· Model of Integrated Service Delivery in Dermatology Workforce Group (2007)

· Ambitions for Health DOH (2008)

· Care Closer to Home Strategy 2016-2021

· Providing care for patients with skin conditions: guidance and resources for commissioners DH (2008)

· Everyone Counts: Planning for Patients 2014/15 to 2018/19

· Lincolnshire Joint Operational Plan

· GP Forward View

· Lincolnshire STP

· Right Care



1.2 1.2       Local Context



Lincolnshire East locality is a group of 25 practices across the ICB, all working together to improve the delivery of healthcare to improve the health of our population.



A retrospective analysis of over 250 dermatology referrals from primary care to secondary care had demonstrated that a significant proportion of these patients could be dealt with in a community setting.  



1.2.1 	Summary Statistics



· This locality has 25 practices.



· Beacon Medical Practice

· Binbook Surgery

· Caistor Health Centre

· East Lindsey Medical Group

· Greyfriars Surgery

· Hawthorn Medical Practice

· James Street Family Practice

· Kirton Medical Centre

· Liquourpond Surgery

· Marisco Medical Practice

· Market Rasen Surgery

· Marsh Medical Practice

· Merton Lodge Surgery

· Old Leake Medical Centre

· Parkside Medical Centre

· Spilsby Surgery

· Stickney Surgery

· Swineshead Surgery

· Tasburgh Lodge Surgery

· The New Coningsby Surgery

· The North Thoresby Surgery

· The Sidings

· Horncastle Medical Group

· The Wragby

· Woodhall Spa New Surgery



· The total registered population in June 2017 is approximately 245,000 

· The ICBs registered patients live in 3 different upper tier Local Authorities.

· This ICBs main acute provider is United Lincolnshire Hospitals NHS Trust.



1.2.2 Key challenges facing Lincolnshire 

· Changing demographics for Lincolnshire (inward migration, an increasing birth rate, ageing population, health inequalities, extreme rurality and poor public transport infrastructure) places challenge upon public and community services. 

· Public perceptions and expectations of public sector services 

· Economic and health inequalities related to low-wage economies (whether urban or rural) 

· Children’s health and lifestyles e.g. breast-feeding, accidents and injuries, smoking, sexual health, mental health and obesity

· Poor transport and highways infrastructure. 



An ageing population over the next 20 years will provide challenges in relation to:

· Long term conditions, residential and hospital care and mental health, most notably dementia. 

· Inequalities for people with disabilities, including those with learning disabilities. 

· Disease prevention relating to smoking, alcohol and obesity 



		2.	Outcomes



		

2.1	NHS Outcomes Framework Domains & Indicators



		Domain 1

		Preventing people from dying prematurely

		[image: C:\Program Files\Microsoft Office\MEDIA\OFFICE12\Bullets\BD21301_.gif]



		Domain 2

		Enhancing quality of life for people with long-term conditions
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		Domain 3

		Helping people to recover from episodes of ill-health or following injury

		



		Domain 4

		Ensuring people have a positive experience of care

		[image: C:\Program Files\Microsoft Office\MEDIA\OFFICE12\Bullets\BD21301_.gif]



		Domain 5

		Treating and caring for people in a safe environment and protecting them from avoidable harm
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2.2	Local defined outcomes



Lincolnshire East locality require an excellent high-quality patient-centred community dermatology service which raises the standard of care, is easily accessible and with well-designed pathways.  



The service will provide assessment, triage and treatment in one discrete episode of care, where possible, thereby promoting the “one stop shop” service model and that patients will be treated expediently and closer to home.  



The service excludes two-week wait and tier four patients. The service includes all other routine and urgent referrals.  



The clinical scope of the proposed Consultant-delivered community dermatology service includes, but is not limited to: 



· Inflammatory skin disease (acne, eczema, psoriasis) unresponsive to GP treatment

· Premalignant skin lesions such as solar keratosis or Bowen’s disease

· Low risk BCCs of less than 2cm on trunks and limbs in line with NICE guidance Mild to moderate non-scarring acne, un-responsive to routine treatment in primary care 

· Acne requiring isotretinoin, where the prescribing will be the responsibility of the provider

· Diagnosis, investigation and management of other chronic rashes in adults

· Diagnosis, investigation and management of mild-moderate dermatoses and skin lesions in children aged six and over

· Conditions of hair, scalp, and nails

· Management and advice, including follow-up, of skin cancer conditions treated in secondary care, by agreement between the provider and our current secondary care providers

· Assessment and advice for discrete skin lesions requiring diagnosis, including the further development of a teledermatology service



The service must:



· Be transparent and accountable

· Promote the one stop model of care

· Be outcome focused

· Make efficient use of available resources

· Be clinically effective and use evidence based treatments

· Ensure that the patient is to be seen by the right person, at the right time, and receive the right treatment. 

· Be accessible for patients taking into account travel distance, car ownership and public transport issues  

· Be safe, and deliver effective high quality care 

· Ensure that the expected clinical outcomes are delivered

· Ensure Histology Reports and onward referrals adhere to national clinical guidelines 





		3.	Scope



		 

3.1	Aims and objectives of service



The aim of the service is to provide assessment, triage and treatment for dermatological conditions which can be treated in a safe and effective way in the community for all patients over the age of 6.



To enhance the level of dermatology services available in the community to the patients of the 25 constituent practices of Lincolnshire East locality in line with the operational plan of the organisation, with clinics to be held across the locality ensuring that patients have choice of location and have their first appointment within an agreed timescale. (4 weeks) 

· During peaks in demand, NHS Lincolnshire ICB will expect the provider to provide extra clinic capacity in the most appropriate location, depending on patient flows.  

· Ensure that appropriate onward referral processes to secondary care are in place, in line with national clinical guidance and evidence-based best practice, with an onward referral rate of no more than 5%



· Up-skill referring GPs through guidance, education and feedback.



· Enrich patient experience by improving access via reduced waiting and travelling times to this service, thereby demonstrating a more equitable access to treatment 

· Deliver effective treatment/intervention, specific to the patient’s clinical needs, that reduces the demand on secondary care services



· To provide a single discrete episode of care, a “one-stop shop” where possible, however the service will include ongoing management and follow up where clinically indicated 



· To have a clear strategy to enable the increased use of Teledermatology through an agreed schedule of targeted practices to ensure population coverage of at least 25% within 6 months of contract extension. 



· Direct listing for the removal of BCCs (incorporating the use of teledermatology).



3.2	Service description/care pathway



This is a service that aims to provide GPs with expertise in the community setting, and to manage dermatological conditions outside of a secondary care setting.  



The service will have the capacity, resources and competencies required to provide dermatological triage, assessment and treatment in the community in either a clinic setting or via teledermatology.



The service will meet all clinical and corporate governance standards expected of an NHS provider and be CQC regulated.    

  

It is anticipated that patients with the following type of dermatological problems will be assessed and managed by the Consultant-delivered community service.  Please note that this list is not exhaustive 



· Inflammatory skin disease (acne, eczema, psoriasis) unresponsive to GP treatment

· Premalignant skin lesions such as solar keratosis or Bowen’s disease

· Low risk BCCs on trunks and limbs of less than 2cm in line with NICE guidance Mild to moderate non-scarring acne, un-responsive to routine treatment in primary care 

· Acne requiring isotretinoin, where the prescribing will be the responsibility of the provider

· Diagnosis, investigation and management of other chronic rashes in adults

· Diagnosis, investigation and management of mild-moderate dermatoses and skin lesions in children aged six and over

· Conditions of hair, scalp, and nails

· Management and advice, including follow-up, of skin cancer conditions treated in secondary care, by agreement between the provider and our current secondary care providers

· Assessment and advice for discrete skin lesions requiring diagnosis, including the development of a teledermatology service



Exclusions – please see 3.5 Acceptance and exclusion criteria



If a patient requires appropriate onward referral to secondary care, the service provider will refer the patient as appropriate, via NHS e-referrals, offering the patient choice of location and provider within national clinical timescales.  



Prescriptions for, and monitoring of, isotretinoin will be the responsibility of the provider. All other prescriptions will be the responsibility of the referring GP.



Follow-up appointments will be offered as clinically appropriate.  If a patient is re-referred with the same condition within 3 months of original treatment the provider will not be paid for the second episode of care.



The service provider will inform the referring GP by letter, or via SystmOne, of the outcome of the consultation by the end of the next working day.  The provider will provide the GP and the patient with both the outcome and the care plan.  



Should the provider receive a referral for a patient who requires care which cannot be provided in a community setting, the provider will onward refer to secondary care within national clinical timescales.



Robust patient management processes need to be in place to ensure onward referral into secondary care is undertaken within 48 hours of receipt of referral.  The GP will be informed by the provider that the patient has been referred into secondary care and the reasons for this.  



3.2.1   Referral to Treatment Times (RTT)



All providers should be reminded that the ‘Referral date’ in RTT is the date the referral is received by the provider.



RTT waits must be recorded and monitored by the provider to achieve a 4 week wait for all referrals.

  

4 weeks is necessary to allow 14 weeks for the patient to have an outpatient appointment, diagnostic and receive treatment within the 18 week RTT waiting time target as set in secondary care, should they need to be referred on.



60% of patients should be seen, treated and discharged within 4 weeks from the date the referral is received excluding patients on Isotretinoin.



80% of patients should be seen, treated and discharged within 6 weeks from the date the referral is received excluding patients on Isotretinoin



All referrals should be seen, treated and discharged within 8 weeks from the date the referral is received, excluding patients on Isotretinoin.



Review and Booking of Referrals



The decision to refer in to the service is made by the patient’s GP.  



Referrals will be sent to the provider via NHS e-referral.  The service must appear on NHS e-referral with a postcode local to Boston, Louth and Skegness.  Any telephone number provided to the patient must be a local number.



The service will be indirectly bookable via NHS e-referral, with the patient being offered choice of location and time for their appointment, in the most appropriate clinic for their reason for referral.  The referral letter/proforma must be attached at point of referral, at the same time as the UBRN is created. 



The referring GP is responsible for ensuring that up to date and complete patient contact information is provided with the referral, including mobile telephone number.  



The provider will be responsible for reviewing all referrals into their service and ensuring that the patient is booked into the most appropriate clinic for their reason for referral. 

Referrals will be accepted in line with the NHS Lincolnshire ICB referral policy and acceptance criteria set out in 3.4 of this Service Specification.

For patients who cancel 24 hours before their appointment, the provider is expected to contact the patient within 3 working days of their original appointment and offer them a second appointment within 2 weeks.

The provider is expected to manage referrals to reduce DNAs.  

For patients who DNA, the provider will not receive payment, and may send the referral back to the referrer.  If the patient DNA’s twice they will be removed from the list.  This is in line with the local acute providers DNA policy. The provider will work closely with NHS e-referrals staff and Lincolnshire ICB to ensure that any delays experienced by patients in accessing treatments are avoided and evidenced.

Patient Delays

GPs should ask patients about their availability before they refer, however, should the provider receive a referral where the patient is unable or unwilling to be seen within 6 weeks, this should be sent back to their GP with a note explaining why. The patient needs to be re-referred via their GP when they are fit, willing and able to be seen within the 6 week timeframe.



Avoiding Empty Slots

Providers should operate a reminder call/text service to contact patients a few days before an appointment to ensure all slots are used.  The provider should fill empty slots from cancellations by pulling patients forward from later slots. They should not hold referrals back from booking appointments ‘on reserve’ to fill such gaps.



2 Week Waits

Where the provider believes the referral should be categorised as a ‘two week wait’, they shall refer on to secondary care as such within 1 working day. The provider will contact the patient’s GP to inform them of the referral within 1 working day of the referral being made and ensure that the patient’s GP contacts the patient to discuss the referral. The provider will provide the patients GP with any necessary information to assist with the discussion with the patient.



Teledermatology

For the teledermatology element of the service referrals will be made via NHS e-referral “Advice and Guidance.”  

Upon review of the image, there will be three outcomes:

1. Offer the GP advice and guidance on managing the patient’s condition in primary care

2. Arrange for the patient to be seen in a community dermatology clinic for treatment.  This could include direct listing for lesion removal. 

3. Refer the patient directly to secondary care.

The provider will perform the review and complete the appropriate action as detailed in 1, 2 and 3 above within 2 working days of receipt of the referral.  







3.2 Treatment Function and Clinic Staffing



The provider will fully manage the episode of care from referral into the service through to discharge from the service.  The provider will operate a “One-Stop Shop” see and treat discrete episode of care, where possible and appropriate.  



During the community dermatology clinic, at the same time, and on the same site, there shall be minor surgery, led by a suitably qualified and accredited clinician.  



The provider shall carry out a full dermatological history, examination and treatment as appropriate.  



The provider may perform:

· Biopsy

· Lesion removal



The provider will ensure that informed written consent has been taken and documented in the notes for any procedure performed on any patient.  



The provider will ensure that all tissue removed is sent for histology, and that they act on the results accordingly.



The provider is responsible for notifying the patient’s registered GP of the histology report, and any onward referral, if required.



The provider will be responsible for arranging follow up appointments for patients, where appropriate, as part of the agreed tariff.



Patients shall be seen by either:

· Consultant Dermatologist

· An accredited GP with a Special Interest (GPwSI) in dermatology 

· A dermatology specialist nurse

· An Associate Specialist in dermatology



NHS Lincolnshire ICB require that there be a consultant dermatologist onsite and in the clinic, for all clinics.  



The provider shall ensure that there is at least one health-care assistant present at all clinics. 



The provider shall ensure that they have the capacity to manage service demand and staffing issues to ensure there are no clinic cancellations.   



The provider shall ensure that there is sufficient secretarial and administrative support for all clinicians and health care support workers.  



3.2.1 Prescribing



The service is expected to prescribe Isotretinoin.  All other prescriptions will be the responsibility of primary care.  The provider may wish to provide a sample of a dermatological cream where appropriate.  



The provider will discuss any prescription with the patient, including why it is being prescribed, how to use it, and what circumstances would require them going back to their GP.  



3.2.2 Onward Referral

Where the provider identifies the patient requires secondary care for a non-2WW episode of care, they will offer the patient appropriate choice of provider and location, and complete the referral.  Any patient that requires a referral to secondary care where there is a possibility of malignancy must be seen within clinical timescales relating to 2WW.

It is expected that the onward referral rate would be no more than 5% for non-2WW patients.

3.2.3 Discharge 

When treatment is complete, the provider will discharge the patient back to the referring practice. 

The provider will be responsible for ensuring that the referring GP and patient are sent a typed discharge summary letter and care plan outlining in clear user friendly language and format to include:

· Reason for Referral

· Diagnosis

· Investigations

· Treatment Plan

· Follow up care after surgery

· Medications

· Any patient advice or recommendations following surgery

· A named point of contact and telephone number should any questions or concerns need to be raised after discharge



This will be sent to the referring GP no later than three working days after discharge, preferably in an electronic format, via SystmOne.



A copy will also be provided to the patient.  



The reason for referral, investigations, and diagnosis will be recorded and provided to Lincolnshire ICB on a regularly basis as part of the development of the service.  



The provider will be responsible for providing the patient with a certificate should they need to be off work for any period of time.



The provider will provide standard form patient information leaflets regarding specific conditions including advice on self-care where appropriate. 



The provider must meet the needs of patients for whom English is not their first language and provide information leaflets in a range of languages that reflect local need. If the patient has learning disability, sight or hearing impairment the provider must provide information in different formats. 



3.2.4 Accreditation



All clinicians who provide this service must be registered with the relevant professional body.  It is the provider’s responsibility to ensure this and Commissioners reserve the right to request to view accreditation on an ad hoc basis.  



3.3 Population covered



The service will cover all patients who are registered permanently or temporarily with a practice within Lincolnshire East locality.

The service will be sensitive to individual patient needs, including language, gender, age, culture, sexual orientation and religious beliefs. Specifically, the provider will offer a preferred gender of professional where appropriate, for example, for religious or cultural reasons.  It will work with both carers and patients. 



3.4 Acceptance and exclusion criteria



Acceptance Criteria



The referring GP must ensure that when referring a patient there is sufficient information for the provider to assess the referral. 



As a minimum this must include:

· Patient Name

· Patient Address

· Patient contact telephone number

· Date of Birth

· NHS Number

· Reason for referral 

· Relevant medical history and any medications



The provider will reject the referral if the information is not complete and inform the referring GP and the NHS e-referrals team.



Exclusion Criteria



Patients who meet any the following conditions are not appropriate for referral and therefore not covered by this service:



· Patients who are not permanently/temporarily registered in NHS Lincolnshire ICB, East locality

· Urgent 2WW cancer referrals

· High risk BCC (head and neck, recurrent, infiltrative, greater than 2cm, immunocompromised patient)

· Phototherapy and patch-testing

· Non-malignant lymphoedema (refer to community lymphoedema)

· Patients under 6 years old 

· Acute/widespread/severe/worrying rashes (severe eczema, psoriasis, erythrodema, bullous disorders, drug eruptions)

· Severe inflammatory skin disease requiring non-conventional therapy

· Procedures detailed under the Low Priority Procedures list, where criteria exists these should be adhered to or prior approval is required 









3.5  Interdependence with other services/providers



The provider is expected to work within the Lincolnshire Health Economy. Partners within this pathway include (but are not limited to):



· NHS e-referrals team within the Arden & GEM Commissioning Support Unit (AGEMCSU)

· Secondary care providers e.g. United Lincolnshire Hospital Trust (ULHT) and North Lincolnshire and Goole (NLAG)

· GPs

· Nurse Practitioners

· Pathlinks departments

· Other services as required from time to time, including the Community Surgery Scheme 



To ensure the patient experiences a seamless pathway of care the provider must work collaboratively with the commissioner, primary care and secondary care providers to deliver services in an organised and cohesive manner, and to reduce sequential waits between services within the pathway. 

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)



1. Department of Health, Programme Budgeting Data 2008-09pa

2. Department of Health. Equity and excellence: Liberating the NHS (2010)

3. Department of Health. Liberating the NHS: Legislative framework and next steps (2011)

4. Health and Social Care Bill 221 2010-2012, as amended on recommittal, 18.07.2011.

5. Department of Health. The NHS Outcomes Framework 2011/2012 (2010)

6. Department of Health. Principles and Rules for Cooperation and Competition (2010)

7. Accessible Information Standards: https://www.england.nhs.uk/ourwork/accessibleinfor/



4.2.1 Applicable standards set out in Guidance and/or issued by a competent body (e.g. Royal Colleges) 



· Quality Standards for Dermatology: Providing the Right Care for People with Skin Conditions http://www.bad.org.uk/Portals/_Bad/Quality%20Standards/Dermatology%20Standards%20FINAL%20-%20July%202011.pdf 

· Relevant NICE guidance (for example in relation to psoriasis)

· Low Priority Procedure Policy



4.3	Applicable local standards



4.3.1 Communications, Marketing and Engagement

The provider will have printed patient information leaflets in a variety of languages for distribution to the GP practices, and will continue to engage with practices on an individual basis with regard to all aspects of the service where required.



4.3.2 Continuous Improvement/Innovation

Providers are expected to review and implement changes in service provision based on clinical research.



4.3.3 Patient Engagement 



Patient feedback, evidence and actions taken in response to feedback will be discussed with NHS Lincolnshire CCG during monthly meetings.  





		5.	Applicable Quality Requirements and CQUIN goals



		5.1	Refer to Contract Particulars





		6.	Location of Provider Premises



		

Skegness and District General Hospital

Dorothy Avenue, Skegness, PE25 2BS



The Sidings Medical Practice 

14 Sleaford Road, Boston, PE21 8EG
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1.0 Introduction

Like all other public services, NHS and social care resources are likely to be significantly constrained
over the coming years. Working with patients and the public we need to find new, more efficient ways
to care effectively for our population and to make difficult choices about where we invest resources to
deliver the greatest benefit.

As the statutory body responsible for NHS spend and performance within the Lincolnshire system, it is
imperative that NHS Lincolnshire Integrated Care Board (the ICB) seeks to maximise value for money
and the number of patients treated within a sustainable financial envelope. This means only evidence-
based, clinically effective services will be commissioned.

The ICB does not expect to make significant decisions outside this process and, does not expect to
commit significant new resources in year to the introduction of new healthcare technologies (including
drugs, surgical procedures, public health programmes) since to do so risks ad hoc decision making and
can destabilise previously identified priorities.

1.1 Background

The Procedures of Limited Clinical Value (PLCV) policy was introduced in Lincolnshire in 1995, this
ensured that the NHS only commissioned evidence-based and clinically effective services. The
introduction of the Community Surgical Scheme (CSS) continued the move towards using the allocated
budget effectively in a community setting.

The Evidence-based Interventions programme (EBI) is an initiative led by the Academy of Medical
Royal Colleges to improve the quality of care. Following a review of the EBIs (November 2020), this
policy has been revised in line with this: aomrcebi — Evidence-based interventions

This policy is reviewed periodically. This approach is aligned to the national Right Care Programme
NHS RightCare (england.nhs.uk)

1.2 Policy Statement

The document sets out to make explicit the position of the ICB about which treatments will or will not be
commissioned from providers and the criteria and thresholds to be applied. This should be read in
conjunction with the ICB’s Individual Funding Requests Commissioning Policy, which further sets out
the processes to be followed should a healthcare provider wish to undertake a treatment, or where a
clinician wishes to refer to a healthcare provider, which is not commissioned to provide the treatment.

Treatments and services referred to in this policy should not be undertaken or provided without prior
approval being obtained or as indicated. Where prior approval has not been appropriately obtained,
then any treatments or services provided will not have been legitimately delivered and will not be paid
for by the ICB. The list is not exhaustive, and it should not be assumed if something is not included in
this policy that the treatment may be undertaken.

Treatments which fall under the remit of NHS England do not form part of this policy. The ICB reserves
the right to challenge activity and requires the provider to correct charging. If a provider undertakes one
of the procedures contained within this policy that requires prior approval and has not gained approval
the commissioner will not pay for the procedure. If a provider undertakes one of the procedures
contained within this policy that requires retrospective audit and is found not to meet the criteria when
the audit is undertaken commissioners will not pay for the procedure.
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2.0 Purpose

The contents of the ‘Prior Approval Policy’ forms part of the contract between the ICB and all providers
for the registered population of Lincolnshire as defined in Who Pays? Determining which NHS
commissioner is responsible for commissioning healthcare services and making payments to providers
NHS England » Who Pays?

3.0 Scope

This policy applies to all staff members, including the ICB Board Members and practice representatives
involved in the ICB’s policy-making processes, whether permanent, temporary or contracted-in (either
as an individual or through a third-party supplier). This policy should be read in conjunction with the
ICB’s Individual Funding Requests (IFR) Commissioning Policy for detailed guidance on all the
processes and procedures for Prior Approvals and IFRs.

3.1 Dissemination

This policy will be distributed to all healthcare providers, in primary and secondary care, as it will set
out what will and will not be commissioned.

3.2 Resource implication

There are no additional costs incurred through commissioned services in relation to the implementation
of this policy.

4.0 Roles & Responsibilities

The strategic responsibility for the implementation, delivery, monitoring, and review of the Prior
Approval Policy is the ICB. The operational responsibility for the management and delivery of the policy
sits with the Individual Funding Request Service, provided by NHS Arden & Greater East Midlands
Commissioning Support Unit (Arden & GEM CSU) as designated by the ICB.

5.0 Principles applied to treatments for which Prior
Approval should be requested

In line with National Health promotion messages and the Health Education England messages, in
making every contact count, the ICB policy is to promote the message that individuals can make
changes to their own lifestyle which will significantly reduce the risk of ill health in the long and short
term not just in relation to a referral for any elective treatments. We therefore actively encourage the
promotion of stop smoking services, weight management opportunities and alcohol support services as
part of all contacts for primary and secondary health services. Support for health, wellbeing, lifestyle
changes, weight management and to stop smoking is available to Lincolnshire patients through One
You Lincolnshire Home | One You Lincolnshire

This policy sets out, as indicated, treatments which should not be provided on one or more of the
following grounds:

Poor or unproven clinical effectiveness

Poor or unproven cost effectiveness

Availability of more appropriate treatment alternatives

Incompatibility with the core purposes and priorities of the NHS

High-cost treatments where only small numbers meeting specific criteria would benefit

It further sets out what treatments can be provided and who is authorised to provide them.
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5.1  Prior Approval process to be followed

The responsibility to request prior approval resides with a referring healthcare professional. The Prior
Approval process is detailed within the ICB’s IFR Commissioning Policy: Examples below:

Prior approval is required
o Where a patient requires treatment in secondary care for which prior approval is required, then the
referring healthcare professional should ensure the criteria is met and prior approval is obtained.

Prior approval not required

¢ Where a patient requires treatment in secondary care for which prior approval is not required, but
treatment must be undertaken in line with the criteria, then the referring healthcare professional
should ensure the criteria is met, but prior approval is not required.

Individual Funding Request
o Where a consultant in secondary care receives a referral asking for a review and/or clinical opinion
of a patient, if the consultant determines the patient requires treatment that does not meet criteria
listed in the Prior Approval Policy or is not a commissioned treatment, then an Individual Funding
Request (IFR) should be completed using the IFR form, setting out the case of need and the clinical
evidence of effectiveness.
¢ For an IFR request to be considered, it must first be demonstrated that the patient fulfils the strict
criteria for exceptionality. Determination of this focuses on the following:
¢ Are there any clinical features of the patient’s case which make the patient significantly
different to the general population of patients with the condition in question at the same
stage of progression of the condition?
¢ Would the patient be likely to gain significantly more benefit for the requested intervention
that might be normally expected for the general population of patients with the condition at
the same time of the progression of the condition?

Medical Opinion
¢ Where a healthcare professional wishes to refer to secondary care for a medical opinion only, then
prior approval is not required.

Retrospective Requests

e Should the occasion arise where a treatment for which prior approval is required and is undertaken
without said prior approval the ICB will not retrospectively fund the treatment. Please note the ICB
reserves the right to audit providers against the criteria set out within this policy and any treatment
provided outside of the policy criteria will not be funded.

NICE Guidance

e Any treatment that is not listed within the Prior Approval Policy for which there is NICE Guidance,
and the treatment is being delivered in line with the NICE Guidance, then prior approval for funding
would not be required. Where the proposed treatment is outside of NICE Guidance, then an IFR
form and supporting documentation would need to be submitted for consideration.

5.2 Individual Funding Requests (IFRs)

IFRs must be submitted to the IFR team via email by the completion of an IFR form. It is the
responsibility of the referring healthcare professional to ensure that they obtain the patients’ explicit
consent to share information with the IFR team or other healthcare professionals for the purpose of the
funding request. The IFR process is detailed within the ICB’s IFR_ Commissioning Policy.

Prior Approval/IFR requests emailed to agcsu.ifrlincs@nhs.net must come from a secure email.
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6.0 The Community Surgical Scheme (CSS)

The ICB is committed to the commissioning of high-quality services to meet patients’ needs in the
community. The ICB commissions a CSS which supports best practice in the delivery of community
surgical services and improves equitable access to services in primary care. The CSS providers
commissioned by the ICB are accredited and registered.

6.1 CSS principles - CSS applies to individuals over the age of 16

e Prior approval from the IFR team is not required to refer to the CSS, but the healthcare
professional must ensure that the criteria for the proposed treatment are met before to referring
to a CSS provider. Patients should not be referred to any other provider e.g., secondary care
unless prior approval has been given.

¢ Should an occasion arise where a patient’s clinical need cannot be met by the CSS, the CSS
provider will forward the original referral together with the completed CSS rejection form to the
EACH (Elective Activity Coordination Hub). EACH will forward the CSS rejection form to the
IFR team for consideration of prior approval to refer the request to secondary care. The onward
referral to secondary care will be made by EACH.

o Any GP who wishes to have a patient treated in a secondary care setting for a procedure on the
CSS list should request prior approval in line with criteria, advising why the patient is unsuitable
to be referred to CSS.

o Where a healthcare professional in a secondary care setting has accepted a referral for a
medical treatment which can be undertaken in the CSS and prior approval has not been given,
the healthcare professional should request prior approval advising why the patient is unsuitable
to be treated in the CSS.

6.2 Treatments undertaken in the CSS

Please see specific treatment criteria(s) within the specific sections of the Prior Approval Policy:

SECTIONS Treatment/procedure
_ Excision of benign skin lesions/facial skin lesions/cysts
Cosmetic )
Suspected Basal Cell Carcinoma
Ophthalmology Eyelid cysts
Gynaecology Removal of Deep Contraceptive Implant
Urology Vasectomy
Haemorrhoids
General Surgery ;
Hernia s

Carpal Tunnel Syndrome surgery
De Quervain’s syndrome
Dupuytren's contracture

Excision of Bursae

Orthopaedic Morton’s neuroma

Non-recurrent ganglions

Toenail surgery

Trigger finger/thumb

Ulnar nerve release (Cubital Tunnel Syndrome)
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7.0 Cosmetic Procedures (All Ages)

This section of the policy identifies procedures that the ICB consider to be primarily cosmetic, and
which have relatively small health benefits compared to other competing priorities for limited NHS
resources. This sets out both cosmetic procedures that are not normally commissioned and those that
are only commissioned when certain criteria are met.

The criteria have been decided based on clinical evidence and clinical expert opinion and incorporates
criteria as detailed in the EBI Guidance aomrcebi — Evidence-based interventions

7.1  Definitions

The term ‘cosmetic procedure’ covers both ‘cosmetic surgery’ and non-surgical cosmetic treatments.
The term ‘cosmetic surgery’ means surgical procedures that revise or change appearance, colour,
texture, or position to achieve a desire of a patient for bodily features that are perceived to be more
desirable.

The term ‘non-surgical cosmetic treatments’ means other procedures that revise or change

appearance, colour, texture, or position to achieve a desire of a patient for bodily features that are
perceived to be more desirable.
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8.0 Cosmetic surgery & non-surgical treatments not
routinely commissioned

The following procedures listed in the table below are not routinely commissioned, and all require
prior approval when the following are met:

e The treatment is post-trauma; or
Part of reconstruction following surgery (e.g., for cancer); or

o Part of the management of a congenital abnormality which results in a serious health function
deficit, or

e For an iatrogenic condition arising from treatment previously delivered within the NHS (latrogenic
refers to actual, avoidable harm caused by the actions of the NHS, which are outside of what would
normally be expected)

e Please note: Any other cosmetic procedure that is not mentioned within this policy is not
routinely commissioned by the ICB

Botulinum Toxin
e For the following indications: wrinkles, frown lines, ageing neck

Chin implant (genioplasty, mentoplasty)/Cheek implants
o Exceptin post-trauma cases and/or as part of planned reconstruction following surgery (e.g., for cancer)

Collagen implant
e Except in post-trauma cases and/or as part of planned reconstruction following surgery (e.g., for cancer)

Correction of nipple inversion

Divarication of recti
e s relatively common and asymptomatic and does not carry the risks associated with actual hernias and
repairs are primarily cosmetic and does not lead to any complications that require intervention

Earlobe repair
e Unless there is a complete tear of the lobe because of unexpected trauma (not partially split lobes or
elongated holes in lobes)

Electrolysis treatment
e For any condition

Excision of excessive skin
e From thigh, leg, hip, buttock, arm, forearm, or other areas

Facelift (rhytidectomy)
e Unless part of the treatment of facial nerve palsy/congenital facial abnormalities/ treatment of specific
facial skin conditions (e.g., cutis laxa, pseudoxanthoma elasticum)

Fat graft (lipomodelling)
e Exception in post-trauma cases and/or as part of planned reconstruction surgery (e.g., for cancer)

Hair depilation (removal)
e For excessive hair growth (hirsutism)

Labiaplasty, vaginoplasty and hymen reconstruction, phalloplasty

Laser treatment for facial hyperpigmentation
e Unless meets the criteria in Laser Treatment

Mastectomy
e Except where medically indicated, i.e., Cancer or related to gender reassignment not included in the
original package of care

Mastopexy (breast uplift)
e Except where the criteria are met in Breast Reduction, Breast Reduction for Asymmetric Breasts or
Breast Surgery for Developmental Failure

Resurfacing by laser for skin conditions causing scarring
e Including post-acne and post-traumatic scarring

Suction assisted lipectomy (liposuction)
o Except as part of planned reconstruction surgery (e.g., for cancer or a congenital syndrome)

Page 12 of 136








BACK TO CONTENTS

9.0 Cosmetic surgery & non-surgical cosmetic treatment
policies criteria

Abdominoplasty (Apronectomy/Panniculectomy)/Rectus Diastases

Prior Approval Required

Abdominoplasty irrespective of the cause of the apron or reason for previous weight loss
will only be funded when all the following criteria are met:

e Sexual maturation has been reached (normally 16 years or over and is post
pubertal)

¢ An abdominoplasty/apronectomy has not already been performed

o Body Mass Index (BMI) as measured by the NHS is between 18.0 and <27.0 and
has been within this range for 1 year as measured and recorded by the NHS

o Confirmed non-smoker* (or documented abstinence may be validated prior to
procedure, with a minimum goal of 6 months from quit date)

¢ Functionally disabling resulting in severe restrictions in activities of daily living, such
as dressing, personal hygiene (washing and toileting), functional mobility (moving
from one place to another to perform activities required in the home or at work) and
meeting nutritional needs (shopping, preparing, and eating food)

*Vaping is part of a smoking cessation tool and therefore is classed as non-smoking in line
with NICE NG209 Overview | Tobacco: preventing uptake, promoting quitting and treating
dependence | Guidance | NICE

Surgical outcomes (e.g., wound healing, complications etc.) can be adversely affected by
smoking. To ensure the best outcomes, patients should have stopped smoking prior to
surgery. Smoking status may be validated at pre-operative appointment using an
appropriate test. Support to stop smoking is available to patients through One You
Lincolnshire Home | One You Lincolnshire

Rectus Diastases

This is repair through the surgical technique of an abdominoplasty, or tummy tuck. The
skin is lifted near the pubic hair and elevated to the level of the xiphoid. The muscle is
tightened in the midline where the tissue has been stretched by pregnancy. Such request
is deemed to be the same as abdominoplasty and will be considered in line with the
eligibility criteria for abdominoplasty.
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Blepharoplasty/Brow Lift

Prior Approval Required

Blepharoplasty or brow lift will only be funded when all the following criteria are met:
o Excess tissue or drooping (ptosis) of the brow/upper eyelid causing functional visual
impairment such as difficulty reading or driving due to upper eye lid drooping,
looking through the eyelids or seeing the upper eyelid skin

e There is redundant skin overhanging the upper eye lid margin and resting on the
eyelashes when gazing straight ahead

¢ Visual field test shows that eyelid impinges on visual fields. Confirmation of the
visual field defect, confirming that the eyelid impinges on visual fields reducing field
to either 120- laterally and or 40- vertically in the relaxed non-compensatory state.
To be assessed in normal position and again with the lid taped up to demonstrate
that it is the droopy lid causing the field defect
EXCLUSIONS:

Prior approval is not required to repair defects predisposing to corneal or conjunctival
irritation:

e Entropion or ectropion
e Periorbital sequelae of thyroid disease or nerve palsy or trauma
e Prosthesis problems in an anophthalmia socket

e Painful symptoms of blepharospasm
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Botulinum Toxin Treatment for Hyperhidrosis

Prior Approval Required

Hyperhidrosis is a condition of excessive sweating, more than the body’s normal response for
the regulation of body temperature. Hyperhidrosis may be primary or secondary and affect
the whole body (generalised) or specific parts (focal). Primary hyperhidrosis is usually focal
and can affect the armpits (axillary), hands, feet and face.

Botulinum Toxin Therapy is a temporary treatment where the medication is delivered into the
affected area by multiple intradermal injections. It temporarily blocks the chemical
(acetylcholine) that innervate the sweat glands preventing the glands from producing sweat.
Treatment lasts between 6-9 months.

Botulinum Toxin treatment for hyperhidrosis will only be funded when all the following
criteria are met:

e The patient has sweating which is intolerable and results in severe restrictions in
activities of daily living, with documented evidence of medical complications due to
hyperhidrosis, i.e., skin maceration with secondary skin infection

e Documented evidence that the patient has regularly applied for a six-month trial the
following treatments and is either not tolerated, or ineffective in reducing the severity
of symptoms to a level where the condition is tolerable and only sometimes interferes
with daily activities:

o First line — Topical therapy (aluminium chloride 20% or extra strength
antiperspirants Driclor, Anhydrol Forte (OTC) has been regularly applied for
four weeks and is either not tolerated, or ineffective in reducing the severity of
the symptoms to a level where the condition is tolerable

e Second line — Oxybutynin 2.5 — 5mg twice daily (off label/unlicensed)

e Gravimetric assessment to quantify axillary sweat production results in 200mg or
more per axilla per 5 minutes

¢ Further treatment will only be offered in the context of a positive starch iodine test

e The interval between subsequent treatments will be a minimum of 6 months
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Breast Implant removal/Reinsertion

Prior Approval Required

The removal of breast implants for patients who have undergone cosmetic augmentation
mammoplasty will be funded when the following criteria are met:

o Confirmation of whether the original procedure was funded by the NHS or funded
privately

Together with one or more of the following:
e Breast disease
OR
¢ Implants complicated by recurrent infections
OR
¢ Implants with capsule formation that is associated with severe pain (please provide
evidence of how this affecting the patient’s activities of daily living, the length of time
and pain management measures undertaken)
OR
e Implants with capsule formation that interferes with mammography
OR
e Intra or extra capsular rupture of silicone gel-filled implants
PLEASE NOTE:
Breast implant insertion will only be funded when the above criteria are met, and the
original surgery was funded by the NHS.
Breast implant insertion will not be funded where the original surgery was funded privately.
The ICB will not co-fund for patients to pay for some elements of their care privately. For
example, a patient cannot have a breast implant removal on the NHS and pay privately for
breast reinsertion to be undertaken at the same time.
Women should be informed that smoking increases complications following breast surgery

and should be offered support to stop smoking with a referral to One You Lincolnshire Home
| One You Lincolnshire
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Breast Reduction

Prior Approval Required

Breast reduction surgery is a procedure used to treat women with breast hyperplasia
(enlargement), where breasts are large enough to cause problems like shoulder girdle
dysfunction, intertrigo and adverse effects to quality of life.

Funding for breast reduction for women will only be funded when all the following criteria
are met:

e The woman has received a full package of supportive care from their GP such as
advice on weight loss and managing pain

¢ In cases of thoracic pain/shoulder girdle pain, a physiotherapy assessment has
been undertaken

e Breast size results in functional symptoms that require other
treatments/interventions (e.g., intractable candida intertrigo; thoracic
backache/kyphosis where a professionally fitted bra has not helped with backache,
soft tissue indentations at site of bra straps)

e Breast reduction planned to be 500gms or more per breast or at least 4 cup sizes.
Assessment to be supported by a 3D Body Scan - Breast size is =1000cc per
breast and Ratio of combined breast volume to adjusted torso volume is equal to or
greater than 13% as measured by 3D body scan*

¢ Body mass index (BMI) is <27 and stable for at least twelve months

e Woman must be provided with written information to balance the risks and benefits
of breast surgery

¢ Women should be informed that smoking increases complications following breast
surgery and should be offered support to stop smoking with a referral to One You
Lincolnshire Home | One You Lincolnshire

¢ Women should be informed that breast surgery for hypermastia can cause
permanent loss of lactation

Resection weights, for bilateral or unilateral (both breasts or one breast) breast reduction
should be recorded for audit purposes.

This recommendation does not apply to therapeutic mammoplasty for breast cancer
treatment or contralateral (other side) surgery following breast cancer surgery. The
Association of Breast Surgery Association of Breast Surgery supports contralateral surgery
to improve cosmesis as part of the reconstruction process following breast cancer
treatment.

*The 3D body scan will be arranged by the IFR team where all other criteria are met
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Breast Reduction for Asymmetric Breasts

Prior Approval Required

Unilateral breast reduction will only be considered for asymmetric breasts as opposed to
breast augmentation if there is an impact on health as per the criteria below. Surgery will
not be funded for cosmetic reasons.

Funding for unilateral breast reduction for asymmetric breasts women will only be funded
when all the following criteria are met:

¢ The woman has received a full package of supportive care from their GP such as
advice on weight loss and managing pain

e Cases of thoracic/shoulder girdle discomfort, a physiotherapy assessment has
been provided

e Breast size results in functional symptoms that require other
treatments/interventions, such as intractable candida intertrigo; thoracic
backache/kyphosis where a professionally fitted bra has not helped with backache,
soft tissue indentations at site of bra straps

¢ Unilateral Breast reduction may be approved for a difference of 150 — 200grams.
To assist in the assessment the ICB will refer the patient for a 3D body scan.
Where asymmetry is greater than 30% difference in volume between the breast the
patient may be referred

¢ Body mass index (BMI) is <27 and stable for at least twelve months

e Woman must be provided with written information to balance the risks and benefits
of breast surgery

¢ Women should be informed that smoking increases complications following breast
surgery and should offered support to stop smoking with a referral to One You
Lincolnshire Home | One You Lincolnshire

¢ Women should be informed that breast surgery for hypermastia can cause
permanent loss of lactation

Resection weights, for bilateral or unilateral (both breasts or one breast) breast reduction
should be recorded for audit purposes

This recommendation does not apply to therapeutic mammoplasty for breast cancer
treatment or contralateral (other side) surgery following breast cancer surgery. The
Association of Breast Surgery Association of Breast Surgery supports contralateral surgery
to improve cosmesis as part of the reconstruction process following breast cancer
treatment.
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Breast Surgery for Developmental Failure

Prior Approval Required

The ICB will only fund breast augmentation where one or more of the following criteria
are met:

e There is complete developmental failure resulting in Unilateral or bilateral absence
of breast tissue

e To correct breast asymmetry due to trauma or because of cancer treatment
(mastectomy or lumpectomy) that results in a significant deformity

¢ Women should be informed that smoking increases complications following breast
surgery and should be offered support to stop smoking with a referral to One You
Lincolnshire Home | One You Lincolnshire
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Laser Treatment

Prior Approval Required

The ICB will only fund laser treatment for the following conditions:

e Port wine stains - on the face only (not scalp or neck) only where the criteria for
‘Congenital pigmented lesion on the face’ is met

¢ Extensive and severe iatrogenic telangiectasia
e Congenital pigmented lesions on the face
e Rare genodermatoses e.g., Tuberose Sclerosis

e Translocation of hair bearing skin during surgery but not for excessive hair growth
(hirsutism)

¢ Intractable and recurrent pilonidal sinus

e Tattoo removal, but only for tattoos which are less than a year old and either
iatrogenic e.g., radiotherapy tattoo and dirt tattoo or inflicted without patient consent

PLUS, documentation which must include:
e Evidence of functional problems experienced
e Details of the condition

¢ Photographic evidence to support the application, if required
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Low Risk Basal Cell Carcinoma (BCC) removal
in line with NICE guidance

Prior Approval Required

All low risk BCC removal have to be undertaken in line with NICE guidance: The
management of low-risk basal cell carcinomas in the community (nice.org.uk)

The BCC is singular, primary, nodular BCCs, <1cm and below the clavicle.
e The patient is not:
o Aged 24 years or younger (that is, a child or young adult)
¢ Immunosuppressed or has Gorlin syndrome

e The lesion:
¢ Islocated below the clavicle (that is, not on the head or neck)

e Is <1 cm in diameter with clearly defined margins
e Is not a recurrent BCC following incomplete excision

e Is not a persistent BCC that has been incompletely excised according to
histology

¢ Is not morphoeic, infiltrative or basosquamous in appearance is not located:

e Over important underlying anatomical structures (for example, major
vessels or nerves)

¢ In an area where primary surgical closure may be difficult (for
example, digits or front of shin)

¢ In an area where difficult excision may lead to a poor cosmetic result

e At another highly visible anatomical site (for example, anterior chest
or shoulders) where a good cosmetic result is important to the patient

BCC REMOVAL PROCEDURES ARE DELIVERED UNDER THE CSS

CSS applies to individuals over the age of 16 and treatment to be carried out in line
with the criteria detailed above.

Please refer to Section 6.1 for full details of CSS guidance.

Should an occasion arise where a patient’s clinical need cannot be met by the CSS, the
CSS provider will forward the original referral together with the completed CSS Rejection
form to the EACH (Elective Activity Coordination Hub).

Please note: Should the GP receive a rejection from the CSS provider, or they feel the
patient’s condition isn’t appropriate to be treated by the CSS provider, then they would need
to seek prior approval before onward referral to secondary care. This referral should clearly
advise the clinical rationale for a referral to secondary care and also detail how the criteria
are met.
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Pinnaplasty
correction of prominent ears

Prior Approval Required

The ICB will only fund surgical ‘correction’ of prominent ear(s) only when all the following
criteria are met, details of the condition, the patient’s age and photographic evidence will be
required to support the application:

o Referral only for children aged 5 up to the age of 18 years at the time of referral
e With very significant ear deformity or asymmetry
o No previous pinnaplasty has been undertaken
e Where the child (not just the parent/carer) expresses concern
Patients not meeting these criteria should not be routinely referred for surgery.
For more information, please refer to:
¢ NHS England, Interim Clinical Commissioning Policy: Pinnaplasty/Otoplasty: N-

SCO027.pdf (england.nhs.uk)
¢ Royal College of Surgeons, Pinnaplasty Commissioning Guide: Search — Royal

College of Surgeons (rcseng.ac.uk)
e NHS, Ear correction surgery, including ear pinning: Ear correction surgery, including
ear pinning - NHS (www.nhs.uk)
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Removal Benign Skin Lesions

Prior Approval Required

Removal of benign skin lesions will not normally be funded by the NHS for cosmetic
purposes. Treatment carries a small risk of infection, bleeding, or scarring.

Benign skin lesions must meet a lesion type and at least one of the criteria for NHS funding
to be approved for removal. All reasonable conservative management including self-care
advice must have been attempted before the offer of surgery and evidenced in the
request.

Where there is diagnostic certainty for the following lesion types:

Benign moles (excluding large congenital naevi)
Solar comedones

Corn/callous

Dermatofibroma

Milia

Molluscum contagiosum (non-genital)

Epidermoid & pilar cysts (sometimes incorrectly called sebaceous cysts)
Seborrheic keratoses (basal cell papillomata)

Skin tags (fibroepithelial polyps) including anal tags
Spider naevi (telangiectasia)

Non-genital viral warts in immunocompetent patients
Xanthelasma

Neurofibroma

Haemangioma

Any other benign skin lesion not listed above

And at least one of the following criteria:

e The lesion is unavoidably and significantly traumatised on a regular basis, please
provide supporting evidence of regular bleeding and/or resulting in infections which
results in the patient requiring 2 or more courses of antibiotics (oral or intravenous)
per year

e The lesion bleeds during normal everyday activity, such as the fastening or removal
of clothing, use of tools or equipment, please provide supporting evidence of this

e The lesion causes regular pain, which affects or limits daily functioning; please
provide supporting evidence of this

e The lesion is obstructing an orifice or impairing field vision, please provide supporting
evidence of this

e The lesion significantly impacts on function and causes a reduction in their activities
of daily living e.g., restricts joint movement, please provide supporting evidence of
this

e The lesion causes pressure symptoms, such as on nerve or tissue, please provide
supporting evidence of this

o If the lesion is left untreated, a more invasive intervention would be required for
removal, please provide supporting evidence of this
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EXCLUSIONS:
The following should be referred direct to secondary care:
e Lesions that are suspicious of malignancy should be treated or referred according to

NICE Guidance on Skin cancer QS130: Overview | SKkin cancer | Quality standards |
NICE

e Any lesion where there is diagnostic uncertainty, pre-malignant lesions (actinic
keratoses, Bowen disease) or lesions with pre-malignant potential should be referred
to secondary care

e Epididymal Cysts

THE SKIN LESION/CYST PROCEDURES BELOW ARE DELIVERED UNDER THE CSS

CSS applies to individuals over the age of 16 and treatment to be carried out in line
with the criteria detailed above.

Please see above for the exclusions that cannot be undertaken in CSS.
Please refer to Section 6.1 for full details of CSS guidance.
The following procedures are delivered in CSS:

e Excision multiple Cyst(s)/Lesions: >1.5cm but <5.0cm

e Excision of benign facial Cyst >1.5cm but <2.5cm
Should an occasion arise where a patient’s clinical need cannot be met by the CSS, the
CSS provider will forward the original referral together with the completed CSS Rejection
form to the EACH (Elective Activity Coordination Hub).
Please note: Should the GP receive a rejection from the CSS provider, or they feel the
patient’s condition isn’t appropriate to be treated by the CSS provider, then they would need
to seek prior approval before onward referral to secondary care. This referral should clearly

advise the clinical rationale for a referral to secondary care and detail how the criteria are
met.
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Removal Benign Skin Lesions — Congenital pigmented lesion on the face

Prior Approval Required

The ICB will only fund treatment of congenital pigmented lesions on the face only when all
of the following criteria are met, together with details of the condition:

e The child is aged less than 18 years at the time of referral

e The child (not just the parent/carer) expresses concern

e The lesion is located on face

e Thelesionis at least 1cm in size, please provide details of lesion size
PLUS, documentation which must include:

e Evidence of functional problems experienced

e Details of the condition

¢ Photographic evidence to support the application, if required
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Removal Benign Skin Lesions — Lipoma removal

Prior Approval Required

Removal of Lipoma(s) will not routinely be funded by the NHS for cosmetic purposes.
Treatment carries a small risk of infection, bleeding, or scarring.

Lipoma(s) <5cm should be observed using current UK guidelines for the management of soft
tissue sarcomas | Clinical Sarcoma Research | Full Text (biomedcentral.com)

Lipoma(s) must meet at least one of the criteria for NHS funding to be approved for removal.
All reasonable conservative management including self-care advice must have been
attempted before the offer of surgery and evidenced in the request.

Surgical removal of lipoma(s) >5cm will only be funded where one of the following criteria are
met:

e The lesion causes regular pain; please provide supporting evidence of this

e The lesion is obstructing an orifice or impairing field vision, please provide supporting
evidence of this

e The lesion significantly impacts on function and causes a reduction in their activities of
daily living e.g., restricts joint movement, please provide supporting evidence of this

e The lesion causes pressure symptoms, such as on nerve or tissue, please provide
supporting evidence of this

o If the lesion is left untreated, a more invasive intervention would be required for
removal, please provide supporting evidence of this

AND

e Please provide documented evidence of all reasonable conservative management
undertaken, including self-care advice given

Lipomas on the body >5cms, or in a sub-facial position, which have shown rapid
growth and/or are painful, or there is suspicion of malignancy should be referred to an
appropriate Sarcoma clinic (2-week wait).
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Septorhinoplasty or Rhinoplasty

Prior Approval Required

The ICB will only fund septorhinoplasty or rhinoplasty when one or more of the following
indications are present:

e Continuous nasal airway obstruction that results in significantly impaired nasal
breathing associated with septal or lateral nasal wall deformities or vestibular
stenosis. This includes post-traumatic deformity or significant congenital deformity,
such as cleft palate

o Asymptomatic nasal deformity that prevents access to other intranasal areas when
such access is required to perform medically necessary surgical procedures, such as
ethmoidectomy

In each case all the following criteria should be met and evidenced in the request:

e Obstructive symptoms persist despite conservative management for three months or
longer

o Where there is an external nasal deformity, pre-operative photographs showing the
standard 4-way view — base of nose, anterior-posterior, and right and left lateral views

¢ Relevant history of accidental or surgical trauma, congenital defect or disease, including
duration and degree of symptoms related to nasal obstruction
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Scar Reduction

Prior Approval Required

Scar revision will not routinely be funded to improve cosmetic appearance. The ICB will
only fund scar reduction for:

o Repair of or injection/application of topical treatment for keloid scars that result from:
e Burns
e Trauma
e Keloid formation
e Surgery

And one of the following clinical criteria should also be met, providing details of the
condition:

e Scar is functionally disabling, please provide photographic evidence

e Scar results in facial disfigurement which causes functional disability, please provide
photographic evidence
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10 Diagnostics & Pathology EBI 2 treatment guidance

Appropriate colonoscopy management of hereditary colorectal cancer — EBI 2N
aomrcebi — Evidence-based interventions

Prior approval not required but must be delivered in line with criteria
This EBI guidance applies to adults aged 19 years and over.

Follow the British Society of Gastroenterology surveillance guidelines for colonoscopy in the
management of hereditary colorectal cancer BSG/ACPGBI/PHE Post-polypectomy and post-
colorectal cancer resection surveillance guidelines - The British Society of Gastroenterology
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Blood Transfusions — EBI 2EE
aomrcebi — Evidence-based interventions

Prior approval not required but must be delivered in line with criteria

This guidance applies to adults (or equivalent based on body weight for children or adults with
low body weight) only.

This guidance focuses on Red Blood Cell (RBC) transfusions for adults (or equivalent based on
body weight for children or adults with low body weight) only.

Do not give RBC transfusions to patients with B12, folate or iron deficiency anaemia unless
there is haemodynamic instability. If haemodynamic instability is present, treat this with
transfusion of appropriate blood components (do not delay emergency transfusions).

Where, however, severe acute anaemia (Hb <70g/litre) exists that is symptomatic and prevents
rehabilitation or mobilisation, those patients may benefit from a single unit of blood.

For adult patients (or equivalent based on body weight for children or adults with low body
weight) needing RBC transfusion, suggest restrictive Thresholds and giving a single unit at a
time except in case of exceptions below.

Restrictive RBC transfusion thresholds are for patients who need RBC transfusions and who
do not:

¢ Have major haemorrhage or
e Have acute coronary syndrome or

¢ Need regular blood transfusions for chronic anaemia

While transfusions are given to replace deficient red blood cells, they will not correct the
underlying cause of the anaemia. RBC transfusions will only provide temporary improvement. It
is important to investigate why patients are anaemic and treat the cause as well as the
symptoms.

For patients with acute coronary syndrome, a RBC transfusion threshold of 80 g/litre should be
considered and a haemaoglobin concentration target of 80—100 g/litre after transfusion.

For patients requiring regular transfusion for chronic anaemia, NICE Guidance Overview
Blood transfusion | Guidance | NICE advises defining thresholds and haemoglobin
concentration targets for everyone.
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Cystoscopy for men with uncomplicated lower urinary tract symptoms — EBI 2H
aomrcebi — Evidence-based interventions

Prior approval not required but must be delivered in line with criteria

This EBI guidance applies to adults aged 19 years and over.

Assessment of men with Lower urinary tract symptoms (LUTS) should focus initially on a
thorough history and examination, complemented by use of a frequency — volume chart, urine
dipstick analysis and International Prostate Symptom Score where appropriate. This
assessment may be initiated in primary care settings.

Specialist assessment should also incorporate a measurement of flow rate and post void
residual volume.

Cystoscopy should be offered to men with LUTS only when clinically indicated, for example, in
the presence of the following features from their history:

Recurrent infection

e Sterile pyuria

e Haematuria

e Profound symptoms
e Pain

Additional contextual information may also inform clinical decision-making around the use of
cystoscopy in men with LUTS. Such factors might include, but not be limited to:

e Smoking history
e Travel or occupational history suggesting a high risk of malignancy

e Previous surgery.
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Diagnostic coronary angiography for low-risk stable chest pain — EBI 2A
aomrcebi — Evidence-based interventions

Prior approval not required but must be delivered in line with criteria

This EBI guidance applies to adults aged 19 years and over.

When results of non-invasive functional imaging are inconclusive and patients are assessed as
having low risk, stable cardiac pain, invasive coronary angiography (cardiac catheterisation)
should be offered only as third-line investigation.

Please see NICE Guidance for onset chest pain of suspected cardiac origin Overview | Recent-
onset chest pain of suspected cardiac origin: assessment and diagnosis | Guidance | NICE
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ERCP in acute gall stone pancreatitis without cholangitis — EBI 2P
aomrcebi — Evidence-based interventions

Prior approval not required but must be delivered in line with criteria

This EBI guidance applies to adults aged 19 years and over.

Early endoscopic retrograde cholangiopancreatography (ERCP) for acute gallstone pancreatitis

without cholangitis is not recommended.

Early ERCP in the treatment of acute gallstone pancreatitis, should only be performed if there
is evidence of cholangitis or obstructive jaundice with imaging evidence of a stone in the
common bile duct. Early ERCP refers to ERCP being performed on the same admission,

ideally within 24 hours
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Exercise ECG for screening of coronary heart disease (CHD) — EBI 2L
aomrcebi — Evidence-based interventions

Prior approval not required but must be delivered in line with criteria

This EBI guidance applies to adults aged 19 years and over.

Exercise electrocardiogram (ECG) is a type of cardiac stress test that should no longer be used

to screen for coronary heart disease (CHD).

Please see NICE Guidance for Recent-onset chest pain of suspected cardiac origin: Overview |
Recent-onset chest pain of suspected cardiac origin: assessment and diagnosis | Guidance |

NICE
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Hip MRI scan for arthritis — EBI 2X
aomrcebi — Evidence-based interventions

Prior approval not required but must be delivered in line with criteria

This EBI guidance applies to adults aged 19 years and over.

Do not request a hip MRI when the clinical presentation (history and examination) and x-rays
demonstrate typical features of Osteoarthritis (OA). MRI scans rarely add useful information to
guide diagnosis or treatment.

Please see NICE Guidance for Osteoarthritis: care and management: Overview | Osteoarthritis:
care and management | Guidance | NICE
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Knee MRI when symptoms suggestive of Osteoarthritis — EBI 2T
aomrcebi — Evidence-based interventions

Prior approval not required but must be delivered in line with criteria

This EBI guidance applies to adults aged 19 years and over.

In primary care, where clinical assessment is suggestive of knee Osteoarthritis (OA), imaging is
not usually necessary. If imaging is required than weight bearing radiographs are the first line
of investigation.

Patients with persistent symptoms should, after three to four months, be referred to secondary
care and should have imaging of the knee to investigate for OA and/or other pathology.

Where imaging is necessary, in secondary care the first-line investigation of potential knee OA
is weight bearing plain radiography. If the patient has a pattern of disease that allows surgical
treatment to be adequately planned with plain radiographs, then MRI is not required.

However, there are several situations where MRI of the osteoarthritic knee can be useful:

e Patients who have severe symptoms but relatively mild OA on standard x-rays. In this
situation the MRI offers more detail and can show much more advanced OA or
Osteonecrosis within the knee

e In working up a patient for possible High Tibial Osteotomy (HTO) or partial knee
replacement an MRI can be a very useful investigation focusing on the state of the
anterior cruciate ligament and state of the retained compartments.

Page 36 of 136




https://www.aomrc.org.uk/ebi/





BACK TO CONTENTS

Knee MRI for suspected meniscal tears — EBI 2U
aomrcebi — Evidence-based interventions

Prior approval not required but must be delivered in line with criteria

This EBI guidance applies to adults aged 19 years and over.

Patients with a clear history of a significant acute knee injury and mechanical symptoms or who
have a locked knee may have a repairable meniscal tear and should undergo referral to
intermediate or secondary care and have MRI investigation.

Most patients who initially present in primary care with knee symptoms, no red flags and no
history of acute knee injury or a locked knee do not need an MRI investigation and can be
treated with non-operative supportive measures.

Patients with persistent mechanical knee symptoms should be referred to secondary care and
should have an MRI scan of the knee to investigate for a meniscal tear and/or other pathology.
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Liver function, creatinine kinase & lipid level tests (Lipid lowering therapy) — EBI 2DD
aomrcebi — Evidence-based interventions

Prior approval not required but must be delivered in line with criteria

This EBI guidance applies to adults aged 19 years and over.

Creatine Kinase Testing

¢ Creatine kinase should not be routinely monitored in asymptomatic people who are taking
lipid maodification therapy

e Creatine kinase measurement is indicated:

e Prior to lipid modification therapy initiation in patients who have experienced generalised,
unexplained muscle pains or weakness (whether associated with previous lipid-monitoring
therapy)

e |f a patient develops muscle pains or weakness whilst on lipid modification therapy.

Liver Function Testing
¢ Baseline liver function should be measured before starting lipid modification therapy
e Liver function should be measured within 3 months of starting treatment and at 12 months,
but not again unless clinically indicate
¢ Routine monitoring of liver function tests in asymptomatic people is not indicated after 12
months of initiating lipid lowering therapy
e ALT can be used as a measure of liver function.

Lipid Testing

e Measure full lipid profile by taking at least one lipid sample before starting lipid modification
therapy. This should include measurement of total cholesterol, HDL cholesterol, non- high-
density lipoprotein (HDL) cholesterol and triglyceride concentrations. A fasting sample is not
needed.

e Total cholesterol, HDL cholesterol and non-HDL cholesterol should be measured in all
people who have been started on high-intensity statin treatment (both primary and
secondary prevention, including atorvastatin 20 mg for primary prevention) at 3 months of
treatment and aim for a greater than 40% reduction in non-HDL cholesterol

e Consider an annual non-fasting blood test for non-HDL cholesterol to inform discussion at
annual medication reviews

Further details on creatine kinase, liver function and lipid testing during lipid lowering treatment are
outlined in NICE guidance Overview | Cardiovascular disease: risk assessment and reduction,
including lipid modification | Guidance | NICE and ECS guidance for the management of
dyslipidaemias: lipid modification to reduce cardiovascular risk ESC/EAS Guidelines for the
management of dyslipidemias (escardio.orq)
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Lower Back Pain Imaging — EBI 2S
aomrcebi — Evidence-based interventions

Prior approval not required but must be delivered in line with criteria

This EBI guidance applies to adults aged 19 years and over.
Do not routinely offer imaging in a non-speciality setting for people with low back pain with or
without sciatica in the absence of red flags, or suspected serious underlying pathology
following medical history and examination.
Serious underlying pathology includes but is not limited to:

e Infection

e Suspected Cancer

e Spinal Injury

e Spinal cord compression

¢ Inflammatory conditions

¢ Patients with cancer and symptoms suggestive of spinal metastases

e Spondylarthritis in over 16s

¢ Cauda equina syndrome
Patients should be referred to an NHS facility in the first instance. If the patient is unable to
tolerate this (for example, due to claustrophobia, or unable to lie flat), then a prior approval is
required to refer to an alternative provider, detailing the clinical rationale for the referral.
Patients presenting with low back pain and sciatica should be reviewed in accordance with the

low back pain and sciatica guidance Overview | Low back pain and sciatica in over 16s:
assessment and management | Guidance | NICE

Patients presenting with low back pain without sciatica should be reviewed and if none of the
above serious underlying pathology are suspected, primary care management typically
includes reassurance, advice on continuation of activity with modification, weight loss,
analgesia, manual therapy and reviewing patients who are high risk of developing chronic pain.
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Pre-Operative ECG - EBI 2BB
aomrcebi — Evidence-based interventions

Prior approval not required but must be delivered in line with criteria

This EBI guidance applies to adults aged 19 years and over.

Pre-operative electrocardiograms should not be routinely performed in low risk, non-cardiac,
adult elective surgical patients.

However, they may be appropriately performed when the following criteria apply:

e Patients with an American Society of Anaesthesiologists (ASA) physical classification
status of 3 or greater and no ECG results available for review in the last 12 months

o Patients with a history of cardiovascular or renal disease, or diabetes
¢ Patients with any history of potential cardiac symptoms (e.g., cardiac chest pain,
palpitations, unexplained syncope, or breathlessness) or a new murmur, that has not
previously been investigated
e Patients over the age of 65 attending for major surgery
Where pre-operative tests are completed outside the centre in which surgery will be completed,

avoid unnecessarily repeating these tests on admission and ensure appropriate transfer of
images takes place.
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Pre-operative chest X-Ray — EBI 2AA
aomrcebi — Evidence-based interventions

Prior approval not required but must be delivered in line with criteria

This EBI guidance applies to adults aged 19 years and over.

Pre-operative chest radiographs should not be routinely performed in adult elective surgical
patients. However, they may be appropriate in specific cohorts of patients, including when the
following criteria apply:

e Patients undergoing cardiac or thoracic surgery
e Patients undergoing organ transplantation or live organ donation
At the request of the anaesthetist in:

Those with suspected or established cardio-respiratory disease, who have not had a chest
radiograph in the previous 12 months, and who are likely to go to critical care after surgery:

e Those with a recent history of chest trauma

e Patients with a significant smoking history who have not had a chest radiograph in the
previous 12 months, or those with malignancy and possible lung metastases

e Those undergoing a major abdominal operation, who are at high risk of respiratory
complications
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Prostate — specific antigen (PSA) test — EBI 2CC
aomrcebi — Evidence-based interventions

Prior approval not required but must be delivered in line with criteria

This EBI guidance applies to adults aged 19 years and over.

Where PSA testing is clinically indicated (see below), or requested by the man aged 50 and
over, he should have a careful discussion about the potential risks and benefits of PSA testing
which allows for shared decision making before a PSA test. Various tools are available to
assist with shared decision making (see below).

PSA testing should be considered in asymptomatic men over age 40 who are at higher risk of
prostate cancer due if they are Black and/or have a family history of prostate cancer.

PSA testing should be considered when clinically indicated (ideally after counselling on the
potential risks and benefits of testing) in men when there is clinical suspicion of prostate
cancer, which may include the following symptoms:

e Lower urinary tract symptoms (LUTS), such nocturia, urinary frequency, hesitancy,
reduced flow, urgency, or retention

e Erectile dysfunction

e Visible haematuria

¢ Unexplained symptoms that could be due to advanced prostate cancer (for example,
lower back pain, bone pain, weight loss)

Where PSA test results are mildly raised above the age specific range for an individual patient,
it may be appropriate to repeat the test within two to three months to monitor the trend.

Note: PSA testing for prostate cancer should be avoided if the man has:
e An active or recent urinary infection (PSA may remain raised for many months).
¢ Had a prostate biopsy in the previous 6 weeks both of which are likely to raise PSA and
give a false positive result.
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Repeat Colonoscopy — EBI 20
aomrcebi — Evidence-based interventions

Prior approval not required but must be delivered in line with criteria

This EBI guidance applies to adults aged 19 years and over.

Follow the British Society of Gastroenterology surveillance guidelines for post-polypectomy and
post-colorectal cancer resection: List of recommendations from the BSG/ACPGBI/PHE
Postpolypectomy and post-colorectal cancer resection surveillance guidelines - The British
Society of Gastroenterology

Page 43 of 136




https://www.aomrc.org.uk/ebi/


https://www.bsg.org.uk/clinical-resource/bsg-acpgbi-phe-post-polypectomy-and-post-colorectal-cancer-resection-surveillance-guidelines/


https://www.bsg.org.uk/clinical-resource/bsg-acpgbi-phe-post-polypectomy-and-post-colorectal-cancer-resection-surveillance-guidelines/


https://www.bsg.org.uk/clinical-resource/bsg-acpgbi-phe-post-polypectomy-and-post-colorectal-cancer-resection-surveillance-guidelines/





BACK TO CONTENTS

Shoulder Radiology: Scan for Shoulder Pain and Guided Injections — EBI 2W
aomrcebi — Evidence-based interventions

Prior approval not required but must be delivered in line with criteria

X-rays should be used routinely as the first line of radiological investigation for the diagnosis of
most routine shoulder pathology. This practice should be followed in primary, intermediate,
and secondary care.

The use of Ultrasound, MRI and CT scanning should be restricted to those secondary care
services that are responsible for the definitive treatment of such patients. The use of these
investigations outside secondary care should only be allowed if referral pathways have been
developed with the local secondary care specialist shoulder service.

Primary care patients that are deemed urgent or have red flags should be referred urgently to
the appropriate secondary care team.
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Troponin Test — EBI 2F
aomrcebi — Evidence-based interventions

Prior approval not required but must be delivered in line with criteria

This EBI guidance applies to adults aged 19 years and over.

Troponin blood testing should be used to diagnose acute myocardial infarction. It should only
be used in cases where a clinical diagnosis of acute coronary syndrome or myocarditis is
suspected or for prognostic purposes when pulmonary embolism is confirmed.
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Upper Gl Endoscopy — EBI 2M
aomrcebi — Evidence-based interventions

Prior approval not required but must be delivered in line with criteria

This EBI guidance applies to adults aged 19 years and over.
Upper GI Endoscopy should only be performed if the patient meets the following criteria:

Urgent: (Within two weeks)
e Any dysphagia (difficulty in swallowing), to prioritise urgent assessment of dysphagia
please refer to the Edinburgh Dysphagia Score OR
Aged 55 and over with weight loss and any of the following:
Upper abdominal pain
Reflux
Dyspepsia (4 weeks of upper abdominal pain or discomfort)
Heartburn
¢ Nausea or vomiting
Those aged 55 or over who have one or more of the following:
e Treatment resistant dyspepsia (as above), upper abdominal pain with low haemoglobin
level (blood level) OR
o Raised platelet count with any of the following: nausea, vomiting, weight loss, reflux,
dyspepsia, upper abdominal pain OR
e Nausea and vomiting with any of the following: weight loss, reflux, dyspepsia, upper
abdominal pain

For the assessment of Upper Gl bleeding:
o For patients with haematemesis, calculate Glasgow Blatchford Score at presentation
and any high-risk patients should be referred
¢ Endoscopy should be performed for unstable patients with severe acute upper
gastrointestinal bleeding immediately after resuscitation
e Endoscopy should be performed within 24 hours of admission for all other patients with
upper gastrointestinal bleeding.

For the investigation of symptoms:
Clinicians should consider endoscopy:
¢ Any age with gastro-oesophageal symptoms that are nonresponsive to treatment or
unexplained
e With suspected GORD who are thinking about surgery
e With H pylori that has not responded to second- line eradication
e Eradication can be confirmed with a urea breath test.

For management of specific cases:

H pylori and associated peptic ulcer:
o FEradication can be confirmed with a urea breath test, however if peptic ulcer is present
repeat endoscopy should be considered 6-8 weeks after beginning treatment for H
pylori and the associated peptic ulcer.

Barrett’s oesophagus:
¢ Where available the non-endoscopic test called Cytosponge can be used to identify
those who have developed Barrett's oesophagus as a complication of long-term reflux
and thus require long term surveillance for cancer risk
e Consider endoscopy to diagnose Barrett’'s Oesophagus if the person has GORD
(endoscopically determined oesophagitis or endoscopy — negative reflux disease)
o Consider endoscopy surveillance if person is diagnosed with Barrett's Oesophagus.
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Coeliac disease:
o Patients aged 55 and under with suspected coeliac disease and anti-TTG >10x
reference range should be treated for coeliac disease based on positive serology and
without endoscopy or biopsy.

Surveillance endoscopy:

e Surveillance endoscopy should only be offered in patients fit enough for subsequent
endoscopic or surgical intervention, should neoplasia be found. Many of this patient
group are elderly and/or have significant comorbidities. Senior clinician input is required
before embarking on long term endoscopic surveillance

¢ Patients diagnosed with extensive gastric atrophy (GA) or gastric intestinal metaplasia,
(GIM) (defined as affecting the antrum and the body) should have endoscopy
surveillance every three years

e Patients diagnosed with GA or GIM just in the antrum with additional risk factors- such
as strong family history of gastric cancer of persistent H pylori infection, should undergo
endoscopy every three years.

Screening endoscopy can be considered in:

¢ European guidelines (2015) for patients with genetic risk factors / family history of
gastric cancer recommend genetics referral first before embarking on long term
screening. Screening is not appropriate for all patients and should be performed in
keeping with European expert guidelines

e Patients where screening is appropriate, for individuals aged 50 and over, with multiple
risk factors for gastric cancer (e.g., H. Pylori infection, family history of gastric cancer —
particularly in first degree relative -, pernicious anaemia, male, smokers).

Post excision of adenoma:
Following complete endoscopic excision of adenomas, gastroscopy should be performed at
12 months and then annually thereafter when appropriate
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11 Ear, Nose & Throat (ENT) treatment policies criteria

Grommet for Glue Ear in Children

Prior approval not required but must be delivered in line with criteria

The insertion of grommets or adenoidectomy for otitis media with or without effusion in
children older than 12 years of age and adults will not routinely be funded.

The NHS should only commission this surgery in line with NICE criteria Overview | Otitis
media with effusion in under 12s: surgery | Guidance | NICE

All children must have had specialist audiology and ENT assessment and demonstrate:
o Persistent bilateral otitis media with effusion over a period of 3 months, or
e Hearing level in the better ear of 25-30dbHL or worse averaged at 0.5, 1, 2, & 4kHz, or

o Exceptionally where persistent bilateral Otitis Media Effusion (OME) with a hearing
loss less than 25-30dbHL where the impact of the hearing loss on a child’s
developmental, social or educational status is judged to be significant, or

o Where there is clinical and tympanographic evidence of persistent glue ear and where
the impact of the hearing loss on a child’s developmental, social or educational status
is judged to be significant, or

¢ The child has Down’s syndrome or has a cleft palate - after a specialist MDT
assessment in line with NICE guidance.

It is also good practice to ensure glue ear has not resolved once a date of surgery has been
agreed, with tympanometry as a minimum.

The risks to surgery are generally low, but the most common is persistent ear discharge (10-
20%) and this can require treatment with antibiotic eardrops and water precautions. In rare
cases (1-2%) a persistent hole in the eardrum may remain, and if this causes problems with
recurrent infection, surgical repair may be required (however this is not normally done until
around 8-10 years of age).
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Pressure Continuous Positive Airway Pressure (CPAP)
for the treatment of obstructive sleep apnoea/hypopnoea syndrome

Prior approval not required but must be delivered in line with criteria

This criterion is evidence-based recommendations on continuous positive airway pressure
for treating obstructive sleep apnoea/hypopnoea syndrome in adults.

The provision on CPAP is in line with the agreed protocols is without the need for
Continuous positive airway pressure for the treatment of obstructive sleep
apnoea/hypopnoea syndrome in adults Overview | Continuous positive airway pressure for
the treatment of obstructive sleep apnoea/hypopnoea syndrome | Guidance | NICE

Exclusion:
These criteria do not apply to Paediatrics or Neonates
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Removal of Adenoids for treatment of glue ear

Prior approval not required but must be delivered in line with criteria

This guidance applied to children up to the age of 18 years and under. Please refer to
Removal of adenoids for treatment of glue ear - aomrcebi

Adjuvant adenoidectomy should not be routinely performed in children undergoing grommet
insertion for the treatment of otitis media with effusion (OME).

Adjuvant adenoidectomy for the treatment of glue ear should only be offered when one or
more of the following clinical criteria are met:

e The child has persistent and/or frequent nasal obstruction which is contributed to by
adenoidal hypertrophy (enlargement)

e The child is undergoing surgery for re-insertion of grommets due to recurrence of
previous surgically treated OME

e The child is undergoing grommet surgery for treatment of recurrent acute OME
This guidance only refers to children undergoing adenoidectomy for the treatment of glue
ear and should not be applied to other conditions where adenoidectomy should continue to

be routinely funded:

e As part of treatment for obstructive sleep apnoea or sleep disordered breathing in
children (e.g., as part of adenotonsillectomy)

e As part of treatment of chronic rhinosinusitis in children
e For persistent nasal obstruction in children and adults with adenoidal hypertrophy

e In preparation for speech surgery in conjunction with the cleft surgery team
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Surgical Intervention for Chronic Rhinosinusitis

Prior approval not required but must be delivered in line with criteria

Please refer to EBI Guidance 2C Surgical intervention for chronic rhinosinusitis - aomrcebi

Chronic rhinosinusitis (CRS) is defined as inflammation (swelling) of the nasal sinuses that
lasts longer than 12 weeks. The sinuses are mucus secreting, air filled cavities in the face
and head that drain into the nose; their normal function may be disrupted by environmental,
infectious or inflammatory conditions which damage the epithelial lining and disturb the
balance of the natural microbial community. Patients report several symptoms including
nasal blockage, discharge, alteration to smell, and facial pressure or pain. They often have
a relapsing course, with recurrence after treatment commonplace. Absenteeism and
presenteeism are widespread.

First-line treatment is with appropriate medical therapy, which should include intranasal
steroids and nasal saline irrigation. In the case of chronic rhinosinusitis with nasal polyps
(CRSwWNP) a trial of a short course of oral steroids should also be considered.

Where first-line medical treatment has failed patients should be referred for diagnostic
confirmation and they then may be considered for endoscopic sinus surgery. This involves
surgery using a telescope via the nasal cavity to open the sinuses and, if present, remove
nasal polyps, both improving the effectiveness of ongoing medical therapy and relieving
obstruction. The surgery is usually undertaken under general anaesthetic as a day-case
procedure in otherwise healthy individuals.

Patients are eligible to be referred for specialist secondary care assessment in any of the
following circumstances:

¢ Aclinical diagnosis of CRS has been made in primary care and patient still has
moderate/ severe symptoms after a 3-month trial of intranasal steroids and nasal
saline irrigation; please refer to Commissioning guide for Rhinosinusitis | ENT UK

AND

¢ In addition, for patients with bilateral nasal polyps there has been no improvement
in symptoms 4 weeks after a trial of 5-10 days of oral steroids (0.5mg/kg to a max
of 60 mg)

OR

e Patient has nasal symptoms with an unclear diagnosis in primary care

OR

e Any patient with unilateral symptoms or clinical findings, orbital, or neurological
features should be referred urgently/via 2-week wait to depend on local pathways.

No investigation, apart from clinical assessment, should take place in primary care or be a
pre-requisite for referral to secondary care (E.g., x-ray, CT scan) There is no role for
prolonged course of antibiotics in primary care.
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Patients can be considered for endoscopic sinus surgery when all the following criteria are
met:

e A diagnosis of CRS has been confirmed from clinical history and nasal endoscopy
and/or CT scan

AND

e Disease-specific symptoms patient reported outcome measures confirms moderate
to severe symptoms e.g., Sinonasal Outcome Test (SNOT-22) after trial of
appropriate medical therapy (including counselling on technique and compliance)
as outlined in ENT UK commissioning guidance “Recommended secondary care
pathway”

AND

e Pre-operative CT sinus scan has been performed and confirms presence of CRS.
NOTE: a CT sinus scan does not necessarily need to be repeated if performed
sooner in the patient pathway

AND

e Patient and clinician have undertaken appropriate shared decision-making
consultation regarding undergoing surgery including discussion of risk and benefits
of surgical intervention

AND

¢ In patients with recurrent acute sinusitis, nasal examination is likely to be relatively
normal. Ideally, the diagnosis should be confirmed during an acute attack if
possibly by nasal endoscopy and/or a CT sinus scan

EXCLUSIONS:

e Any suspected or confirmed neoplasia

e Emergency presentation with complications of sinusitis (e.g., orbital abscess,
subdural or intracranial abscess)

e Patients with immunodeficiency

e Fungal Sinusitis

e Patients with conditions such as Primary Ciliary Dyskinesia, Cystic Fibrosis or
NSAID-Eosinophilic Respiratory Disease (BSAID-ERD, Samter'sTriad, Aspirin
Sensitivity Asthma, CRS)

e Treatment with topical and/or oral steroids contra-indicated

e As part of surgical access or dissection to treat non-sinus disease (e.g., pituitary
surgery, orbital decompression for eye disease, nasolacrimal surgery)
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Tonsillectomy/Obstructive Sleep Apnoea (OSA)
If clinically indicated, then adenoidectomy may be undertaken at the same time

Prior Approval Required

The NHS should only commission this surgery for treatment of recurrent severe episodes
of sore throat when the following criteria are met, as set out by the SIGN guidance:
Management of sore throat and indications for tonsillectomy (sign.ac.uk) and supported by
ENT UK commissioning guidance: Revised ENT UK Tonsillectomy commissioning guide
edit to final (002).pdf

This criterion is for surgical procedures to remove the tonsils or adenoids and tonsils.
Recurrent sore throats, which are due to acute tonsillitis, in adults and children.

Tonsillitis:
Please provide documented evidence detailing the specific dates of acute tonsillitis
confirming:

e Sore throats are due to acute tonsillitis and

e The episodes are disabling and prevent normal functioning and

e Seven or more, documented, clinically significant, adequately treated sore throats in
the preceding year or

o Five or more such episodes in each of the preceding two years or
e Three or more such episodes in each of the preceding three years

In patients with the following medical conditions where episodes of tonsillitis can be
damaging to health or tonsillectomy is required as part of the ongoing management,
tonsillectomy may be considered beneficial at a lower threshold than the criteria set out
above, after specialist assessment.

e Acute and chronic renal disease resulting from acute bacterial tonsillitis
As part of the treatment of severe guttate psoriasis

o Metabolic disorders where periods of reduced oral intake could be dangerous to
health
PFAPA (Periodic fever, Aphthous stomatitis, Pharyngitis, Cervical adenitis)

e Severe immune deficiency that would make episodes of recurrent tonsillitis
dangerous

Obstructive sleep apnoea (OSA) in children:
Adenotonsillectomy should be considered for children (aged 12 months up to 18 years),
where there is documented evidence detailing the specific conditions confirming:

o Clinical features of adenotonsillar hypertrophy (an obstructive condition due to
enlarged adenoids)
AND
e Features of OSA such as:
e Snoring and pauses in breathing, which may be followed by a gasp or snort
¢ Restlessness and sudden arousals from sleep, laboured breathing, unusual
sleep posture (for example head bent backwards), and bedwetting
o Daytime symptoms such as changes in behaviour (for example irritability), poor
concentration, decreased performance at school, tiredness and sleepiness,
failure to gain weight or grow, and mouth breathing
AND
e Sleep studies which support the diagnosis of OSA
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EXCLUSIONS:

This policy does not apply to tonsillectomy which may be required as a treatment for the
following conditions:

e Suspected cancer (e.g., asymmetry of tonsils), when referral should be made
through the appropriate (2 week wait) route
e Recurrent quinsy

Emergency presentations (e.g., treatment of parapharyngeal abscess)
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12 Gastroenterology treatment policies criteria

Bariatric Surgery

Prior approval not required but must be delivered in line with criteria

Consideration of bariatric surgery should not be seen as a solution to an obesity problem.

Patients should in the first instance be referred to local weight management programmes
which provide the patient with lifestyle and dietary guidance advice, i.e. One You
Lincolnshire Home | One You Lincolnshire

Please note that referral to this service is for consideration of an intervention and is not an
indication that surgery will be undertaken.

Patients may be referred for bariatric surgery by the Tier 3 weight management service
where the all the following are met:

e The patient is aged 18 years or over
AND

e BMI over 40 and Type 2 diabetes with HBA1c >64mmol/mol and either eGFR <45
OR Non-Alcoholic Steatohepatitis (NASH)

OR

e BMI over 40 and requiring time-sensitive surgery i.e., Organ transplant, Arthroplasty
because of immobility, Cardiac Surgery, Cancer Surgery, Limb or Sight saving
surgery

OR

¢ BMI over 60 and at least 2 of the following Significant Comorbidities: Sleep apnoea
on CPAP, Heart failure AHA Class C

Page 55 of 136




https://www.oneyoulincolnshire.org.uk/





BACK TO CONTENTS

Cholecystectomy (Gallbladder, gallstones, cholecystitis, biliary colic)

Prior approval not required but must be delivered in line with criteria

This EBI guidance applies to adults aged 19 years and over.
The ICB will fund Cholecystectomy for symptomatic gallstones with episodes of:

acute cholecystitis or cholangitis or

biliary colic or

gall stone induced pancreatitis or

obstructive jaundice due to gall stones or

symptomatic or asymptomatic common bile duct stones

Patients should be informed that smoking increases complications following surgery and
should offered support to stop smoking with a referral to One You Lincolnshire Home | One

You Lincolnshire

For more information:
Please refer to EBI Guidance 2Q EBI_list2 guidance 150321.pdf (aomrc.org.uk)
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Irritable Bowel Syndrome (IBS)

Prior approval not required but must be delivered in line with criteria

Please refer to NICE CG61 Diagnosis and management of IBS in primary care for the
criteria and more information: Overview | Irritable bowel syndrome in adults: diagnosis and
management | Guidance | NICE

In the absence of ‘red flag’ symptoms of malignancy, the following tests are not necessary to
confirm a diagnosis in adults who meet the IBS diagnostic criteria, and therefore will not be
funded:

ultrasound

rigid/flexible sigmoidoscopy

colonoscopy; barium enema

thyroid function test

faecal ova and parasite test

faecal occult blood

hydrogen breath test (for lactose intolerance and bacterial overgrowth)
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13 General Surgery treatment policies criteria

Appendicectomy without confirmation of appendicitis

Prior approval not required but must be delivered in line with criteria

The guidance applies to adults and children. Please refer to EBI Guidance 2R
EBI_list2_guidance 150321.pdf (aomrc.org.uk)

Consider imaging of patients with the suspicion of acute appendicitis in a defined clinical
pathway.

Where patients present with a high clinical suspicion of appendicitis, then imaging may not be
necessary, but imaging can help identify which patients can be managed conservatively. If
there is clinical doubt, then imaging can reduce the negative appendicectomy rate. Most
patients should have an ultrasound as the first-line investigation. If the diagnosis remains
equivocal, a contrast-enhanced CT (CECT), preferably low dose, can be performed to give a
definitive diagnosis prior to the patient returning to the surgical unit for a decision on
management.

A pathway like this is dependent on the availability of an adequately skilled Radiologist
(Consultant or Registrar) or Sonographer to perform the ultrasound assessment in a timely
fashion. If this is not possible discretion should be used to proceed directly to limited dose
CECT of the abdomen and pelvis.
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Carotid Endarterectomy

Prior approval not required but must be delivered in line with criteria

Prior approval is not required for carotid artery stenosis where it is carried out in line with
Carotid Endarterectomy Guidance.

Carotid endarterectomy is a surgical procedure to remove a build-up of fatty deposits (plague),
which cause narrowing of a carotid artery. The carotid arteries are the main blood vessels that
supply blood to the neck, face and brain. Carotid endarterectomies are carried out when 1 or
both carotid arteries become narrowed because of a build-up of fatty deposits (plaque). This is
known as carotid artery disease or carotid artery stenosis.

FOR MORE INFORMATION:
Please refer to:

The European Society of Cardiology news article (July 2021): New ESO qguideline released on
endarterectomy and stenting for carotid artery stenosis (escardio.orq)

European Stroke Organisation guideline on endarterectomy and stenting for carotid artery
stenosis: European Stroke Organisation guideline on endarterectomy and stenting for carotid
artery stenosis - Leo H Bonati, Stavros Kakkos, Joachim Berkefeld, Gert J de Borst, Richard
Bulbulia, Alison Halliday, Isabelle van Herzeele, lgor Koncar, Dominick JH McCabe, Avtar Lal,
Jean-Baptiste Ricco, Peter Ringleb, Martin Taylor-Rowan, Hans-Henning Eckstein, 2021
(sagepub.com)
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Frenulotomy of Ankyloglossia (tongue-tie)

Prior approval not required but must be delivered in line with criteria

Ankyloglossia (tongue-tie) is a congenital anomaly characterised by an abnormally short lingual
frenulum, which may restrict mobility of the tongue. It varies from a mild form in which the
tongue is bound only by a thin mucous membrane, to a severe form in which the tongue is
completely fused to the floor of the mouth. Breastfeeding difficulties may arise, such as
problems with latching, sore nipples and poor infant weight gain. Current evidence suggests
that there are no major safety concerns about division of Ankyloglossia.

The ICB will only fund Frenulotomy of Ankyloglossia (tongue-tie) for the following indications:

o To improve feeding where the infant has been seen and referred by a specialist infant
feeding advisor

e To improve articulation where assessment by a Speech and Language Therapist
(SALT) confirms that their speech problems are attributable to the Ankyloglossia

For Frenulotomy for Feeding Difficulty — all the following criteria must be applied:
e The child is under 11 years of age
e Specialist infant feeding advisor confirm that feeding will be improved by the procedure
e A specialist infant feeding advisor report has been completed
For Frenulotomy for Speech Difficulty — all the following criteria must be applied:
e The child is under 11 years of age

e Speech and language therapist confirm that articulation will be improved by the
procedure

e A SALT report has been completed
The treatment of Frenulotomy of Ankyloglossia should be carried out in line with NICE

Guidance for the Division of ankyloglossia (tongue-tie) for breastfeeding, IPG 149: 3 Further
information | Division of ankyloglossia (tongue-tie) for breastfeeding | Guidance | NICE

PLEASE NOTE:
e The procedure must be carried out by an appropriate specialist
e Frenulotomy is only commissioned to children under 11 years of age
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Haemorrhoid Injections/Banding

Prior Approval Required

Please refer to EBI Guidance Haemorrhoid surgery - aomrcebi

Often haemorrhoids (especially early-stage haemorrhoids) can be treated by simple measures
such as eating more fibre or drinking more water. If these treatments are unsuccessful many
patients will respond to outpatient treatment in the form of banding or perhaps injection.

Surgical treatment should only be considered for those that do not respond to these non-
operative measures or if the haemorrhoids are more severe, specifically when one or more of
the following criteria are met:

o Recurrent grade 3 or grade 4 combined internal/external haemorrhoids with persistent
pain or bleeding

OR
¢ Irreducible and large external haemorrhoids
EXCLUSIONS:

In cases where there is significant rectal bleeding the patient should be examined internally by
a specialist in secondary care.

HAEMORRHOID INJECTIONS/BANDING PROCEDURE DELIVERED UNDER THE CSS

CSS applies to individuals over the age of 16 and treatment to be carried out in line with
the criteria detailed above.

Please see above for the exclusions that cannot be undertaken in CSS.
Please refer to Section 6.1 for full details of the CSS guidance.

Should an occasion arise where a patient’s clinical need cannot be met by the CSS, the CSS
provider will forward the original referral together with the completed CSS Rejection form to the
EACH (Elective Activity Coordination Hub).

Please note: Should the GP receive a rejection from the CSS provider, or they feel the
patient’s condition isn’t appropriate to be treated by the CSS provider, then they would need to
seek prior approval before onward referral to secondary care. This referral should clearly
advise the clinical rationale for a referral to secondary care and detail how the criteria are met.
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Hernia Repair

Prior Approval Required

Please refer to EBI Guidance 2B EBI list2 quidance 150321.pdf (aomrc.org.uk)

Management of persistent groin pain

Non-resolution after a period of watchful waiting should be based on individual clinical
assessment. Where groin pain is severe and persistent with diagnostic uncertainty, options
include referral for musculoskeletal assessment or imaging. Ultrasound should not be routinely
requested in the early management of groin pain.

Initial management of patients with hernia

Watchful waiting: is a safe option for people with minimally symptomatic inguinal hernias.
Delaying and not doing surgical repair unless symptoms increase is acceptable because acute
hernia incarcerations occur rarely. Many people with an inguinal hernia are asymptomatic or
minimally symptomatic and may never need surgery.

Patients with BMI >35 cannot be referred to CSS and require Prior Approval to be
referred to secondary care. The decision to refer requires particular care, as the benefits of
intervention may well be outweighed by risks of surgical intervention, including poorer healing
and higher complication rates. If in doubt, the clinician may refer the patient, but should advise
them that surgery may not be an appropriate option for them. Referral to local weight
management programmes should be offered via One You Lincolnshire Home | One You
Lincolnshire

Patients who smoke: should be informed of clinical advice that hernia recurrence rates are
3 times higher in smokers. Patients who smoke should be offered support to stop smoking with
a referral to One You Lincolnshire.

Surgical treatment can be considered for the following type of hernia:

Inguinal hernia
Femoral hernia
Spigelian hernia
Epigastric hernia
Umbilical hernias
Para-umbilical hernias

Where one or more of the following criteria are met:

e Symptoms of significant pain or discomfort are such that they interfere with activities of
daily living or

e The hernia is difficult or impossible to reduce or

e Itis aninguino-scrotal hernia or

e The hernia increases in size month on month

EXCLUSIONS:

The following can be referred direct to secondary care:
¢ Incisional hernia
Irreducible hernia
e Recurrent hernia which has occurred within 12 months of the original hernia repair or
are complex repair
o All suspected female groin hernia(s) should be referred urgently to secondary care
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HERNIA REPAIR PROCEDURES ARE DELIVERED UNDER THE CSS

CSS applies to individuals over the age of 16 and treatment to be carried out in line with
the criteria detailed above.

Please see above for the exclusions that cannot be undertaken in CSS.
Please refer to Section 6.1 for full details of the CSS guidance.

Should an occasion arise where a patient’s clinical need cannot be met by the CSS, the CSS
provider will forward the original referral together with the completed CSS Rejection form to the
EACH (Elective Activity Coordination Hub).

Please note: Should the GP receive a rejection from the CSS provider, or they feel the
patient’s condition isn’t appropriate to be treated by the CSS provider, then they would need to
seek prior approval before onward referral to secondary care. This referral should clearly
advise the clinical rationale for a referral to secondary care and detail how the criteria are met.
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Surgical Treatment of Varicose Veins

Prior approval not required but must be delivered in line with criteria

Intervention in terms of, endovenous thermal (laser ablation, and radiofrequency ablation),
ultrasound guided foam sclerotherapy, open surgery (ligation and stripping) are all cost-
effective treatments for managing symptomatic varicose veins compared to no treatment or the
use of compression hosiery. For truncal ablation there is a treatment hierarchy based on the
cost effectiveness and suitability, which is endothermal ablation then ultrasound guided foam,
then conventional surgery.

Where the following criteria are met the patient maybe referred without prior approval.
Patients may be referred to a vascular service for a medical opinion for the following:

¢ Symptomatic (Veins found in association with troublesome lower limb symptoms
(typically pain, aching, discomfort, swelling, heaviness and itching) primary or recurrent
varicose veins. Referral of patient with symptomatic and recurrent varicose veins does
not mean that surgical intervention is required or appropriate.

Surgical intervention may, if clinically appropriate, be undertaken where at least one of the
following criteria are met:

¢ Lower-limb skin changes (such as pigmentation or eczema) thought to be caused by
chronic venous insufficiency or an ulcer

e Superficial vein thrombophlebitis (characterised by the appearance of hard, painful
veins) and suspected venous incompetence

e A venous leg ulcer (a break in the skin below the knee that has not healed within 2
weeks)

¢ A healed venous leg ulcer

o Please refer any patient with bleeding varicose veins to a Vascular service
immediately

For patients whose veins are purely cosmetic and are not associated with any symptoms do
not refer for NHS treatment.

The ICB does not offer compression hosiery to treat varicose veins unless interventional
treatment is unsuitable.

EXCLUSIONS:

e Children and young people (aged 18 and under)
e Treatment of varicose veins during pregnancy

For more information, please refer to NICE Guidance: Varicose veins in the legs:
Recommendations | Varicose veins: diagnosis and management | Guidance | NICE and NICE
Guidance: Varicose veins: diagnosis and management: Overview | Varicose veins: diagnosis
and management | Guidance | NICE
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14 Gynaecology & Fertility treatment policies criteria

Dilation and curettage (D&C) for menorrhagia

Prior approval not required but must be delivered in line with criteria

The ICB will not fund D&C as a diagnostic tool or as a therapeutic treatment for menorrhagia
(heavy menstrual bleeding).

Ultrasound scans and camera tests with sampling of the lining of the womb (hysteroscopy
and biopsy) can be used to investigate heavy periods.

For further information please refer to:

¢ EBI Guidance for Dilatation and Curettage for heavy menstrual-bleeding Dilatation &
curettage for heavy menstrual bleeding - aomrcebi and

¢ NICE Guidance NG88 on Heavy menstrual bleeding, assessment and management
Overview | Heavy menstrual bleeding: assessment and management | Guidance |
NICE
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Gamete Storage and Cryopreservation of Sperm, Oocytes and Embryos

Prior approval not required but must be delivered in line with criteria

Cryopreservation involves storage of male or female reproductive tissue for future use in
conception via assisted reproductive techniques. Cryopreservation of sperm is a well-
established technique used to maintain an individual’s fertility. Cryopreservation of eggs
requires ovarian stimulation and oocyte collection; this would be followed by in vitro
fertilisation (IVF) if cryopreservation of embryos is required.

Conditions to be considered for treatment under this policy are for patients who are receiving
NHS-funded treatments which pose a risk to their fertility. This covers all individuals who meet
the eligibility criteria regardless of gender, sexual orientation, and marital or relationship
status.

All individuals must be permanently registered with an NHS Lincolnshire ICB GP practice.

Patients eligible for NHS-funded gamete or embryo cryopreservation should be about to
commence treatment (which would be funded by the NHS) that may cause permanent
infertility because of their treatment. Conditions considered appropriate for gamete or embryo
cryopreservation include, but are not limited to:

¢ Malignancies or other autoimmune conditions requiring chemotherapy

e Malignancies requiring total body irradiation or radiotherapy that may affect an
individual’s reproductive organs

¢ Conditions requiring male urological or female gynaecological surgery (e.g., women
with a BRCA 1 gene mutation not in a position to start a family and being prepared for
bilateral salpingo-oophorectomy)

¢ Conditions requiring specialist endocrinology services
¢ Rare mitochondrial disorders

e Transgender patients who are receiving treatment for gender dysphoria which may
cause permanent infertility (hormone therapy, reconstructive surgery etc.) and who are
on an NHS transgender pathway. The referring healthcare professional should have
confirmation that the patient is on an NHS Gender Dysphoria pathway and
correspondence from the NHS Gender Identity Clinic provider who has made a
diagnosis of Gender Dysphoria and are recommending a referral for gamete storage

Individuals should also meet the following criteria:

o Females of reproductive age up to 42 years old (stimulation treatment to take place
prior to individual’s 43rd birthday). This should be read in conjunction with national
guidance

e Males of reproductive age up to 55 years old (sperm retrieval to take place prior to
individual’s 56th birthday). There is no minimum age limit; Patient has not previously
been sterilised even if sterilisation has been reversed

e Must have no living children, natural, adopted or from any previous relationship

e Written informed consent to treatment and gamete or embryo storage has been
gained
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PLEASE NOTE:

Sperm will normally be stored for a maximum period of 10 years, or until a man
reaches the age of 56 years old, whichever is sooner.

Eggs and embryos will normally be stored for a maximum period of 10 years, or until a
woman reaches the age of 43 years old, whichever is sooner.

Storage of sperm, eggs or embryos will not normally be funded for longer than 10
years. Under existing legislative provisions (the 2009 Statutory Storage Period for
Embryos and Gametes Regulations) extending storage beyond 10 years is only
possible where a medical practitioner confirms that the person storing eggs, sperm or
embryaos, or their partner, is or is likely to become prematurely infertile HEEA Briefing |
HFEEA If patients wish to continue to store their gametes beyond 10 years and they no
longer meet the eligibility criteria in this policy, they may choose to self-fund this.

A single cycle of treatment only will be funded i.e., not multiple attempts. Treatment
will only be funded at centres licensed by the HFEA. Embryo storage using donor
sperm is not routinely commissioned. -The ICB will not fund any additional costs for
the transportation of sperm, eggs or embryos if required.

A single cycle of treatment only will be funded i.e., not multiple attempts

Treatment will only be funded for the ICB’s Commissioned Providers, who are
licensed by the Human Fertilisation and Embryology Authority (HFEA)

Embryo storage using donor sperm is not routinely commissioned

The ICB will not fund any additional costs for the transportation of sperm, eggs or
embryos if required

All patients should be made aware that provision of gamete preservation is made
without prejudice to the future determination of any subsequent fertility treatment.
Approval of preservation doesn’t guarantee NHS funding for future fertility treatment
(which will be determined by the relevant ICB policy at that time).

FOR MORE INFORMATION:
Please refer to:

NICE Guidance CG156 Overview | Fertility problems: assessment and treatment | Guidance |

NICE

Human Fertilisation and Embryo Authority (HFEA) HEEA: UK fertility requlator | HFEA
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Hysterectomy for Menorrhagia (Heavy bleeding)

Prior approval not required but must be delivered in line with criteria

Hysterectomy is the surgical removal of the uterus. Hysterectomy should not be used as a
first-line treatment solely for heavy menstrual bleeding.

The ICB will only fund hysterectomy for heavy menstrual bleeding when all the following
criteria are met:

e After an unsuccessful trial with a levonorgestrel intrauterine system (LNG-IUS —
Hormone Coil) for at least 6 months and it has failed to relieve symptoms, or where it
is medically inappropriate or contraindicated

AND
o At least two of the following treatments have:
e Failed, or
e Are not appropriate, or
e Are contraindicated in line with the NICE guidelines:
¢ Non-steroidal anti-inflammatory agents
e Tranexamic acid

e Other hormone methods (injected progesterone, combined oral
contraceptives, Gnrh analogue)

AND

e A surgical treatment such as, endometrial ablation, uterine artery
embolisation or myomectomy has been offered and has failed to
relieve symptoms, or are not appropriate or are contraindicated

In addition, the ICB will only fund hysterectomy for heavy menstrual bleeding due to fibroids
greater than 3 cm when all the following criteria are met:

e Other symptoms (e.g., pressure symptoms) are present

AND

e There is evidence of severe impact on quality of life
AND

e Other pharmaceutical options have failed
AND

o Patient has been offered myomectomy and/or uterine artery embolisation (unless
medically contraindicated)

For further information please refer to:

¢ NICE Guidance NG88 on Heavy menstrual bleeding, assessment and management
Overview | Heavy menstrual bleeding: assessment and management | Guidance |
NICE
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Specialist Fertility Services —including Assisted Conception

Prior approval not required but must be delivered in line with criteria

In vitro fertilization (IVF)

Patients will only be funded for IVF if they meet the agreed criteria as set out in the ICB’s
policy for Accessing Fertility Treatment: CG - 004 - In Vitro Fertilisation (IVF) Policy

(ich.nhs.uk)

Where a patient meets the criteria in the ICB’s Fertility Services policy, the Consultant may
refer directly to a commissioned Fertility Provider, using the following criteria:

For women up to 40 years, the ICB offers funding for 1 full cycle of IVF treatment (+/-
ICSI):

e Couples who have self-funded will be entitled to 1 NHS cycle provided they have not
received more than 2 privately funded cycles

For women aged between 40 — 42 years, the ICB offers funding for 1 full cycle of IVF
treatment (+/- ICSI):

They have never previously had IVF

There is no evidence of low ovarian reserve

There has been a discussion about the implications of IVF and pregnancy at this age
Ovarian stimulation should have been completed before the women’s 43 birthday

For all patients:

e Women’s BMI is between 19 to <30

e The welfare of any resulting child is paramount. To take into account, the welfare of
the child, the Fertility Centre should consider factors which are likely to cause serious
physical, psychological or medical harm to the child to be born

¢ Funding for IVF +/- ICSI will be available to couples who do not have a living child from
their current or previous relationship. A child adopted by the couple or adopted in a
previous relationship is considered to have the same status as a biological child.

e Couples must be non-smoking for 28 days to access any fertility treatment and must
continue to be non-smoking throughout treatment. Support to stop smoking is
available through Home | One You Lincolnshire

e (FSH)of<8.91U/

¢ Neither partner has been previously sterilised nor had sterilisation reversed.

Intrauterine insemination (1UI)

Where a couple meet the criteria for IVF treatment, if donor egg/sperm is required as part of
the cycle of treatment then this is deemed to be included in the IVF treatment pathway. 1UI
must be provided in line with the ICB’s policy: CG - 001 Intrauterine Insemination (IUl) Policy

(ich.nhs.uk)

Pre-implantation Genetic Diagnosis (PGD)

Pregenetic testing falls under the remit of NHS England and NHS Improvements: e01-p-a.pdf
(england.nhs.uk)
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Removal of Deep Contraceptive Implant

Prior Approval Required

The contraceptive implant is a small flexible plastic rod that's placed under the skin in your
upper arm by a doctor or nurse. It releases the hormone progestogen into your bloodstream to
prevent pregnancy and lasts for 3 years.

In the removal of a deep contraceptive implant — ‘deep’ would be described as not easy to
palpate/locate and usually deep within the subcutaneous fat or below it.

Please note:

This procedure should ideally be performed under guidance of a simple ultrasound scan.
However, if the implant is impalpable, it should not be performed in CSS if ultrasound is not
available.

DEEP CONTRACEPTIVE IMPLAINT REMOVAL PROCEDURES ARE DELIVERED UNDER
THE CSS

CSS applies to individuals over the age of 16 and treatment to be carried out in line with
the criteria detailed above.

Please refer to Section 6.1 for full details of the CSS guidance.

Should an occasion arise where a patient’s clinical need cannot be met by the CSS, the CSS
provider will forward the original referral together with the completed CSS Rejection form to the
EACH (Elective Activity Coordination Hub).

Please note: Should the GP receive a rejection from the CSS provider, or they feel the
patient’s condition isn’t appropriate to be treated by the CSS provider, then they would need to
seek prior approval before onward referral to secondary care. This referral should clearly
advise the clinical rationale for a referral to secondary care and detail how the criteria are met.
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15 Neurology treatment policies criteria

Functional Electrical Stimulation (FES) — Lower limb

Prior Approval Required

The ICB has deemed that the wired version of Functional Electrical Stimulation (FES) using
skin surface electrodes in adults and children with foot drop of neurological origin should not
routinely be commissioned, unless all the following criteria is met:

e The patient has foot drop caused by upper-level nerve damage

e The patient has been assessed by a specialist in foot drop of neurological origin and
all treatment options have been considered

e There is evidence that foot drop has caused trips or falls, or gait issues causing
significant clinical problems

e The patient can walk a minimum of 10 metres independently (+/- aids)
e The patient can physically manage a FES (+/- minimal assistance)
e The patient’s cognitive ability is such that they can manage a FES independently

e The patient does not have co morbidities which would affect their capacity to benefit
from FES

e The patient does not have any of the accepted clinical contraindications to FES
¢ Clear FES treatment goals and expectations of benefit are outlined
EXCLUSION:
Other types of FES (implanted or wireless) are not routinely commissioned, as this policy
only covers lower limb FES for foot drop.
For further information, please refer to:
NICE Guidance IPG278 on Functional electrical stimulation for drop foot of central

neurological origin: Overview | Functional electrical stimulation for drop foot of central
neurological origin | Guidance | NICE

NICE Guidance NG220 on Multiple sclerosis in adults: management: Overview | Multiple
sclerosis in adults: management | Guidance | NICE

National Clinical Guidance for Stroke:2016-National-Clinical-Guideline-for-Stroke-5t-(1).aspx
(strokeaudit.orq)
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16 Ophthalmology treatment policies criteria

Cataract Surgery

Prior approval not required but must be delivered in line with criteria

Surgery for cataracts, in which the natural lens is replaced by a clear intraocular lens
implant.

Patients may benefit from cataract surgery in the first or second eye when:

e They have evidence of significant cataract on assessment (via GOS18 form for
opinion and assessment to see if the patient fits the ICB’s criteria for cataract
surgery)

and

¢ Patient with a best corrected visual acuity (VA) of 6/12 or worse in either the first or
second eye

or

o Patient with a best corrected VA of 6/9 or worse (0.20 logMAR) or they have a
monocular VA of 6/18 (0.40 logMAR) or worse in the affected eye

Plus, one or more of the following:

e Visual disability: can no longer undertake their usual activities such as reading or
watching television, or activities relating to their employment (if applicable)
or

e Visual symptoms attributable to cataract: e.g., significant glare and dazzle in
daylight or difficulties with night vision, due to the lens opacity. (This may
particularly affect patients who need to drive at night.)
or

o Asymptomatic risk/ disability: They have difficulty with activities of daily living or
self-care, and/or are at increased risk of falls due to impaired vision
or

e They are a carer for their partner or other dependent adult and the cataract limits
their ability to provide care

Cataract surgery is indicated irrespective of visual acuity for patients who have ocular co-
morbidities e.g., glaucoma, diabetic retinopathy or symptomatic anisometropia.
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Eyelid Cysts (or meibomian cyst) — Chalazia

Prior Approval Required

Incision and curettage (or triamcinolone injection for suitable candidates) of chalazia should
only be undertaken where one of the following criteria have been met:

e The eyelid cyst has been present for more than 6 months and has been managed
conservatively with warm compresses, lid cleaning and massage for 4 weeks

e |t interferes significantly with vision

¢ Itinterferes with the protection of the eye by the eyelid due to altered lid closure or
lid anatomy

e Itis a source of infection that has required medical attention twice or more within a
six-month time frame

e Itis a source of infection causing an abscess which requires drainage
If malignancy (cancer) is suspected e.g., Madarosis/recurrence/other suspicious features in
which case the lesion should be removed and sent for histology as for all suspicious

lesions.

For all patients, hospitals may only accept routine referrals where Prior Approval
has been provided.

EYELID CYST PROCEDURES ARE DELIVERED UNDER THE CSS

CSS applies to individuals over the age of 16 and treatment to be carried out in line
with the criteria detailed above.

Please refer to Section 6.1 for full details of the CSS guidance.

Should an occasion arise where a patient’s clinical need cannot be met by the CSS, the
CSS provider will forward the original referral together with the completed CSS Rejection
form to the EACH (Elective Activity Coordination Hub).

Please note: Should the GP receive a rejection from the CSS provider, or they feel the
patient’s condition isn’t appropriate to be treated by the CSS provider, then they would
need to seek prior approval before onward referral to secondary care. This referral should
clearly advise the clinical rationale for a referral to secondary care and also detail how the
criteria are met.
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17 Physiotherapy treatment policy criteria

Cough Assist/Mechanical Insufflation and Exsufflation (MI-E) device

Prior approval Required

This policy applies to patients (adults and children) who have an ineffective/weak cough
due to neuromuscular disease or cervical spinal cord injury.

Treatment:

Cough Assist is a non-invasive therapy that safely and consistently removes secretions in
patients with an ineffective ability to cough (peak cough flow <270 I/m). The Cough Assist
device clears secretions by gradually applying a positive pressure to the airway, then
rapidly shifting to negative pressure. The rapid shift in pressure produces a high expiratory
flow, simulating a natural cough. It can be used with a face mask, mouthpiece or with an
adapter to a patient's endotracheal or tracheostomy tube. It is approved for home use in
adults and children and is available in automatic and manual models.

Benefits:

¢ Removes secretions from the lungs and a safe, non-invasive alternative to

suctioning

e Reduces the occurrence of respiratory infections and the ensuing requirement for
antibiotics

e Supports a patient to avoid hospitalisation and need for intubation and
tracheostomy

e Recruits lung volume and prevents atelectasis

e Decreases the risk of patient mortality

e Easy for patients and caregivers to operate and approved for home use in adults
and children

e Portable so patients can increase independence and clear secretions in community,
thereby improving quality of life

Criteria:
Funding will only be approved where all the following criteria are met:

e The patient must be diagnosed with one of the following conditions:

Motor Neurone Disease

Spinal Muscular Atrophy

Muscular Dystrophy

Myasthenia gravis

Spinal cord injury

Multiple Sclerosis

Guillain-Barre Syndrome

Post-polio syndrome with respiratory impairment

Kypho-scoliosis

Syringomyelia

Other neuromuscular/neurological disease which is known to cause
respiratory muscle weakness or upper airway functional impairment

AND

¢ In line with the above diagnosis the patient must also be unable to cough or clear
secretions effectively:

Page 74 of 136







e PCF (Peak Cough Flow) less than 160 L/min
OR

e VC (vital capacity) below 1.1L in general respiratory muscle weakness
OR

o Reduced Peak Cough Flow (PCF) of 270 I/pm or < 270 I/pm and have
clinical symptoms

OR

¢ A weak cough and therefore require intervention necessary to clear
bronchial secretions or infection
AND

e The patient must be assessed by a Specialist Consultant with Specialist Interest in
Respiratory with expert clinical knowledge and experience in the use of Cough
Assist machines

AND

e A successful trial of a Cough Assist Machine, prior to the patient being supplied with
a Cough Assist Machine in the community

Please note:

Prior approval criteria must be met, together with a successful trial of a Cough Assist
Machine, prior to the patient being supplied with a Cough Assist Machine in the community.

For each patient funded with a Cough Assist Machine the provider should undertake
regular monitoring to ensure there is evidence that continuation of treatment is clinically
effective, in line with criteria, and that this is documented.
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18 Trauma & Orthopaedic treatment policies criteria

Acromioplasty (Subacromial Decompression for shoulder pain)

Prior approval not required but must be delivered in line with criteria (See Exceptions)

Pain in the absence of associated diagnosis is called ‘impingement syndrome’. ‘Pure
subacromial shoulder impingement’ means subacromial pain not caused by associated
diagnoses such as, rotator cuff tears, acromio-clavicular joint pain or calcific tendinopathy. Sub-
acromial decompression for pure ‘impingement syndrome’ normally respond to non-operative
treatments such as physiotherapy and exercise programmes.

The ICB will not routinely fund arthroscopic acromioplasty for:

o Diagnostic purposes

o Shoulder decompression where there is significant osteoarthritis of the glenohumeral
joint

e Open Acromioplasty

The ICB will only fund arthroscopic acromioplasty for subacromial decompression where all of
the following criteria are met (and are clearly documented):

e The patient has a BMI<35 and is a non-smoker

e The patient has had persistent or progressive symptoms, despite adequate non-
operative treatment/symptoms, for at least 6 months, together with a trialled period of
conservative management to include:

e Use of Paracetamol/NSAIDs (where appropriate) and home exercises
¢ Where home exercises and Paracetamol/NSAIDs (where appropriate) are
ineffective, the patient has completed a course of physiotherapy
AND

Symptoms are intrusive and debilitating, pain and loss of function
AND

MRI/Ultrasound/Clinical examination confirms full thickness rotator cuff tear

OR

Adhesive capsulitis, non-traumatic instability, calcific tendonitis, or acromioclavicular
arthritis/join pain

EXCEPTIONS:
PLEASE NOTE, PRIOR APPROVAL IS REQUIRED FOR:

e Patients with a BMI >35
AND/OR

o Patients who have been unable to obtain a non-smoking status after 3 months

In these cases, the referring clinician will need to demonstrate satisfactorily that there are
exceptional individual clinical circumstances. The rationale is that these procedures are for
conditions which are not life threatening and the procedure has a significant perioperative risk,
which is greater in patients who have a BMI>35 or are smokers.
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PATIENTS WITH A BMI >35:
The referring clinician should stress the importance of trying to lose weight prior to surgery and
support a referral to One You Lincolnshire Home | One You Lincolnshire

The patient should commit to a documented weight loss and exercise programme (this can be
gentle exercise which will contribute to weight loss) programme for 3 months. Where weight
loss is achieved and there is uncontrolled, intense persistent pain then the patient may be
referred to an appropriate healthcare professional for consideration of surgery.

PATIENTS WHO ARE CURRENT SMOKERS:

Patients should be informed that smoking increases complications following surgery and should
offered support to stop smoking with a referral to One You Lincolnshire Home | One You
Lincolnshire

EXCLUSIONS:

Red Flag (are signs and symptoms in patient diagnostic tests that may suggest a
serious pathology)

Trauma, pain and/or weakness — suspected acute cuff tear

Evidence of mass or swelling — suspected tumour

Red skin, fever or systemically unwell — suspect infection

Trauma/epileptic fit/electric shock leading to loss of rotation and abnormal shape —
suspect an unreduced dislocation
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Bunion (Hallux Valgus)

Prior approval not required but must be delivered in line with criteria

Hallux valgus (often referred to as a bunion) is the deviation of the big toe (the hallux) away
from the mid-line towards the lesser toes.

The ICB will only fund surgery for bunions only when the following criteria are met:

¢ Non-surgical treatments have been undertaken for a minimum of 6 months and have
been unsuccessful (conservative management must be evidenced by the GP in the
onward referral to secondary care)

AND

e The bunion is severe and causing significant, persistent pain and discomfort to the
patient (not relieved by chronic standard analgesia), preventing activities of daily
living

AND

e Severe deformity greater than 25 degrees leading to significant functional
impairment or inability to wear suitable shoes

OR

e There are recurrent or chronic ulcers and/or infections at the site of the bunion
OR

e There is significant pain under the ball of the foot
AND

e The patient’s quality of life is affected by the amount of pain

The ICB will not fund bunion surgery for:

¢ Asymptomatic hallux valgus, regardless of cosmetic appearance, or
e Prophylactic or cosmetic reasons, or
¢ Minimal invasive bunion surgery

EXCLUSIONS: URGENT REFERRALS:

¢ Diabetic patients should be referred urgently to the Diabetic Service. Untreated
Hallux Valgus in patients with diabetes may lead to ulceration, deep infection or even
amputation

e Peripheral limb ischaemia

¢ Non healing Skin ulcer on the toe

Page 78 of 136







BACK TO CONTENTS

Bursa Excision (Bursitis)

Prior Approval Required

Bursitis is when a joint becomes painful and swollen. It can usually be treated at home and
should go away in a few weeks. Bursitis happens when the fluid-filled sacs (bursa) that
cushion your joints become inflamed. Individuals might have bursitis if one of their joints is:

Painful — usually a dull, achy pain

Tender or warmer than surrounding skin
Swollen

More painful when you move it or press on it

The area may also be red. This can be harder to see on darker skin.
Bursitis can affect any joint, but it's most common in the shoulders, hips, elbows or knees.
The ICB will only fund Bursa excision when all the following criteria are met:
o Where there is obvious pain
AND

e Swelling up to 10cm maximum

BURSA EXCISION PROCEDURES ARE DELIVERED UNDER THE CSS

CSS applies to individuals over the age of 16 and treatment to be carried out in line
with the criteria detailed above.

Please refer to Section 6.1 for full details of the CSS guidance.

Should an occasion arise where a patient’s clinical need cannot be met by the CSS, the
CSS provider will forward the original referral together with the completed CSS Rejection
form to the EACH (Elective Activity Coordination Hub).

Please note: Should the GP receive a rejection from the CSS provider, or they feel the
patient’s condition isn’t appropriate to be treated by the CSS provider, then they would need
to seek prior approval before onward referral to secondary care. This referral should clearly
advise the clinical rationale for a referral to secondary care and also detail how the criteria
are met.
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Carpal Tunnel Syndrome (CTS)

Prior Approval Required

Carpal tunnel syndrome (CTS) is pressure on a nerve in your wrist. It causes tingling,
numbness and pain in your hand and fingers. Mild cases with intermittent symptoms which
interfere with activities or sleep should first be treated with:

e Corticosteroid injection(s) (medication injected into the wrist: good evidence for short
(8-12 weeks) term effectiveness)

OR

e Night splints (a support which prevents the wrist from moving during the night: not as
effective as steroid injections)

The ICB will only fund surgical treatment of CTS where one of the criteria are met:
e Nerve Conduction studies have been undertaken to confirm carpal tunnel
OR

e The symptoms significantly interfere with daily activities and sleep symptoms and
have not settled to a manageable level with either one local corticosteroid injection
and/or nocturnal splinting for a minimum of 8 weeks

OR
e There is either:

e A permanent (ever-present) reduction in sensation in the median nerve
distribution

OR

e muscle wasting or weakness of thenar abduction (moving the thumb away
from the hand)

Nerve Conduction Studies, if available, are suggested for consideration before surgery to
predict positive surgical outcome or where the diagnosis is uncertain.

CARPAL TUNNEL SYNDROME PROCEDURES ARE DELIVERED UNDER THE CSS

CSS applies to individuals over the age of 16 and treatment to be carried out in line
with the criteria detailed above.

Please refer to Section 6.1 for full details of the CSS guidance.

Should an occasion arise where a patient’s clinical need cannot be met by the CSS, the
CSS provider will forward the original referral together with the completed CSS Rejection
form to the EACH (Elective Activity Coordination Hub).

Please note: Should the GP receive a rejection from the CSS provider, or they feel the
patient’s condition isn’t appropriate to be treated by the CSS provider, then they would need
to seek prior approval before onward referral to secondary care. This referral should clearly
advise the clinical rationale for a referral to secondary care and also detail how the criteria
are met.
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De Quervain’s Injection of Tendonitis

Prior Approval Required

De Quervain’s tenosynovitis (De Quervain’s) is a condition affecting the tendons that run into
the thumb. These tendons run through a tunnel or sheaths which are involved in the
movement of the thumb. It is the inflammation of this tendon sheath that leads to increased
pain, thus can become a nuisance and very painful at the base of the thumb and swelling
which may travel into the lower arm. Movements of the thumb and activities such as
pinching, and gripping can be especially painful.

The ICB will only fund referrals for injections for De Quervain’s where the following criteria
are met:

e Patients may be referred where there is persistent pain after:
¢ Physiotherapy treatment has been undertaken
OR

e Regular exercises to move the tendons to strengthen the muscles in the wrist and
thumb

OR

e Resting the wrist in a splint has not helped

DE QUERVAIN’S INJECTION OF TENDONITIS ARE DELIVERED UNDER THE CSS

CSS applies to individuals over the age of 16 and treatment to be carried out in line
with the criteria detailed above.

Please refer to Section 6.1 for full details of the CSS guidance.

Should an occasion arise where a patient’s clinical need cannot be met by the CSS, the
CSS provider will forward the original referral together with the completed CSS Rejection
form to the EACH (Elective Activity Coordination Hub).

Please note: Should the GP receive a rejection from the CSS provider, or they feel the
patient’s condition isn’t appropriate to be treated by the CSS provider, then they would need
to seek prior approval before onward referral to secondary care. This referral should clearly
advise the clinical rationale for a referral to secondary care and also detail how the criteria
are met.
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Discectomy — Cervical Spine
Discectomy/Micro discectomy/Anterior cervical decompression with or without fusion, or
un-instrumented posterior cervical decompression, including revision surgery

Prior approval not required but must be delivered in line with criteria (See Exceptions)

The ICB will only fund spinal surgical treatment where all the following criteria are met:

e  Symptoms of pain persist despite non-operative treatments or fail to settle after 6
months of conservative management (3 months in exception). Conservative
management, such as:

¢ Medication with the correct usage of optimal tolerated doses of analgesia
(Paracetamol/NSAIDs or Opioid analgesics)
e Physical therapy

OR
e There is evidence of abnormal or progressive neurological symptoms
AND
e The patient’s BMI is <35.0 and is a non-smoker
AND
e The patient is 18 years or older
AND

e The patient has had magnetic resonance imaging, showing disc herniation
(protrusion, extrusion, or sequestered fragment) at a level and side corresponding to
the clinical symptoms

AND
e The patient has a corresponding neurologic deficit
OR

¢ The patient has significant weakness in their hand or arm consistent with the level of
spinal involvement, arm pain worse than neck pain

OR
e There is evidence of nerve root irritation with a positive nerve root tension

EXCEPTIONS
PLEASE NOTE, PRIOR APPROVAL IS REQUIRED FOR:

e Patients with a BMI >35
AND/OR

e Patients who have been unable to obtain a non-smoking status after 3 months

In these cases, the referring clinician will need to demonstrate satisfactorily that there are
exceptional individual clinical circumstances. The rationale is that these procedures are for
conditions which are not life threatening and the procedure has a significant perioperative
risk, which is greater in patients who have a BMI>35 or are smokers.
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PATIENTS WITH A BMI >35:
The referring clinician should stress the importance of trying to lose weight prior to surgery
and support a referral to One You Lincolnshire Home | One You Lincolnshire

The patient should commit to a documented weight loss and exercise programme (this can be
gentle exercise which will contribute to weight loss) programme for 3 months. Where weight
loss is achieved and there is uncontrolled, intense persistent pain then the patient may be
referred to an appropriate healthcare professional for consideration of surgery.

PATIENTS WHO ARE CURRENT SMOKERS:

Patients should be informed that smoking increases complications following surgery and
should offered support to stop smoking with a referral to One You Lincolnshire Home | One
You Lincolnshire Where stop smoking status is achieved, the patient may be referred to an
appropriate healthcare professional for consideration of surgery.

EXCLUSION:
Patient with severe symptoms requiring emergency admission and those patients with recent
neurological deficit.
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Discectomy - Lumbar
Discectomy/micro discectomy for lumbar disc prolapse, Posterior Lumber Decompression/
Discectomy, including Revision Surgery

Prior approval not required but must be delivered in line with criteria (See Exceptions)

A discectomy is the surgical removal of intervertebral disc material to treat the symptoms
resulting from compression of one or more spinal nerve roots.

This loose material, which is part of the natural degeneration of the disc with age, is often
described as bulging, prolapsed, herniated, or slipped, resulting in pressure on the nerve
root/s.

The symptoms it causes are called radiculopathy or sciatica and can include pain, tingling,
pins and needles, numbness, weakness, and rarely bowel and bladder problems. As often,
the symptoms will settle naturally, non-operative treatment is the preferred initial option.

The ICB will not fund spinal surgery for patients with lower back pain.

Patients presenting with radiculopathy who show objective evidence of clinical improvement
within six weeks (e.g., VAS pain scores) are more likely than not to continue improving with
non-operative treatment, such as:

e Reassurance and advice on continuation of activity with modification

e Weight-loss

e Analgesia

e Manual therapy
As well as screening those patients who are high risk of developing chronic pain.
The ICB will fund Lumbar Discectomy where all the following criteria are met:

e The patient has a BMI<35 and is a non-smoker

AND

e Inthe presence of concordant MRI changes, Lumbar Discectomy may be offered to
patients with:

e Prolapsed disc or sciatica with nerve root compression with symptoms
lasting for 3 months or more, despite best efforts with non-operative
management (except in severe cases)

OR
e  Severe central spinal stenosis with claudication symptoms of both legs

PLEASE NOTE, PRIOR APPROVAL IS REQUIRED FOR:

e Patients with a BMI >35

AND/OR

e Patients who have been unable to obtain a non-smoking status after 3 months
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In these cases, the referring clinician will need to demonstrate satisfactorily the patient’s
individual clinical circumstances. The rationale is that these procedures are for conditions
which are not life threatening and the procedure has a significant perioperative risk, which is
greater in patients who have a BMI>35 or are smokers.

PATIENTS WITH A BMI >35:
The referring clinician should stress the importance of trying to lose weight prior to surgery
and support a referral to Home | One You Lincolnshire

The patient should commit to a documented weight loss and/or exercise programme (this
can be gentle exercise which will contribute to weight loss) for 3 months.

PATIENTS WHO ARE CURRENT SMOKERS:

Patients should be informed that smoking increases complications following surgery and
should offered support to stop smoking with a referral to Home | One You Lincolnshire
Where a non-smoking status is achieved, the patient may be referred to an appropriate
healthcare professional for consideration of surgery.

EXCLUSIONS:

This criterion is not intended to cover patients who demonstrate deterioration in neurological
function (e.g., objective weakness, sexual dysfunction, foot drop, cauda equina syndrome).
These patients require an urgent referral to an acute spinal centre for further evaluation and
imaging, as nonoperative treatment may lead to irreversible harm.

For more information, please refer to:
EBI Guidance 2J for more information: EBI list2 quidance 150321.pdf (aomrc.org.uk)
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Dupuytren’s Contracture

Prior Approval Required

Dupuytren's contracture is when one or more fingers bend in towards the palm and mainly
affects the ring and little fingers. It can be present in both hands at the same time. It tends
to get slowly worse over many months or years. Treatment cannot usually help in the early
stages.

In line with NICE Guidance Dupuytren's disease | Health topics A to Z | CKS | NICE,
intervention/treatment is not indicated in cases where:

e There is no contracture
e The contracture is mild (less than 20° contracture)
e  The contracture is not progressing and does not impair function

The ICB will only fund intervention (collagenase injections, needle fasciotomy,
fasciectomy and dermo-fasciectomy) where the following criteria are met:

e Finger contractures causing loss of finger extension of 30° or more at the
metacarpophalangeal joint or 20° at the proximal interphalangeal joint
OR

e Severe thumb contractures which interfere with function
In line with NICE Guidance, collagenase injections may only be used for:

e Participants in the ongoing clinical trial (HTA-15/102/04)
OR

e Adult patients with a palpable cord if:

e There is evidence of moderate disease (functional problems and
metacarpophalangeal joint contracture of 30° to 60° and proximal
interphalangeal joint contracture of less than 30° or first web contracture)
plus up to two affected joints

AND

o Needle fasciotomy is not considered appropriate, but limited fasciectomy is
considered appropriate by the treating hand surgeon

DUPUYTREN’S CONTRACTURE INTERVENTIONS ARE DELIVERED UNDER THE
CSS

CSS applies to individuals over the age of 16 and treatment to be carried out in line
with the criteria detailed above.

Please refer to Section 6.1 for full details of the CSS guidance.

Should an occasion arise where a patient’s clinical need cannot be met by the CSS, the
CSS provider will forward the original referral together with the completed CSS Rejection
form to the EACH (Elective Activity Coordination Hub).

Please note: Should the GP receive a rejection from the CSS provider, or they feel the
patient’s condition isn’t appropriate to be treated by the CSS provider, then they would
need to seek prior approval before onward referral to secondary care. This referral should
clearly advise the clinical rationale for a referral to secondary care and also detail how the
criteria are met.
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Ganglion Excision

Prior Approval Required

Ganglia are cystic swellings containing jelly-like fluid which form around the wrists or in the
hand. In most cases, wrist ganglia cause only mild symptoms which do not restrict function,
and many resolve without treatment within a year. Wrist ganglion rarely press on a nerve or
other structure, causing pain and reduced hand function. Ganglia in the palm of the hand
(seed ganglia) can cause pain when carrying objects. Ganglia which form just below the
nail (mucous cysts) can deform the nail bed and discharge fluid, but occasionally become
infected and can result in septic arthritis of the distal finger joint.

Not all ganglions require surgery. Referral may be made where conservative treatment has
failed, e.g., aspiration and there is pain or tingling/numbness or concerns (is cancer).

The ICB will only fund surgical excision where the following EBI recommendations have
been undertaken:

Wrist/volar/foot/knee ganglia
¢ No treatment unless causing pain or tingling/numbness or concern (worried it is a
cancer)
e Aspiration if causing pain, tingling/numbness, or concern
e Surgical excision only considered if aspiration fails to resolve the pain

OR
¢ Tingling/numbness and there is restricted hand function

Seed ganglia that are painful
e Puncture/aspirate the ganglion using a hypodermic needle
e Surgical excision only considered if ganglion persists or recurs after
puncture/aspiration

Mucous cysts
¢ No surgery considered unless recurrent spontaneous discharge of fluid or
significant nail deformity
o Needle fasciotomy is not considered appropriate, but limited fasciectomy is
considered appropriate by the treating hand surgeon

GANGLION TREATMENTS ARE DELIVERED UNDER THE CSS

CSS applies to individuals over the age of 16 and treatment to be carried out in line
with the criteria detailed above.

Please refer to Section 6.1 for full details of the CSS guidance.

Should an occasion arise where a patient’s clinical need cannot be met by the CSS, the
CSS provider will forward the original referral together with the completed CSS Rejection
form to the EACH (Elective Activity Coordination Hub).

Please note: Should the GP receive a rejection from the CSS provider, or they feel the
patient’s condition isn’t appropriate to be treated by the CSS provider, then they would
need to seek prior approval before onward referral to secondary care. This referral should
clearly advise the clinical rationale for a referral to secondary care and also detail how the
criteria are met.
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Hip Arthroscopy

Prior Approval Required

The ICB will only fund Hip Arthroscopy for the following groups of patients with the
following criteria:

e Sepsis of the hip joint
Hip arthroscopy is supported in the washout of an infected native hip joint (i.e.
patients who have not had a hip replacement) in patients refractory to medical
management, patients with underlying disease or patients who are
immunosuppressed.

e Loose bodies

Hip arthroscopy is supported for the removal of radiologically proven loose bodies

within the hip joint with an associated acute traumatic episode. Arthroscopy is
supported as a diagnostic tool where there is suspicion of loose bodies.

e Excision of radiologically proven labral tears in the absence of osteoarthritis

or femur-acetabular impingement syndrome

Hip arthroscopy is supported for the excision of radiologically proven labral tears

associated with an acute traumatic episode in the absence of osteoarthritis or
femoral-acetabular impingement syndrome.

Hip arthroscopy is not routinely commissioned for the treatment of hip impingement

syndrome, or any other indication, pathology or for diagnostic purposes.

not
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Hip replacement (primary)

Prior approval not required but must be delivered in line with criteria (See Exceptions)

The Musculoskeletal Service Framework Musculoskeletal health: 5 year prevention strategic
framework - GOV.UK (www.gov.uk) and NICE Guidelines for Osteoarthritis: care and
management, CG177: Overview | Osteoarthritis: care and management | Guidance | NICE
suggest the initial non-surgical management of hip pain, due to Osteoarthritis, should
provide a conservative package of care, which may include:

Weight reduction

Activity modification

Patient specific exercise programme

Adequate doses of Paracetamol/NSAIDs (where appropriate) and analgesics, joint
injections

¢ Walking aids and other forms of physical therapies

Referrals should only be considered when other pre-existing medical conditions have been
optimised and conservative management has been undertaken prior to the patient being
referred to secondary care.

The ICB will fund prostheses which meet the guidelines set out in NICE Technology
Appraisal Guidance 304 Overview | Total hip replacement and resurfacing arthroplasty for
end-stage arthritis of the hip | Guidance | NICE The ICB would anticipate cemented hip
replacement being used in preference to non-cemented, if clinically appropriate.

The ICB will only fund referral for consideration of primary hip replacement where all the
following criteria are met:

e The patient has a BMI<35 and are a hon-smoker
AND
All the below conservative management measures have been undertaken:

e Medication — the patient should be taking optimal tolerated doses of analgesia and
understand the correct uses (Paracetamol/NSAIDs or Opioid analgesics)

AND

e Physiotherapy attendance — NICE ‘core’ treatments of either guided exercise and
muscle strengthening programmes or of supervised physical therapy —
(Physiotherapy is ineffective in bone-on-bone osteoarthritis)

AND

e Received education regarding lifestyle, the need to maintain or lose weight,
encouragement to stop smoking with providing support and a referral to One You
Lincolnshire Home | One You Lincolnshire

AND

o Where there is uncontrolled, intense, persistent pain resulting in substantial impact
on quality of life and moderate functional limitations which have failed a reasonable
period of maximal conservative treatment for the past 3 months. A diagnostic tool
such as the Oxford Score with a score of <20 is a useful tool in assessing level of
pain.
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EXCEPTIONS:

PLEASE NOTE, PRIOR APPROVAL IS REQUIRED FOR:

e Patients with a BMI >35
AND/OR
e Patients who have been unable to obtain a non-smoking status after 3 months

In these cases, the referring clinician will need to demonstrate satisfactorily the patient’s
individual clinical circumstances. The rationale is that these procedures are for conditions
which are not life threatening and the procedure has a significant perioperative risk, which is
greater in patients who have a BMI>35 or are smokers.

PATIENTS WITH A BMI >35:

The referring clinician should stress the importance of trying to lose weight prior to surgery
and support a referral to Home | One You Lincolnshire The patient should commit to a
documented weight loss and exercise programme (this can be gentle exercise which will
contribute to weight loss) programme for 3 months. Where weight loss is achieved and there
is uncontrolled, intense persistent pain then the patient may be referred to an appropriate
healthcare professional for consideration of surgery.

PATIENTS WHO ARE CURRENT SMOKERS:

Patients should be informed that smoking increases complications following surgery and
should offered support to stop smoking with a referral to Home | One You Lincolnshire
Where a non-smoking status is achieved, the patient may be referred to an appropriate
healthcare professional for consideration of surgery.
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Injections as a treatment for persistent pain

Prior approval not required but must be delivered in line with criteria

All patients should be referred to the Lincolnshire Community Pain Management Service and any
treatment offered is as part of that service, if appropriate, and in line with the relevant NICE and
Evidence-Based Guidance.

No referral should be made or accepted by other providers except where a patient is referred by
the Lincolnshire Community Pain Management Service.

Injections are not recommended as a first-line treatment for persistent pain and should only be
considered as one part of a multimodal pain management approach. This is in line with NICE and
Evidence-based guidelines, which recommend a range of non-invasive treatments for people with
persistent pain, these include education, advice and information, exercise and physical activity,
psychological therapy and pharmacology following a biopsychosocial assessment of individual
need.

FOR FURTHER INFORMATION, PLEASE REFER TO:

¢ NICE Guidelines for Osteoarthritis: care and management, CG177: Overview |
Osteoarthritis: care and management | Guidance | NICE]

¢ NICE Guidelines for Chronic pain (primary and secondary) in over 16s: assessment of all
chronic pain and management of chronic primary pain, NG193: Overview | Chronic pain
(primary and secondary) in over 16s: assessment of all chronic pain and management of
chronic primary pain | Guidance | NICE

e Low back pain and sciatica in over 16s: assessment and management, NG59: Overview |
Low back pain and sciatica in over 16s: assessment and management | Guidance | NICE
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Knee arthroscopy in conditions other than Osteoarthritis

Prior approval not required but must be delivered in line with criteria

Knee arthroscopy involves the insertion of an arthroscope attached to a video camera through
a small incision, with further intervention as clinically indicated.

The ICB will only fund knee arthroscopy where all the criteria are met:

e There is clear evidence of internal joint derangement, as demonstrated by a
competent clinical examination. Internal joint derangement may be because of one of
the following:

¢ A meniscal tear or an acute injury and MRI scan reveals a potentially reparable
meniscus tear
Articular cartilage pathology (osteophytes)

e Synovial pathology

¢ Impingement (amenable to treatment e.g., by notchplasty, removal of cyclops
lesion or excision of infrapatellar fat pad) or Patellofemoral maltracking

AND

e  Where clinically appropriate a trial of at least 3 months conservative treatment has
failed and not addressed the symptoms. Conservative treatments include, for
example, adequate analgesia, Paracetamol/NSAIDs (where appropriate),
physiotherapy/exercise programmes, and losing weight, if necessary

AND
e An MRI scan confirming the internal joint derangement
OR

o Alocked knee and an urgent assessment, showed a bucket handle tear of the
meniscus is present

Knee arthroscopy for diagnostic purposes will not routinely be funded by the ICB. The use of
arthroscopy in patients with generic degenerative knee disease and/or no specific target
pathology has not been found to be clinically beneficial.

EXCLUSIONS:
This policy does not cover:
e Patients undergoing urgent treatment due to acute trauma
e Patients with ‘red flag’ conditions requiring further investigation or referral, such as
suspected inflammatory arthritis, or symptoms/signs suggestive of tumour/infection.
e Arthroscopy carried out in conjunction with open surgery

For further information, please refer to:
¢ NICE Guidelines for Osteoarthritis: care and management, CG177: Overview |
Osteoarthritis: care and management | Guidance | NICE]

e EBI Guidance for: Knee arthroscopy for patients with osteoarthritis - aomrcebi
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Knee arthroscopy for patients with Osteoarthritis

Prior approval not required but must be delivered in line with criteria

Osteoarthritis of the knee, which can cause symptoms including pain, stiffness and
mechanical locking. Arthroscopic knee washout (lavage and debridement) should not be used
as a treatment for osteoarthritis because it is clinically ineffective.

Arthroscopic washout of the knee involves the insertion of an arthroscope attached to a video
camera through a small incision. Saline is introduced via an arthroscopic cannula to wash out
the joint. Washout expels any loose debris through the cannula. Debridement involves using
instruments to remove damaged cartilage or bone, and this is often performed at the same
time as washout.

The ICB will only fund knee arthroscopy for patients with Osteoarthritis where the following
criteria are met:

e Arthroscopic washout (lavage) with or without debridement of the knee should only be
considered for patients who have osteoarthritis of the knee who have a clear history of
mechanical locking.

AND

¢ Conservative treatments have been undertaken such as, analgesia,
Paracetamol/NSAIDs (where appropriate), exercise programmes and losing weight, if
necessary, with support and a referral to One You Lincolnshire Home | One You
Lincolnshire

EXCLUSIONS:
This policy criteria does not cover:
e Patients undergoing urgent treatment due to acute trauma
e Patients with ‘red flag’ conditions requiring further investigation or referral, such as
suspected inflammatory arthritis, or symptoms or signs suggestive of tumour or
infection

The following procedures are not recommended by NICE Guidance Overview | Arthroscopic
knee washout, with or without debridement, for the treatment of osteoarthritis | Guidance |
NICE:

Knee replacement of meniscus with biodegradable scaffold

Mosaicplasty

Trochleoplasty for patella instability

Removal of loose bodies where there are no derangement/mechanical symptoms

For further information, please see:
e EBI Guidance for: Knee arthroscopy for patients with osteoarthritis - aomrcebi

¢ NICE Guidance Osteoarthritis: care and management, Clinical guideline [CG177]
Overview | Osteoarthritis: care and management | Guidance | NICE
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Knee Autologous Chondrocyte Implantation

Prior approval not required but must be delivered in line with criteria

Autologous chondrocyte implantation (ACI) is a procedure to treat articular cartilage defects of
the knee. This procedure is effective for treating small areas of cartilage damage that cause
pain and swelling or restrict the range of motion. Autologous chondrocyte implantation is not
indicated for those patients who have advanced arthritis of knee.

The ICB will only fund treatment where all the following criteria are met:

ACIl is recommended as an option for treating symptomatic articular cartilage defects of the
knee, only if:

e The patient has not had previous surgery to repair articular cartilage defects
AND

e There is minimal osteoarthritic damage to the knee (as assessed by clinicians
experienced in investigating knee cartilage damage using a validated measure for knee
osteoarthritis)
AND

e The defect is over 2 cm?
AND

e The procedure is done at a tertiary referral centre
AND

o The patient’s treatment is in line with NICE TA477 Guidance for Autologous

chondrocyte implantation for treating symptomatic articular cartilage defects of the

knee: Overview | Autologous chondrocyte implantation for treating symptomatic
articular cartilage defects of the knee | Guidance | NICE
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Knee — Patellofemoral Arthroplasty (PFA)

Prior approval not required but must be delivered in line with criteria

The ICB will only fund Patellofemoral Arthroplasty (PFA) where all the criteria are met:
e PFA will only be considered for patients with:

e  Severe knee pain not adequately controlled by six months of non-surgical
management

OR
e Grade Ill and above arthritis confined to a single joint compartment

AND

e The proposed treatment to be undertaken is line with the Royal College of Surgeon of
England Commissioning guide (2013) painful osteoarthritis of the knee (2017)
publication BOA Painful OA Knee Guide Final 2017.pdf

Page 95 of 136




file:///C:/Users/ebowler/AppData/Local/Temp/MicrosoftEdgeDownloads/81f21f58-4a3b-4b35-8f4a-26b4a62194b6/BOA%20%20Painful%20OA%20Knee%20Guide%20Final%202017.pdf





BACK TO CONTENTS

Knee replacement (primary) including partial knee replacement if appropriate

Prior approval not required but must be delivered in line with criteria (See Exceptions)

The ICB will only fund prostheses which are standard.

The Musculoskeletal Services Framework: Musculoskeletal health: 5 year prevention strategic
framework - GOV.UK (www.gov.uk) and NICE Guidance for Osteoatrthritis: care and
management, CG177: Overview | Osteoarthritis: care and management | Guidance | NICE
suggest the management of common musculoskeletal problems, including knee pain in primary
care is ideal. The initial non-surgical management of knee pain, due to Osteoarthritis, should
provide a package of care that may include weight reduction, activity modification, patient
specific exercise programme, adequate doses of NSAIDs and analgesics, joint injection, walking
aids and other forms of physical therapies. Referral should be considered when other pre-
existing medical conditions have been optimised and there is evidence of weight reduction to an
appropriate weight.

The GP should ensure that conservative management has been undertaken prior to the
patient being referred to secondary care.

The ICB will only fund referral for consideration of primary knee replacement where all the
following criteria are met:

e The patient has a BMI<35 and they are a non-smoker
AND
All the below conservative management measures have been undertaken:

¢ Medication — the patient should be taking optimal tolerated doses of analgesia and
understand the correct uses (Paracetamol/ NSAIDs or Opioid analgesics)

AND

e Physiotherapy attendance — NICE ‘core’ treatments of either guided exercise and
muscle strengthening programmes or of supervised physical therapy — (Physiotherapy is
ineffective in bone-on-bone osteoarthritis)

AND

o Received education regarding lifestyle, the need to maintain or lose weight,
encouragement to stop smoking with providing support and a referral to One You
Lincolnshire Home | One You Lincolnshire

AND

e Where there is uncontrolled, intense, persistent pain resulting in substantial impact on
guality of life and moderate functional limitations which have failed a reasonable period
of maximal conservative treatment for the past 3 months. A diagnostic tool such as the
Oxford Score with a score of <20 is a useful tool in assessing level of pain

EXCEPTIONS:

PLEASE NOTE, PRIOR APPROVAL IS REQUIRED FOR:
e Patients with a BMI >35

AND/OR

e Patients who have been unable to obtain a non-smoking status after 3 months
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In these cases, the referring clinician will need to demonstrate satisfactorily the patient’s
individual clinical circumstances. The rationale is that these procedures are for conditions which
are not life threatening and the procedure has a significant perioperative risk, which is greater in
patients who have a BMI>35 or are smokers.

PATIENTS WITH A BMI >35:

The referring clinician should stress the importance of trying to lose weight prior to surgery and
support a referral to Home | One You Lincolnshire The patient should commit to a documented
weight loss and/or exercise programme (this can be gentle exercise which will contribute to
weight loss) for 3 months.

PATIENTS WHO ARE CURRENT SMOKERS:

Patients should be informed that smoking increases complications following surgery and should
offered support to stop smoking with a referral to Home | One You Lincolnshire Where a non-
smoking status is achieved, the patient may be referred to an appropriate healthcare
professional for consideration of surgery.
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Lumbar Radiofrequency Denervation

Prior approval not required but must be delivered in line with criteria

This EBI guidance applies to adults aged 19 and over.

Radiofrequency denervation, also known as ‘dorsal rhizotomy’ or ‘radiofrequency ablation,’ is a
non-surgical and minimally invasive procedure that uses heat to reduce or stop the transmission
of pain signals arising from one or more spinal facet joints. It is only recommended when other
alternatives have failed.

Lumbar radiofrequency facet joint denervation should only be offered in accordance with NICE
Guidelines for Low back pain and sciatica in over 16s: assessment and management NG59:
Overview | Low back pain and sciatica in over 16s: assessment and management | Guidance |
NICE which recommends it as an adjunct in the management of chronic low back pain only
when non-operative treatment has failed, and the main source of pain is thought to arise from
one or more degenerate facet joints.

Facet joints are pairs of joints that stabilise and guide motion in the lumbar spine. These joints
are innervated by the medial branches of the dorsal rami. Suitable patients are first offered one
or more diagnostic injections called a Medial Branch Block, to determine which facet joints are
contributing to their symptoms, and should be offered only in accordance with the National Low
Back and Radicular Pain Pathway, May 2017 Title (boa.ac.uk)

Lumbar Radiofrequency Denervation (RFD) for adults with chronic back pain will only be funded
by the ICB, when all the following criteria are met:

e Non-surgical treatment has not been effective

e The main source of pain is thought to come from structures supplied by the medial
branch nerve (for diagnostics, the Medial branch block should be administered with no
steroid)

e There are moderate or severe levels of localised back pain (rated as 5 or more on a
visual analogue scale, or equivalent) at the time of referral

¢ Patients who experience a positive response to a medial branch block (i.e., a significant
but short-term improvement in pain symptoms) may be offered Radiofrequency
Denervation to achieve longer-term pain relief

(Positive response >75% reduction in pain within 2-8 hours post treatment. The Pain reduction
should last no more than 48 hours to be considered for RFD)

For more information, please refer to:
EBI List 2 Guidance - 2K: EBI list2 guidance 150321.pdf (aomrc.org.uk)
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Morton’s Neuroma

Prior Approval Required

Morton's neuroma is where there's a thickening of tissue around a nerve in the foot that has
been irritated or damaged. The symptoms can often be eased with non-operative treatments
recommended by a GP. The main symptoms of Morton's neuroma include:

e A shooting, stabbing or burning pain
e Feeling like a pebble or lump is stuck under your foot
e Some people may also have tingling or numbness in their foot

In line with NICE Guidance on the Management of Morton’s Neuroma Scenario: Management |
Management | Morton's neuroma | CKS | NICE, conversative measures should include:

¢ Avoid high heels and shoes with a constricting toe box or thin soles, to reduce pressure
on the forefoot.

e To use a metatarsal pad

e To avoid (or reduce) impact activities, such as running and jumping

¢ Consider offering nonsteroidal anti-inflammatory drugs, if necessary. See the CKS topics
on Analgesia - mild-to-moderate pain and Paracetamol/NSAIDs (where appropriate) -
prescribing issues for prescribing information

If symptoms persist despite 3 months of footwear modifications and using metatarsal pads:
e Refer the person to an orthotist for a metatarsal dome orthotic

If symptoms persist despite a trial of an orthotic device (or referral to orthotics is not available):
o Refer to an orthopaedic surgeon with a special interest in the foot, a musculoskeletal
clinic, or a podiatric surgeon for consideration of specialist treatments, such as
corticosteroid injections, guided alcohol injections and surgery

The ICB will only fund treatment for Morton’s Neuroma where all the following criteria are met:

o After recommended conservative management measures recommended have failed (in
line with NICE guidance)

AND

e There is significant pain on walking with neurological signs

MORTON’S NEUROMA INJECTIONS ARE DELIVERED UNDER THE CSS

CSS applies to individuals over the age of 16 and treatment to be carried out in line with
the criteria detailed above.

Please refer to Section 6.1 for full details of the CSS guidance.

Should an occasion arise where a patient’s clinical need cannot be met by the CSS, the CSS
provider will forward the original referral together with the completed CSS Rejection form to the
EACH (Elective Activity Coordination Hub).

Please note: Should the GP receive a rejection from the CSS provider, or they feel the patient’s
condition isn’t appropriate to be treated by the CSS provider, then they would need to seek prior
approval before onward referral to secondary care. This referral should clearly advise the
clinical rationale for a referral to secondary care and detail how the criteria are met.
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Prosthetic Limbs

Prior approval not required but must be delivered in line with criteria

The ICB will only fund any request for a limb that is a standard NHS issue.

For hip, knee and other joint prosthesis:
The ICB will fund revisions using standard prosthesis.

For Custom-made Orthopaedic prosthesis:

The ICB will be fund the actual cost of the prosthesis, in line with NHS England Service
Specifications D01/s/d for Complex Disability Equipment — Prosthetic Specialised Services For
People Of All Ages With Limb Loss B (england.nhs.uk)

PLEASE NOTE:
Prior Approval will be required for prosthetics that are above the standard NHS issue, including
any request from a private provider such as. C-leg
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Spinal Cord Stimulation for Chronic Pain of neuropathic or ischaemic origin

Prior approval not required but must be delivered in line with criteria

All patients should be referred to the Lincolnshire Community Pain Management Service and
different treatments offered as part of that service, in line with NICE Guidance (TA159).

NHS England commissions adult highly specialist pain management services delivered by
Specialised Centres working alone or as part of a network with adjacent providers.
Networks comprise the following Tiers of service:

Tier I: GP and primary care services and ICB commissioned community pain management
services

Tier Il: Specialist pain management services provided in secondary care

Tier IlIl: Adult highly specialist pain management (tertiary) services (commissioned by NHS
England)

For more information, please refer to:
NICE Guidance TA159 Spinal cord stimulation for chronic pain of neuropathic or ischaemic origin:
Overview | Spinal cord stimulation for chronic pain of neuropathic or ischaemic origin | Guidance

NICE
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Spinal injections as a treatment for Chronic lower back pain

Prior approval not required but must be delivered in line with criteria

Evidence-based guidelines recommend a range of non-invasive treatments for people with
persistent pain, these include education, advice and information, exercise and physical activity,
psychological therapy and pharmacology following a biopsychosocial assessment of individual
need. This should only be considered after a Pain Management assessment and referral.

Patients with non-specific low back pain with or without sciatica should not be offered the
following spinal or steroid injections:

e Facet joint injections - are no longer recommended by NICE or Getting It Right First
Time (GIRFT) National programme GIRFT spinal report recommendation supported by
study in European journal — Getting It Right First Time — GIRFT

e  Therapeutic medial branch blocks

e Intradiscal therapy

¢ Prolotherapy

e Trigger point injections with any agent, including botulinum toxin

e Epidural steroid injections for chronic low back pain or for neurogenic claudication in
patients with central spinal canal stenosis

e Any other spinal injections not specifically covered above

PLEASE NOTE:

Epidural (local anaesthetic and steroid) should only be considered:

e In patients who have acute and severe radiculopathy as part of their management
through acute spinal pathway referral

For further information, please refer to:

NICE guideline, Low back pain and sciatica in over 16s: assessment and management, NG59:
Overview | Low back pain and sciatica in over 16s: assessment and management | Guidance |
NICE
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Spinal Fusion
Fusion surgery for mechanical axial low back pain

Prior approval not required but must be delivered in line with criteria

This EBI guidance applies to adults aged 19 years and over.

Spinal fusion is when two individual spinal vertebrae become joined together by bone formed
because of surgery. This may involve the use of bone graft and/or surgical implants. The aim of
the surgery is to stop motion at that point to stabilise the joint.

Spinal Fusion is usually reserved for patients:

e With a symptomatic spinal deformity (e.g., scoliosis)
OR

¢ Instability (e.g., spondylolisthesis; trauma)
OR

¢ As an adjunct during spinal decompression surgery, where a more extensive exposure of
the affected neurological structures is required and would otherwise render the spine
unstable

The ICB will only fund spinal fusion where all the following criteria are met:
e Patients should have a BMI <35.0
AND

e Conservative management has failed to reduce symptoms. Conservative management
should include a combined physical and psychological treatment programme and
surgery will only be considered when there is documented evidence that the patient
has engaged and has participated in the full programme

AND

e Patients must be non-smoking at time of surgery as the rate of potential fusion is
significantly affected by smoking. Where the patient is a smoker, they should be referred
to One You Lincolnshire Home | One You Lincolnshire and have stopped smoking for at
least 6-8 weeks before surgery. This is in line with NG209 Overview | Tobacco:
preventing uptake, promoting quitting and treating dependence | Guidance | NICE

The ICB will not fund spinal fusion for patients with non-specific, mechanical back pain. This is
in line with NICE Guidance exclusion criteria:

¢ Conditions of a non-mechanical nature, including:
¢ Inflammatory causes of back pain (e.g., ankylosing spondylitis or diseases of the

viscera)
e Serious spinal pathology (e.g., neoplasms, infections or osteoporotic collapse)
e Scoliosis

Pregnancy related back pain
Sacroiliac joint dysfunction
Adjacent segment disease
Failed back surgery syndrome
Spondylolisthesis
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For more information, please refer to:

¢ Evidence-Based Interventions List 2 Guidance (November 2020):
EBI list2 guidance 0321.pdf (aomrc.org.uk)

¢ National Low Back and Radicular Pain Pathway 2017: UKSSB | ISCP

¢ NICE Low back pain and sciatica in over 16s: assessment and management (November
2016): Overview | Low back pain and sciatica in over 16s: assessment and management
| Guidance | NICE

e NICE CG173 Neuropathic pain in adults: pharmacological management in non-specialist
settings (2014): Overview | Neuropathic pain in adults: pharmacological management in
non-specialist settings | Guidance | NICE
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Toenail — Wedge resection of ingrown toenail including Wedge resection

Prior Approval Required

An ingrown toenail develops when the sides of the toenail grow into the surrounding skin. The
nail curls and pierces the skin, which becomes red, swollen and tender.

The big toe is often affected, either on one or both sides, possible symptoms include:

Pain if pressure is placed on the toe

Inflammation of the skin at the end of the toe

A build-up of fluid in the area surrounding the toe
An overgrowth of skin around the affected toe
Bleeding

White or yellow pus coming from the affected area

Treating ingrown toenails
Without treatment, an ingrown toenail can become infected. Conversative measures should
include:

Keep feet clean by washing them regularly with soap and water

Changes socks regularly

Cut toenails straight across to stop them digging into the surrounding skin

Gently push the skin away from the nail using a cotton bud (this may be easier after
using a small amount of olive oil to soften the skin)

o Wear comfortable shoes that fit properly

The ICB will only fund toenail surgery where the following criteria are met:
e All conservative measures have been undertaken
AND

¢ Recurrent infection (in cases of infection the whole nail should ideally be removed rather
than performing a wedge resection)

AND

o Persistent symptomatic pain

TOENAIL WEDGE RESECTION OF INGROWING TOENAIL TREATMENTS ARE DELIVERED
UNDER THE CSS

CSS applies to individuals over the age of 16 and treatment to be carried out in line with
the criteria detailed above.

Please refer to Section 6.1 for full details of the CSS guidance.

Should an occasion arise where a patient’s clinical need cannot be met by the CSS, the CSS
provider will forward the original referral together with the completed CSS Rejection form to the
EACH (Elective Activity Coordination Hub).

Please note: Should the GP receive a rejection from the CSS provider, or they feel the patient’s
condition isn’t appropriate to be treated by the CSS provider, then they would need to seek prior
approval before onward referral to secondary care. This referral should clearly advise the
clinical rationale for a referral to secondary care and also detail how the criteria are met.
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Trigger Finger/Thumb

Prior Approval Required

Trigger digit occurs when the tendons which bend the thumb/finger into the palm intermittently
jam in the tight tunnel (flexor sheath) through which they run. It may occur in one or several
fingers and causes the finger to “lock” in the palm of the hand. Mild triggering is a nuisance and
causes infrequent locking episodes. Other cases cause pain and loss and unreliability of hand
function. Mild cases require no treatment and may resolve spontaneously. Surgery is usually
effective and requires a small skin incision in the palm but can be done with a needle through a
puncture wound (percutaneous release).

Cases interfering with activities or causing pain should first be treated with:

e One or two steroid injections which are typically successful (strong evidence), but the
problem may recur, especially in diabetics

OR
e Splinting of the affected finger for 3-12 weeks (weak evidence)
The ICB will only consider surgery when one of the following criteria are met:

e Triggering persists or recurs after one of the above measures (particularly steroid
injections)

OR
e The finger is permanently locked in the palm
OR

e The patient has previously had 2 other trigger digits unsuccessfully treated with
appropriate nonoperative methods

OR

e The patient is diabetic

TRIGGER FINGER/THUMB TREATMENTS ARE DELIVERED UNDER THE CSS

CSS applies to individuals over the age of 16 and treatment to be carried out in line with
the criteria detailed above.

Please see above for the exclusions that cannot be undertaken in CSS.
Please refer to Section 6.1 for full details of the CSS guidance.

Should an occasion arise where a patient’s clinical need cannot be met by the CSS, the CSS
provider will forward the original referral together with the completed CSS Rejection form to the
EACH (Elective Activity Coordination Hub).

Please note: Should the GP receive a rejection from the CSS provider, or they feel the
patient’s condition isn’t appropriate to be treated by the CSS provider, then they would need to
seek prior approval before onward referral to secondary care. This referral should clearly
advise the clinical rationale for a referral to secondary care and also detail how the criteria are
met.
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Ulnar Nerve Release (Cubital Tunnel Syndrome)

Prior Approval Required

Cubital tunnel syndrome is a condition which affects Ulnar nerve, which is one of the main
nerves of your hand. It causes pins and needles, numbness and sometimes pain along your
ring and little fingers. You may also have weakness of the hand and in severe cases clawing,
curling up, of the ring and little fingers.

The ICB will only fund injections where the following criteria are met:

e Patients may be referred where there are neurological signs of tingling and numbness
in the little and ring finger

Surgical decompression behind the medial epicondylar groove is the only appropriate
procedure for CSS surgery. Procedures on Guyon’s canal should be referred onto secondary
care.

For more information, please refer to:

The British Society for Surgery of the hand: Cubital tunnel syndrome | The British Society for
Surgery of the Hand (bssh.ac.uk)

ULNA NERVE RELEASE INJECTIONS ARE DELIVERED UNDER THE CSS

CSS applies to individuals over the age of 16 and treatment to be carried out in line
with the criteria detailed above.

Please see above for the exclusions that cannot be undertaken in CSS.
Please refer to Section 6.1 for full details of the CSS guidance.

Should an occasion arise where a patient’s clinical need cannot be met by the CSS, the CSS
provider will forward the original referral together with the completed CSS Rejection form to
the EACH (Elective Activity Coordination Hub).

Please note: Should the GP receive a rejection from the CSS provider, or they feel the
patient’s condition isn’t appropriate to be treated by the CSS provider, then they would need
to seek prior approval before onward referral to secondary care. This referral should clearly
advise the clinical rationale for a referral to secondary care and detail how the criteria are met.
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Vertebral augmentation

Prior approval not required but must be delivered in line with criteria

This EBI guidance applies to adults aged 19 years and over.

Vertebral augmentation, including vertebroplasty (VP) and kyphoplasty (KP), refers to spinal
procedures which involve the injection of bone cement (typically polymethylmethacrylate
[PMMA]) into the fractured vertebral body via a needle inserted through the skin, using image
guidance). These procedures aim to increase stability and strengthen the bone with the
intention of reducing pain and further collapse. The procedure can be performed under local
anaesthetic with sedation, or general anaesthesia, by an interventional radiologist, spinal
surgeon or pain specialist. Decisions regarding the need for vertebral augmentation are made
by the operator, in conjunction with metabolic and pain specialists, geriatricians and the
patient.

The alternative to vertebral augmentation is conservative management. This consists of pain
relief, bracing, and manual therapy, although the evidence for bracing and manual therapy
has shown to be of no benefit. Bone healing can take place over 2-12 weeks. Hospitalisation,
immobility and opioid pain medication often have significant side effects, particularly in older
patients.

VP or KP should be offered as a treatment for painful osteoporotic vertebral fractures on a
case-by-case basis. As per advice in the NICE Technology Appraisal Guidance 279
(TAG 279), VP or KP may be considered:

¢ In cases where patients have ‘severe (7/10 or greater on VAS scale) ongoing pain
after a recent, unhealed vertebral fracture despite optimal pain management’ and
hospitalised older people

o Where the acute vertebral fracture has been proven on imaging and correlates with

the site of maximal pain on clinical examination

The decision to treat should be taken after multidisciplinary team discussion

The procedure should take place at a facility with access to spinal surgery services

Processes for audit and clinical governance should be in place

VP/KP must be performed in conjunction with additional measures to improve bone

health

NICE TAG 279 delegates the eligible timeframe for intervention to the clinician. However,
evidence from a 2016 randomised controlled trial (RCT) offers evidence that older patients
(>60 years old) with fractures at most 6 weeks old and severe pain despite optimal pain
management that benefit most from the procedure.

For more information, please refer to:

¢ EBI Guidance Vertebral augmentation for painful osteoporotic vertebral fractures -
aomrcebi

o NICE TA Guidance TA279, Percutaneous vertebroplasty and percutaneous balloon
kyphoplasty for treating osteoporotic vertebral compression fractures: Overview |
Percutaneous vertebroplasty and percutaneous balloon kyphoplasty for treating
osteoporaotic vertebral compression fractures | Guidance | NICE
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19 Urology treatment policies criteria

Circumcision

Prior Approval Required

Male circumcision is surgery to remove the foreskin for such conditions as, the inability to
retract the foreskin, anatomical abnormality of the foreskin or other conditions associated
with recurrent inflammation, infection or dermatological disease.

Nearly all boys are born with an unretractable foreskin, which as part of normal development
gradually becomes retractile without the need for any intervention. By the age of 16, only 1%
of boys have an unretractable foreskin. There are several non-invasive alternatives to
treating retraction difficulties before circumcision is considered, such as treatment with
topical steroids or manual stretching of the prepuce under local anaesthetic.

Please note:
e Prior Approval is required for patients under 16 years
e Prior approval is not required for patients over 16 years where criteria are met
e The ICB will not fund circumcision carried out for cultural or lifestyle reasons
(including religious and ritual practices)

The ICB will only fund circumcision where one of the following criteria are met:

¢ Phimosis (inability to retract the foreskin due to a narrow preputial ring)
Recurrent paraphimosis (inability to pull forward a retracted foreskin)
e Recurrent balanitis (inflammation of the glans) or balanoposthitis (inflammation of the
glans and prepuce)
Balanitis Xerotica Obliterans (chronic inflammation leading to a rigid fibrous foreskin)
o Dermatological disease (such as lichen planus or eczema) which is unresponsive to
other treatment, where biopsy is required
e Recurrent febrile urinary tract infections due to an anatomical abnormality
In children, the procedure will also be considered for ballooning of the foreskin or
spraying of urine

EXCLUSIONS:
This policy does not cover:
e Suspected penile malignancy when referral should be made through the appropriate
(2 week wait) route
e Traumatic foreskin injury where the foreskin cannot be salvaged

For more information, please refer to:
e NHS Choices. Circumcision in adults: Circumcision in men - NHS (www.nhs.uk)
¢ Royal College of Surgeons. Commissioning guide: Foreskin conditions, 2013:
Search — Royal College of Surgeons (rcseng.ac.uk)
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Surgical intervention for benign prostatic hyperplasia (TURP)

Prior approval not required but must be delivered in line with criteria

Transurethral resection of prostate (TURP) is a therapeutic procedure involving removal of
tissue from the inner aspect of the prostate using diathermy, via an endoscopic approach. It is
commonly undertaken for voiding lower urinary tract symptoms (LUTS) presumed secondary
to benign prostatic hyperplasia (BPH).

NICE Guidance on Lower urinary tract symptoms in men: management, GC97: Overview |
Lower urinary tract symptoms in men: management | Guidance | NICE provides clear
evidence, in clinical and cost-effectiveness terms, that patients voiding LUTS presumed
secondary to BPH, should be offered surgical intervention, only when those symptoms are
severe, or when conservative management options have been unsuccessful.

TURP is undertaken on an in-patient basis, with a catheter left in-situ for 24-48 hours post-op
for the purpose of irrigation. TURP may be undertaken under either general or spinal
anaesthesia. There are many different approaches to surgical intervention for benign prostatic
hyperplasia.

This EBI guidance applies to adults aged 19 years and over. The ICB will only fund
treatment, where the following criteria are met:

e The person is healthy and has complicated benign prostatic hyperplasia (i.e., chronic
retention with renal impairment) as evidenced by hydronephrosis and impaired GFR

OR

e Other evidence of complicated BPH (e.qg., urinary tract infections, bladder stones or
acute urinary retention)

OR

o Bothersome LUTS persist alongside high, or unchanged International Prostate
Symptom Scores despite optimal conservative and drug treatment

AND

e Shared decision-making process has been carried out and the person has been
counselled thoroughly regarding alternatives

Please note:

Only men with severe voiding symptoms, or in whom conservative management options and
drug treatment have been unsuccessful, should be offered surgical intervention. Surgery is
indicated (in healthy men) in complicated BPH i.e., chronic retention with renal impairment as
evidenced by hydronephrosis and impaired GFR, and in most cases of acute retention
secondary to BPH.

For more information, please refer to:
EBI Guidance 2I: Surgical intervention for benign prostatic hyperplasia - aomrcebi
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Surgical Removal of Kidney Stones

Prior approval not required but must be delivered in line with criteria

Urinary tract stones are amongst the most common condition dealt with by urologists with an
estimated 6,000 patients admitted to hospital per year with the condition. Shockwave
lithotripsy (SWL) is a non-surgical technique for treating these stones in the kidney or ureter.
The technique uses high energy shockwaves to break the stones into smaller fragments
which can then pass spontaneously.

Stones can be observed to see if they pass spontaneously, or treated with shockwave
lithotripsy, or surgical techniques such as ureteroscopy (URS) and percutaneous stone
surgery (PCNL), both of which may involve placing a stent.

The optimal management depends on the type, size and location of the stone as well as
patient factors such as co-morbidity and pregnancy. For appropriate stones SWL is
advantageous as it is non-invasive and so has fewer major adverse events than surgery.

This EBI guidance applied to adults aged 19 years and over. The ICB will only fund
treatment, where the following criteria are met:

e Renal stones are 5-10mm and not suitable for watchful waiting, shockwave
lithotripsy is to be offered as first-line treatment (unless contra-indicated or not
targetable)

OR

e Renal stones are 10-20mm shockwave lithotripsy can be considered as first-line
treatment (if treatment can be given in a timely fashion)

OR

¢ Renal stones are 10-20mm and shockwave lithotripsy is contraindicated or
ineffective, then ureteroscopy can be considered.

OR

¢ Renal stones are over 20mm (including staghorn), percutaneous nephrolithotomy
(PCNL) can be offered as first-line treatment

For more information, please refer to:

e EBI Guidance 2G: Surgical removal of kidney stones - aomrcebi

¢ NICE Guidance on Renal and ureteric stones: assessment and management,
Published: 08 January 2019 NG118 Recommendations | Renal and ureteric stones:
assessment and management | Guidance | NICE
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Vasectomy

Prior Approval Required

A vasectomy (male sterilisation) is a surgical procedure to cut or seal the tubes that carry a
man's sperm to permanently prevent pregnancy.

The ICB will only fund a vasectomy under local anaesthetic where all the following criteria
are met:

e The patient understands that the sterilisation procedure is permanent and irreversible,
and the reversal of sterilisation operation would not be routinely funded by the NHS

AND
e The patient is certain that his family is complete

AND

e The patient has sound mental capacity for making the decision as emotional instability
or equivocal feelings about permanent sterilisation are contraindications to vasectomy

AND

e The patient has received counselling about the availability of alternative, long-term
and highly effective contraceptive methods and these are either contra-indicated or
unacceptable to the patient

AND

e The patient understands that sterilisation does not prevent or reduce the risk of
sexually transmitted infections

Prior Approval will need to be sought by clinicians seeking to undertake a vasectomy under a
general anaesthetic in secondary care, setting out why the patient’s procedure cannot be
undertaken under local anaesthetic clearly stating the clinical grounds for which they meet the
criteria below.

Patients who require a vasectomy under general anaesthetic in secondary care must meet
one of the following criteria:

¢ Anatomic abnormalities, such as the inability to palpate and mobilise both vas
deferens or large hydroceles or varicoceles

e Past trauma and scarring of the scrotum
e Acute local scrotal skin infections
e Electro-surgery is contraindicated in certain types of pacemakers

e Anxiety or fear of the procedure is unlikely to be considered by the Prior Approval
Panel as there are alternative methods of effective contraception

Please Note:

Patients should be advised that after a Vasectomy procedure they will need to use effective
contraception until Azoospermia has been confirmed by two consecutive semen samples with
no spermatozoa seen. This usually takes 8-12 weeks from the date of the operation.
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Patients should also be aware that there is a risk of failure of this procedure. The early failure
rate of vasectomy (i.e., the presence of motile sperm in the ejaculate at 3 to 6 months post-
vasectomy) ranges from 0.3% to 9%

Patients who have undergone a vasectomy would not qualify for ICB funded fertility treatment
in the future should they change their mind and wish to have a child, even if the procedure
has been successfully reversed. This is in line with the information with the ICB’s IVF policy.

Second Vasectomy:

The ICB policy does not routinely fund second vasectomy. Sterilisation is regarded as
irreversible; therefore, reversal of sterilisation is not routinely funded by the ICB (see Section
20). The fact that a patient has a new partner will not normally be sufficient grounds to fund
this treatment. NHS budgets are limited, any patient privately funding sterilisation would not
routinely be funded for a second vasectomy on the NHS. An IFR demonstrating individual
exceptionality would need to be submitted.

Sterilisation of Patients with Gender Dysphoria:

Sterilisation of patients on the Gender Dysphoria pathway as part of their transition and
genital reconstruction is solely commissioned by NHS England Specialised Services and the
ICB cannot consider requests to fund sterilisation for patients on this pathway.

VASECTOMY PROCEDURES ARE DELIVERED UNDER THE CSS

CSS applies to individuals over the age of 16 and treatment to be carried out in line
with the criteria detailed above.

Please refer to Section 6.1 for full details of the CSS guidance.

Should an occasion arise where a patient’s clinical need cannot be met by the CSS, the CSS
provider will forward the original referral together with the completed CSS Rejection form to
the EACH (Elective Activity Coordination Hub).

Please note: Should the GP receive a rejection from the CSS provider, or they feel the
patient’s condition isn’t appropriate to be treated by the CSS provider, then they would need
to seek prior approval before onward referral to secondary care. This referral should clearly
advise the clinical rationale for a referral to secondary care and also detail how the criteria are
met.
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20 Treatments not routinely commissioned

This list of procedures not routinely commissioned and requires an IFR for exceptionality. However, this
list is not exhaustive and if a procedure is not listed it should not be assumed that this is funded where
there is no policy or NICE TA.

Autologous Blood & Platelet-Rich Plasma Injection in Tendinopathy

Platelet-rich Plasma (PRP) Injections and Autologous Blood Injections are used to treat damaged tendons, where
a patient's blood is taken and re-injected into the affected area. Our blood contains platelets, which contain growth
factors. These growth factors boost the healing process of the tendons, as they are injected straight to the
damaged area.

Bobath Therapy for Cerebral Palsy

Bobath Therapy, also known as neurodevelopmental therapy (NDT) is a physiotherapy approach to treating
patients with damage to their central nervous system, such as those with cerebral palsy. The focus is on patient
and carer participation to improve muscle tone, posture, and function. It aims to assess the patient’'s needs and
adapt to individual requirements.

Chelation therapy for cardiovascular disease, autism & chronic fatigue syndrome (CFS)
A means of removing heavy metals from the body. In addition to their use in the treatment of heavy metal
poisoning and overload there is growing trend for chelating agents to be used to treat a variety of different
conditions.

Chronic Fatigue Syndrome — in-patient treatment

Cognitive Behavioural Therapy in-patient treatment of chronic fatigue syndrome is not routinely funded. Please
note: Prior Approval is not required for referrals to the Local Chronic Fatigue Service. If a healthcare professional
wishes to refer outside of this service, then an IFR is required.

Complimentary therapies

The ICB will not routinely fund, as complimentary medicine/alternative therapies are not generally funded by the
NHS (except where it is approved by a NICE Technology Appraisal); this includes, Acupuncture - for any medical
condition, including migraine and tension/cluster headaches — this is in line with NICE Guidance NG193 Overview
| Chronic pain (primary and secondary) in over 16s: assessment of all chronic pain and management of chronic primary pain |
Guidance | NICE, MSK/Rheumatic pain, Chiropractic, Osteopathy, Alexander Technique, Applied Kinesiology,
Aromatherapy, Autogenic Training, Ayurveda, Chinese Medicine, Environmental Medicine, Healing, Herbal
Medicine, Homeopathy, Hypnotherapy, Massage, Meditation, Naturopathy, Nutritional Therapy, Reflexology, Reiki,
Shiatsu, Other alternative therapies. IFRs will be considered on a case-by-case basis, together with evidence of
effectiveness of the therapy, failure of conventional treatment, assurance on training and qualifications of the
proposed provider practitioners.

It is important to be aware the scope of NG193 is chronic primary pain. This is defined as 'Pain which has no clear
underlying condition, or the pain (or its impact) appears to be out of proportion to any observable injury or disease.
ICD-11 gives examples of chronic primary pain, including fibromyalgia, complex regional pain syndrome, chronic
primary headache and orofacial pain, chronic primary visceral pain and chronic primary musculoskeletal pain'. The
guideline committee largely excluded research relating to secondary pain - caused by an underlying condition for
example osteoarthritis or rheumatoid arthritis. The guideline development committee refers to separate NICE
guidelines relating to Low back pain and sciatica, rheumatoid arthritis, osteoarthritis, spondyloarthritis People with chronic
primary pain are a subset of people with persistent pain. The prevalence of chronic primary pain is unknown but is
estimated to be between 1% and 6% in England. NG193 summarises that acupuncture reduced pain and
improved quality of life in the short term (up to 3 months) compared with ‘usual care' or sham acupuncture. There
was insufficient evidence to determine longer term benefits. Once individuals have had their one-off course

of acupuncture, should their symptoms improve in the short term and recur a further course is not recommended
by the guidelines.

Referral criteria to the Lincolnshire Community Pain Management Service includes a requirement for patients to
have trialled first line approaches to pain management, this includes treatment such as simple analgesia and
physiotherapy. The service has been commissioned and designed to support patients living with persistent pain to
live full and meaningful life despite their pain, not to provide interventions for short term relief in symptoms such as
acupuncture for chronic primary pain. Following discussion between the Lincolnshire Community Pain
Management Service, the ICB and Primary Care Clinical leadership group it was agreed that delivery of
acupuncture as recommended by NG193 should be delivered as a first line treatment for those with chronic
primary pain and not be included within the scope of the persistent pain service.
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Cosmetic procedures not specifically listed
Any procedure not specifically listed elsewhere in this document that are, by consensus, viewed as cosmetic in
nature requires an IFR e.g., the removal of non-diseased tissue.

Cranial banding for positional plagiocephaly
This guidance applied to children 2 years and under. Please refer to EBI Guidance 2Z. As clinically evidenced by
the four major designated supraregional craniofacial services in the UK (prior to the availability of Helmet therapy),
the flattened area of the head usually self-corrects naturally, as a baby grows, develops, and becomes more
mobile with increased muscle strength, and spends less time lying in one position. There is clear evidence and
expert consensus that a helmet does not affect the natural course of skull growth and should not be used.
Helmets may be associated with significant risks such as pain, pressure sores and may adversely affect the bond
between baby and parents. They are also expensive. To reduce pressure on the flattened part of the head and
encourage remoulding, the following simple interventions are suggested:
e ‘Tummy Time’ — Allow baby to spend time lying on their front while awake, supervised and playing
e Change the position of toys/mobiles/cot in the room to encourage baby to move their head away from the
flattened side
e Use asling or a front carrier to reduce the amount of time baby spends lying on a firm flat surface
e Modify Parental lap “nursing” position to promote contact with less flattened side of parental chest
« All babies including those with non-synostosis/positional plagiocephaly or brachycephaly must be laid to
sleep on their back. Sleeping in positions other than this is associated with an increased risk of Sudden
Infant Death Syndrome or SIDS (formerly known as Cot Death). For the same reason, no pillows or props
should be used to change a baby’s sleeping position.

Diagnostic Arthroscopy
The ICB will not commission arthroscopy for diagnostic purposes for ankles, elbows, knees, hips, shoulders, or
wrists.

Dialectical Behavioural Therapy
Dialectical behavioural therapy as inpatient treatment be regarded as an inappropriate use of NHS resources, and
thus should not be commissioned.

Drugs Therapy outside of Lincolnshire Formulary/outside of NICE TA

Please refer to the Lincolnshire Joint Formulary Lincolnshire Formulary: Lincolnshire Formulary
(lincolnshirejointformulary.nhs.uk) If the drug is not included in the Lincolnshire Joint Formulary/outside of NICE
TA/the drug is not the responsibility of NHSEI then an IFR is required.

Extracorporeal Shock Wave Therapy (ESWT - lithotripsy)
The ICB does not routinely commission this therapy for these conditions:
e Plantar fasciitis
e Refractory Achilles tendinopathy
e Refractory tennis elbow
e Calcific tendonitis (tendinopathy) of the shoulder

Gastric Electrical Stimulation in Gastroparesis
Gastric electrical stimulation helps to control the chronic nausea and vomiting associated with gastroparesis.

Gynaecomastia

Surgery for Gynaecomastia to improve appearance alone is not routinely commissioned. This is because surgery
for reduction of male breast tissue is deemed to be cosmetic. We do not routinely fund for idiopathic
gynaecomastia in men. Where gynaecomastia is caused by medical treatment such as prostate cancer, an IFR
may be considered where BMI is <27.0 and there is evidence of functional issues. Suspicious breast lumps
should be referred via the 2 week wait process. An IFR may be submitted for consideration of exceptionality.

Infrared An Induced Whole-Body Hyperthermia

Artificial warming of the body to improve symptoms for various medical condition e.g. (Arterial hypertension,
muscle tension, chronic back pain, fiboromyalgia syndrome, neuralgia, migraine, chronic inflammatory disorders,
chronic rhinitis, bronchial asthma, Seasonal Affective Disorder, rehabilitation in sports medicine, detoxification in
those exposed to pollutants, chronic viral iliness).

Laser Treatment of Myopia (Short Sightedness)
Correction of short sightedness using lasers.
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Liposuction for Lipoedema
Lipoedema is a long-term (chronic) condition typically involving an abnormal build-up of fat cells in the legs, thighs
and buttocks.

Lignocaine (Lidocaine) for management of Chronic Pain

Treatment of Lignocaine (Lidocaine) for management of Chronic Pain is only provided through the Lincolnshire
Community Pain Management Service, if clinically appropriate. Any request for funding to any other service
providers would require an IFR.

Lycra Dynamic Splinting for Children with Neurological Impairment
Lycra Dynamic Splinting for Children with Neurological Impairments is not supported by the ICB. Submission of
an IFR would be required if considered exceptional.

New treatments and exceptional cases

It is accepted that exceptional clinical situations may arise in year which may require clinicians to consider using
innovative and possibly yet unproven treatments. Where these cannot be covered within existing resources the
Trust will continue to discuss the issues with the ICB and seek PA for funding as appropriate.

Occipital Nerve Stimulation for adults with intractable chronic migraines & medically refractory
chronic cluster headaches

This procedure is not routinely commissioned by the ICB and an IFR form is required for exceptionality. Please
refer to: Overview | Occipital nerve stimulation for intractable chronic migraine | Guidance | NICE

Pain management programmes using cognitive behavioural approach

Cognitive behavioural approach pain management programmes are only provided through the Lincolnshire
Community Pain Management Service, if clinically appropriate. Any request for funding to any other service
providers would require an IFR.

Patella Resurfacing
Patella resurfacing is not routinely commissioned as a stand-alone treatment.

Penile Prostheses

Penile Implants are not routinely commissioned. This is because there are alternative therapies that are effective
in the majority cases of erectile dysfunction. In January 2016 NHS England undertook an evidence review of
penile prosthesis surgery and its initial conclusion is that ‘evidence to support the use of penile prosthesis
implantation in men with erectile is predominantly of low-level evidence.” NHS England further comment that to
date no review of cost effectiveness of the treatment has been undertaken. NICE has not published clinical
guidance on Erectile Dysfunction (ED) in terms of clinical effectiveness, safety and tolerability and cost
effectiveness. If NICE do evaluate treatments of ED, specifically penile prosthesis surgery, Commissioners will
review and update this policy. This means the ICB will only fund the treatment if an IFR proves exceptional clinical
need and that is supported by the ICB.

Percutaneous tibial nerve stimulation (PTNS)
For treatment of overactive bladder.

Residential pain management programmes
The ICB will not routinely fund residential pain management programmes.

Reversal Sterilisation — male and female sterilisation
Sterilisation is regarded as irreversible. The fact that the patient has a new partner will not normally be considered
sufficient grounds to fund this treatment.

Sacral Nerve Stimulation (SNS) for Urinary Retention
This procedure is not routinely commissioned by the ICB and an IFR form is required for exceptionality.

Scotopic Sensitivity Syndrome (Mears-Irlen Syndrome) & coloured filtered/tinted lenses
Provision of coloured filters/ tinted lenses for specific reading difficulty (SRD).
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Snoring symptoms

Snoring (Uvulopalatopharyngoplasty, Laser Assisted Uvuloplasty & Radiofrequency ablation of palate). Treatment
of simple snoring (i.e., in the absence of sleep apnoea) is not usually harmful to health and is regarding as being
primarily for social rather than medical benefit. There is limited clinical evidence of effectiveness but there are
significant risks to patients. There are several alternatives that can improve snoring: weight loss, stop smoking,
reduce alcohol intake, medical treatment for nasal congestion, purchasing a mouth splint.

Surrogacy
Surrogacy is not available on the NHS. The ICB does not support or fund treatments for surrogacy.

Third Medical Opinion
The ICB will not commission a third specialist opinion for the same problem; an opinion is considered valid if the
clinician has appropriate expertise to advise and manage the presenting problem.

Tonsillectomy for treatment of Tonsilloliths
Tonsillectomy for treatment of Tonsilloliths is not supported by the ICB. Submission of an IFR would be required if
considered exceptional.

Topical Negative Pressure (TNP) for wound closure (vacuum assisted closure — VAC)
TNP for wound closure (VAC) is not supported by the ICB. Submission of an IFR would be required if considered
exceptional.

Toric Intraocular lenses
For corneal astigmatism correction in patients undergoing cataract surgery is not supported by the ICB.
Submission of an IFR would be required if considered exceptional.
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Word/abbreviation

Meaning

Abdominoplasty/

A ‘tummy tuck,” which is an operation that is performed to improve the

apronectomy shape of the abdomen.

Auxiliary Excessive sweating from the armpits.

hyperhidrosis

Benign Benign tumors of the vascular epithelium and soft tissues.

haemangiomas

Breast asymmetry

Breast unevenness.

Commissioning

Commissioning in the NHS is the process of ensuring that the health and
care services provided effectively meet the needs of the population. Itis a
complex process with responsibilities ranging from assessing population
needs, prioritising health outcomes, procuring products and services, and
managing service providers.

Congenital Condition that is present at birth.

Cryotherapy Treatment by freezing.

Dysplasia Abnormal development of cells, tissues, or structures in the body.

Granuloma A collection of immune cells known as histiocytes

Facial hyper A change of skin pigmentation.

pigmentation

Functionally Functionally disabling resulting in severe restrictions in activities of daily

disabling/ living, such as dressing, personal hygiene (washing and toileting),

impairment functional mobility (moving from one place to another to perform activities
required in the home or at work) and meeting nutritional needs (shopping,
preparing, and eating food). This defines a disability as any long-term
limitation in activity resulting from a condition or health problem.

Genodermatoses A genetic disorder of the skin

Gynaecomastia

An abnormal increase in size of the male breast.

Individual Funding
Request (IFR)

This is the process by which a clinician may request special funding on the
grounds that the patient represents a clinical exception (for further
definition of the strict criteria applying to this, please refer to the
Commissioner’s IFR policy.

Labiaplasty
(reduction of labia).

A surgical procedure to reshape the inner lips of the vagina.

Lipodermato-
sclerosis

This is a skin change of the lower legs that often occurs in patients who
have venous insufficiency. It is a type of inflammation of subcutaneous fat.

Lipoma

A tumour mainly composed of fat. Such tumours occur in almost any part
of the body, developing in fibrous tissue — particularly in that beneath the
skin. They are benign (non-cancerous) in nature.

Moles (Acquired
naevi)

A brown lesion of the skin, sometimes raised which can in certain
circumstances become malignant

Molluscum
contagiosum

A chronic viral disorder of the skin characterised by groups of small,
smooth painless pinkish nodules with a central depression that yield a
milky fluid when squeezed.

Otoplasty Correction of large /protruding ears.

Papilloma Excess skin to form a tumor. Non-cancerous papilloma are common in the
skin and are sometimes viral in origin.

Phalloplasty Plastic surgery of the penis or scrotum.

Positional This is a disorder that affects a baby’s skull, making the back or side of the

plagiocephaly baby’s head appear flattened.
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Word/abbreviation | Meaning

Prophylactic Prophylactic mastectomy is surgery to remove one or both breasts to
mastectomy reduce the risk of developing breast cancer.

Skin Tags/Papilloma | These are small benign tumours that form primarily in areas where the skin
forms creases, such as the neck, armpit, and groin. They may also occur
on the face, usually on the eyelids. They are harmless and typically
painless and do not grow or change over time.

Seborrhoeic Non-cancerous benign skin growth that originates in keratinocytes —

warts/Keratosis Yellow/brown, greasy or rough grey/black hyperkeratotic papule with stuck
on appearance.

Telangiectasia/ A cluster of minute red blood vessels visible under the skin

Spider angiomas
(spider veins)

Thrombophlebitis Swelling (inflammation) of a vein caused by a blood clot.

Viral warts These are small, hard, benign growths on the skin caused by a virus.
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Equality and Diversity Statement

NHS Lincolnshire ICB aims to design and implement services, policies and measures that are fair and
equitable. As part of its development, this policy and its impact on staff, patients and the public have
been reviewed in line with NHS Lincolnshire ICB’s legal equality duties.

In carrying out its functions, NHS Lincolnshire ICB is committed to having due regard to Section 149 of
the Equality Act 2010 (the Public Sector Equality Duty). This applies to all the activities for which NHS
Lincolnshire ICB is responsible, whether internal or on behalf of customers, including policy
development, implementation, review and evaluation.

The Health and Social Care Act 2012 places specific legal duties on ICBs to have regard for 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.

This document has been designed to ensure that, in any development or review of NHS Lincolnshire

ICB policies, equality aspects are considered so that no-one is adversely affected by the new or
reviewed policy.

Interaction with Other Policies
The following policies/guidance should be read in conjunction alongside this policy:

¢ NHS Lincolnshire ICB IFR Commissioning Policy, Version 1, February 2023

¢ NHS Lincolnshire ICB’s Policy for In Vitro Fertilisation (IVF)/Intracytoplasmic Sperm Injection
(ICSI). Please note, this policy is currently under review: CG - 004 - In Vitro Fertilisation (IVF)
Policy (icb.nhs.uk)

¢ NHS Lincolnshire ICB’s Policy for Intrauterine Insemination (IUl). Please note, this policy is
currently under review: CG - 001 Intrauterine Insemination (IUl) Policy (ich.nhs.uk)

¢ Who Pays? sets out the framewaork for establishing which NHS commissioner will be
responsible for commissioning and paying for an individual’'s NHS care, July 2022: NHS
England » Who Pays?

References
The following key references have been used in the creation of this policy:
o The Evidence-based Interventions programme (EBI), which is an initiative led by the Academy

of Medical Royal Colleges to improve the quality of care (November 2020): aomrcebi —
Evidence-based interventions

e The National Right Care Programme: NHS RightCare (england.nhs.uk)

e The National Institute for Health and Care Excellence (NICE), which are evidence-based
recommendations developed by independent committees, including professionals and lay
members, and consulted on by stakeholders: Find guidance | NICE

One You Lincolnshire, which provides health and wellbeing programmes to Lincolnshire residents:
Home | One You Lincolnshire
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https://lincolnshire.icb.nhs.uk/documents/our-policies-and-procedures/clinical-governance/cg-002-individual-funding-requests-ifr-policy/?layout=default


https://lincolnshire.icb.nhs.uk/documents/our-policies-and-procedures/clinical-governance/cg-004-in-vitro-fertilisation-ivf-policy/?layout=default


https://lincolnshire.icb.nhs.uk/documents/our-policies-and-procedures/clinical-governance/cg-004-in-vitro-fertilisation-ivf-policy/?layout=default


https://lincolnshire.icb.nhs.uk/documents/our-policies-and-procedures/clinical-governance/cg-001-intrauterine-insemination-iui-policy/?layout=default


https://www.england.nhs.uk/publication/who-pays-determining-which-nhs-commissioner-is-responsible-for-commissioning-healthcare-services-and-making-payments-to-providers/


https://www.england.nhs.uk/publication/who-pays-determining-which-nhs-commissioner-is-responsible-for-commissioning-healthcare-services-and-making-payments-to-providers/


https://www.aomrc.org.uk/ebi/


https://www.aomrc.org.uk/ebi/


https://www.england.nhs.uk/rightcare/


https://www.nice.org.uk/guidance


https://www.oneyoulincolnshire.org.uk/





Equality Impact Analysis
Form
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Project Details

HEIEARNEINE Prior Approval policy v1

EA Author: Kate Hooban, Helen Hawksworth, Lynda Stockwell

Team: Quiality

Date 29 December 2022
completed:
Version: 1.0

What is the aim of the project/proposal? ‘

The prior approval policy document has been updated for the organisational change to the
Lincolnshire Integrated Care Board (ICB) which requires an Equality Impact Assessment.
The policy sets out to make explicit the position of the ICB about which treatments will or
will not be commissioned from providers and the criteria and thresholds to be applied. As
the statutory body responsible for NHS spend and performance within the Lincolnshire
system, it is imperative that NHS Lincolnshire Integrated Care Board seeks to maximise
value for money and the number of patients treated within a sustainable financial envelope.
This means only evidence-based, clinically effective services will be commissioned.

Who will be affected by this work? e.g. staff, patients, service users, partner
organisations etc.

The prior approval policy applies to all staff members, including Governing Body Members
and practice representatives, involved in the ICB’s policy-making processes, whether
permanent, temporary or contracted-in (either as an individual or through a third-party
supplier).

The prior approval policy is for the attention of:

*All employees undertaking commissioning and related financial decision making
+All staff members involved in the ICB’s policy-making processes

*For reference, for all employees not directly involved in any of the above activities

Stage 1, Scoping point
Is a full Equality Impact Analysis required for this project?

You should consider whether a full EIA is required, referring to the relevant

guidance for information and guidance on making this decision.

It is important this decision is made with an open mind and correctly, advice
should be sought from the EIHR team if you are unsure.

Yes | M | Proceed to the full Equality | No | O | Explain why further analysis
Impact Analysis form is not required.

If no, explain below why further Equality Impact Analysis is not required. E.g. ‘This report

is for information only’ or ‘The decision has not been made by the ICB’ or ‘The decision
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Stage 1, Scoping point

Is a full Equality Impact Analysis required for this project?

You should consider whether a full EIA is required, referring to the relevant

guidance for information and guidance on making this decision.

It is important this decision is made with an open mind and correctly, advice
should be sought from the EIHR team if you are unsure.

will not have any impact on patients or staff. (Very few decisions affect all groups equally
and this is not a rationale for not completing an EIA.)

Equality Impact Analysis Form

If at an initial stage further information is needed to complete a section this should be recorded and
updated in subsequent versions of the EIA. An Equality Impact Analysis is a developing document, if
you need further information for any section then this should be recorded in the relevant section in the
form and dated.

1. Evidence used

To demonstrate that the decision made has been informed you should include
examples of the information used to determine the impact and complete the EIA.

Examples are likely to include:

Population Data - e.g. demographic profile (Census),

Service Activity Data e.g. profile of patients using a service
Consultation and Involvement findings - e.g. any engagement with
service users, local community, specific groups.

Research - e.g. good practice guidelines, service evaluations, literature
reviews, reports

Participant knowledge - e.g. experiences of working with different or
population groups, experiences of service users in other service areas /
localities

The policy sets out commissioning position of procedures of limited clinical value (PLCV)
and is a proactive response to the legal environment within which the NHS operates. The
document makes explicit the position of the NHS in Lincolnshire with regard to which
treatments will, or will not be, commissioned by providers and the criteria and thresholds to
be applied. The Policy is a tool to enable the ICB to support providers in achieving QIPP
targets and should be read in conjunction with the “Commissioning Policy for the
Management of Individual Funding Requests”.
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1. Evidence used

To demonstrate that the decision made has been informed you should include
examples of the information used to determine the impact and complete the EIA.

Examples are likely to include:

Population Data - e.g. demographic profile (Census),

Service Activity Data e.g. profile of patients using a service
Consultation and Involvement findings - e.g. any engagement with
service users, local community, specific groups.

Research - e.g. good practice guidelines, service evaluations, literature
reviews, reports

Participant knowledge - e.g. experiences of working with different or
population groups, experiences of service users in other service areas /
localities

The policy applies to the whole population being served which has the following
demographic profile:

Lincolnshire is a largely rural county with an ageing population with 23% of residents over
the age of 65. The diversity of the population has increased in recent years as a result of
new and emerging communities, which is primarily made up of Eastern European
communities. Levels of deprivation vary across the county, which has an influence on health
and wellbeing needs. The general pattern is that the urban centres and coastal strip show
higher levels of deprivation than other parts of the county.

The Equality Impact Assessment (EIA) process requires completion of a Quality Impact
Assessment (QIA). Completion of the QIA Initial Screening Tool ensured there was
consideration of the impact of the policy on patient safety, patient experience, patient choice
and access to services, be it positive, neutral, or adverse.

NHS Lincolnshire ICB aims to design and implement services, policies and measures that
are fair and equitable. As part of its development, this policy and its impact on staff, patients
and the public have been reviewed in line with NHS Lincolnshire ICB’s legal equality duties.
Equality aspects have been considered so that no-one is adversely affected by the policy.

In carrying out its functions, NHS Lincolnshire ICB is committed to having due regard to
Section 149 of the Equality Act 2010 (the Public Sector Equality Duty). This applies to all
the activities for which NHS Lincolnshire ICB is responsible, whether internal or on behalf
of customers, including policy development, implementation, review and evaluation. There
will be the ability to monitor the demographics of the patients referred to the prior approval
process, and the outcome of their referral. This will ensure that there are no inequalities of
access to procedures that sit within the prior approval process.
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2. Impact of decision
In the following boxes detail the findings and impact identified (positive or negative)
within the research detailed above; this should include any identified health

inequalities which exist in relation to this work.

As part of these considerations, you should consider how the ICB will be meeting the
requirements of the Public Sector Equality Duty

. Removing or minimising disadvantages suffered by people due to their
protected characteristics.

. Taking steps to meet the needs of people from protected groups where these
are different from the needs of other people.

. Encouraging people from protected groups to participate in public life or in
other activities where their participation is disproportionately low.

Before completing this section, you should ensure you can suitably answer the
following:

What is the equality profile of the population i.e., service users/patients and/or
workforce that is intended to benefit from the activity/project?

(By collecting and analysing demographic data of protected characteristics relating to
patients/service users and/or workforce, within the geographical area concerned, the
ICB will be able to identify the groups that may be adversely affected at a greater
proportion to others).

2.1 Age

Describe age-related impact and evidence. This can include safeguarding, consent
and welfare issues.

The prior approval policy document has been designed to ensure that equality aspects are
considered so that no-one is adversely affected by the reviewed policy.

The purpose of the policy is to ensure that all patients are treated in a fair and equitable
manner and to ensure consistency in decision making. The policy will work to ensure that no
age-related adverse impact is experienced

2.2 Disability

Describe disability-related impact and evidence. This can include attitudinal,
physical, communication and social barriers as well as mental health/learning
disabilities, cognitive impairments.

The prior approval policy document has been designed to ensure that equality aspects are
considered so that no-one is adversely affected by the reviewed policy.

The purpose of the policy is to ensure that all patients are treated in a fair and equitable
manner and to ensure consistency in decision making, so that it has not adverse impact on
disabled people.

Consideration may need to be given around providing information to support understanding
of the process to specific individuals who may have accessibility requirement —
implementation of the Accessible Information Standard will be considered in these
circumstances supporting those who may require information in different formats in relation
to their with sensory and neurodiversity requirements.

Page 125 of 136







2. Impact of decision
In the following boxes detail the findings and impact identified (positive or negative)
within the research detailed above; this should include any identified health

inequalities which exist in relation to this work.

2.3 Gender reassignment (including transgender)

Describe any impact and evidence in relation to transgender people. This can
include issues such as privacy of data and harassment.

The prior approval policy document has been designed to ensure that equality aspects are
considered so that no-one is adversely affected by the reviewed policy.

The purpose of the policy is to ensure that all patients are treated in a fair and equitable
manner and to ensure consistency in decision making so it does not impact adversely on
people who may have gone through or going through transition.

2.4 Marriage and civil partnership
Describe any impact and evidence in relation to marriage and civil partnership. This
can include working arrangements, part time working and caring responsibilities.

The prior approval policy document has been designed to ensure that equality aspects are
considered so that no-one is adversely affected by the reviewed policy.

The purpose of the policy is to ensure that all patients are treated in a fair and equitable
manner and to ensure consistency in decision making, so it does not impact adversely in
terms of Marriage and civil partnership.

2.5 Pregnancy and maternity

Describe any impact and evidence in relation to Pregnancy and Maternity. This can
include working arrangements, part time working and caring responsibilities.?

The prior approval policy document has been designed to ensure that equality aspects are
considered so that no-one is adversely affected by the reviewed policy.

The purpose of the policy is to ensure that all patients are treated in a fair and equitable
manner and to ensure consistency in decision making, so it does not impact adversely in
terms of pregnancy and maternity.

2.6 Race

Describe race-related impact and evidence. This can include information on different
ethnic groups, Roma gypsies, Irish travellers, nationalities, cultures and language
barriers.

The prior approval policy document has been designed to ensure that equality aspects are
considered so that no-one is adversely affected by the reviewed policy.

The purpose of the policy is to ensure that all patients are treated in a fair and equitable
manner and to ensure consistency in decision making, so that it does not impact adversely
on Race. Consideration may need to be given around providing information to support
understanding of the process to specific individuals who have little or no English.
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2. Impact of decision
In the following boxes detail the findings and impact identified (positive or negative)
within the research detailed above; this should include any identified health

inequalities which exist in relation to this work.

2.7 Religion or belief

Describe any impact and evidence in relation to religion, belief or no belief on service
delivery or patient experience. This can include dietary needs, consent and end of
life issues.

The prior approval policy document has been designed to ensure that equality aspects are
considered so that no-one is adversely affected by the reviewed policy.

The purpose of the policy is to ensure that all patients are treated in a fair and equitable
manner and to ensure consistency in decision making, so it does not impact adversely in
terms of Religion or belief. Consideration may need to be given around providing information
to support understanding of the process to specific individuals who have little or no English.
2.8 Sex

Describe any impact and evidence in relation to men and women. This could include
access to services and employment.

The prior approval policy document has been designed to ensure that equality aspects are
considered so that no-one is adversely affected by the reviewed policy.

The purpose of the policy is to ensure that all patients are treated in a fair and equitable
manner and to ensure consistency in decision making, so it does not impact adversely on
whether a person is male or female or has gone through or is going through transition as in
point 2.3 above.

2.9 Sexual orientation

Describe any impact and evidence in relation to heterosexual people as well as
lesbian, gay and bisexual people. This could include access to services and
employment, attitudinal and social barriers.

The prior approval policy document has been designed to ensure that equality aspects are
considered so that no-one is adversely affected by the reviewed policy.

The purpose of the policy is to ensure that all patients are treated in a fair and equitable
manner and to ensure consistency in decision making so it does not have an adverse impact
on sexual orientation.

2.10 Carers

Describe any impact and evidence in relation to part-time working, shift-patterns,
general caring responsibilities. (Not a legal requirement but a ICB priority and best
practice)
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2. Impact of decision
In the following boxes detail the findings and impact identified (positive or negative)
within the research detailed above; this should include any identified health

inequalities which exist in relation to this work.

The prior approval policy document has been designed to ensure that equality aspects are
considered so that no-one is adversely affected by the reviewed policy.
The purpose of the policy is to ensure that all patients are treated in a fair and equitable
manner including providing relevant information to carers of those patients so that they are
fully aware of the process.

2.11 Other disadvantaged groups

Describe any impact and evidence in relation to groups experiencing disadvantage
and barriers to access and outcomes. This can include socio-economic status,
resident status (migrants, asylum seekers), homeless people, looked after children,
single parent households, victims of domestic abuse, victims of drug/alcohol abuse.
This list is not finite. This supports the ICB in meeting its legal duties to identify and
reduce health inequalities.

The prior approval policy document has been designed to ensure that equality aspects are
considered so that no-one is adversely affected by the reviewed policy.

The purpose of the policy is to ensure that all patients are treated in a fair and equitable
manner and to ensure consistency in decision making, irrespective of age, disability, race,
religion and belief, gender, sexual orientation, or other disadvantaged groups.

The decision-making processes set out in the prior approval policy are not impacted by
socio-economic status. No patients would be disadvantaged by this policy by their socio-
economic status, as the policy ensures that only evidence-based, clinically effective services
will be commissioned regardless of socio-economic status.

3. Human rights

The principles are Fairness, Respect, Equality, Dignity and Autonomy.

Will the proposal impact on human rights? Yes | 0O No M
Are any actions required to ensure patients’ or Yes | 0O No |
staff human rights are protected?

If so what actions are needed? Please explain below.
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4. Health Inequalities.

The Health and Social Care Act 2012 established the first specific legal duties on
ICBs to have 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. These duties had legal effect from April 1st 2013.

The duties require that ICBs properly and seriously takes into account inequalities
when making decisions or exercising functions, and has evidence of compliance
with the duties, whilst also assessing how well commissioned providers have
discharged their legal duties on health inequalities.

1. What evidence have you considered to determine what health
inequalities exist in relation to your work?

This can include local and national research, surveys, reports, research
interviews, focus groups, pilot activity evaluations or other Equality
Analyses. If there are gaps in evidence, state what you will do to mitigate
them.

(this may be different or similar to that which has informed the EIA)

In addition to the health inequality risks related to people with protected characteristics,
health inequalities specific to Lincolnshire’s demography were considered in the
development of this policy. The QIA process reviewed the policy against quality criteria
that are subject to local health inequalities. For example, patient & staff experience,
clinical effectiveness and patient safety quality domains were rated as having neutral,
positive or adverse impacts.

2. What is the potential impact of your work on health inequalities? Can
you demonstrate through evidenced based consideration how the health
outcomes, experience and access to health care services differ across the
population group and in different geographical locations that your work
applies to?

If you feel that the project will not impact / be relevant to Health Inequalities
please give a rationale.

The prior approval policy ensures that only evidence-based, clinically effective services will
be commissioned. The prior approval policy document sets out to make explicit the position
of the ICB about which treatments will or will not be commissioned from providers and the
criteria and thresholds to be applied. The guidance in the policy applies irrespective of
population groups and geographical locations (within Lincolnshire). Health outcomes,
patient experience and access to services will not be impacted on by this policy.
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4. Health Inequalities.

The Health and Social Care Act 2012 established the first specific legal duties on
ICBs to have 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. These duties had legal effect from April 1st 2013.
The duties require that ICBs properly and seriously takes into account inequalities
when making decisions or exercising functions, and has evidence of compliance
with the duties, whilst also assessing how well commissioned providers have
discharged their legal duties on health inequalities.

3. How can you make sure that your work has the best chance of reducing
health inequalities?

NHS Lincolnshire ICB aims to design and implement services, policies and measures that
are fair and equitable. As part of its development, this policy and its impact on staff,
patients and the public have been reviewed in line with NHS Lincolnshire ICB’s legal
equality duties.

In carrying out its functions, NHS Lincolnshire ICB is committed to having due regard to
Section 149 of the Equality Act 2010 (the Public Sector Equality Duty). This applies to all
the activities for which NHS Lincolnshire ICB is responsible, whether internal or on behalf
of customers, including policy development, implementation, and review.

The Health and Social Care Act 2012 places specific legal duties on ICBs to have regard
for 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.

5. Engagement/consultation
What engagement is planned or has already been done to support this project?

It is expected that the ICB will have carried out a level of engagement with those
affected whether formal or informal. This should be focussed to the groups most
affected.

Engagement activity With whom? Date
e.g. protected characteristic/group/community

Please summarise below the key finding / feedback from your engagement activity and how
this will shape the policy/service decisions e.g. patient told us, so we will... (If a supporting
document is available, please provide it or a link to the document)
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5. Engagement/consultation
What engagement is planned or has already been done to support this project?

It is expected that the ICB will have carried out a level of engagement with those
affected whether formal or informal. This should be focussed to the groups most
affected.

Engagement activity With whom? Date
e.g. protected characteristic/group/community

This is not a new process, but a policy update only. No new consultation or engagement
initiated. However, as the policy is based on nationally mandated evidence-based
documents (e.g., NICE Guidance), public consultation has taken place on these documents
at a national level. Additionally, there has been a robust clinical review of the policy criteria
with specialist advice sought from Medical, Nursing and Allied Health Professional staff in
primary and secondary care.

6. Mitigations and changes

If you have identified mitigations or changes, summarise them below. E.g. restricting
prescribing over the counter medication. It was identified that some patient groups require
high volumes of regular prescribing of paracetamol, this needs to remain under medical
supervision for patient safety, therefore an exception is provided for this group which has
resolved the issue.

Are these vital to the project continuing?

None identified

7. Is further work required to complete this EIA?
Please state below what work is required and to what section e.g. additional consultation

or engagement is required to fully understand the impact on a particular protected group
(e.g. disability)

Work needed Section When Date
completed
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8. Development of the Equality Impact Analysis
If the EIA has been updated from a previous version please summarise the changes made

and the rationale for the change, e.g. Additional information may have been received —

examples can include consultation feedback, service Activity data

Version Change and Rationale Version Date
e.g. Version | The impact on wheelchair users identified additional blue 26 September
0.1 badge spaces are required on site to improve access for 2017

this group.
Version 1.0 29 December

2022

9. Final Sign off

Completed EIA forms must be signed off by the completing manager. They will be reviewed

as part of the decision-making process. Service lines should maintain an up-to-date log of
all ElAs.
Version approved:

Name Date
Signature of responsible Lynda Stockwell 29/12/2022
officer
Which committee will be Clinical Policy Sub-Group 05/01/2023

considering the findings and
sign off the EA?

Minute number (to be inserted
following presentation to
committee)
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Stage One - Quality Impact Assessment Initial Screening Tool

The QIA Initial Screening Tool is required for all projects to identify the project’s impact on quality, be it positive, neutral, or adverse.

Five quality domains are thereby defined in the Initial Screening Tool, against which risks must be assessed and scored (see Appendix B for instructions

on scoring).

For each quality domain in the Initial Screening Tool, highlight the proposal’s impact on quality as either positive (P), neutral (N) or adverse (A). For
neutral and adverse impacts, add a score for consequence (C) and likelihood (L) (Appendix B). Multiply the consequence and likelihood scores and
record that number as the total score (T), then enter yes or no regarding need for a Stage 2 QIA for any domains with scores of 8 or greater. Calculate
and record the total score of all domains. Complete an Equality Impact Assessment (EIA) and the EIA section on the QIA screening tool.

Quality Impact Assessment -

Instructions:

Answer Positive, Neutral or Adverse (P, N or A) against each quality domain
If Neutral or Adverse, insert a Consequence (C) and Likelihood (L) score, multiply the scores, and
insert the total score in the Total (T) column

vulnerable adults

¢ The duty to promote equality — see
https://bit.ly/3v85CNs

¢ The functions of other services within the
organisation

¢ The clinical effectiveness of services

e Patients’ and public experiences of
services

e Compliance with NHS constitution’s core
principles - see https://bit.ly/37vzY4k

Any other factors related to the duty to

uphold and improve gquality

receive NHS funded treatment
procedures they perceive to be
required. Formal complaints from
patients who do not receive their
requested procedure.

are not commissioned. There is a
process set out in the policy for
requests for procedures to be
funded which ensures decisions
for each prior approval funding
request are considered in line
with the policy. The prior approval
policy has been developed to
ensure that only evidence-based,
clinically effective services will be
commissioned.

Ao : e Add a brief description of the potential impact and mitigating actions
In Itl al SC reenin g TOOI e InsertY (yes) indicating need for a Stage 2 QIA for any domains with scores of 8 or greater
e Record the total score of all domains
e Complete an Equality Impact Assessment (EIA) and the EIA section on the QIA screening tool
Impact Question Stage
Quality . P/ Brief description of potential Mitigation strategy and 5
Domain Could_the proposal impact on any of the N/ C T impact monitoring arrangements 2 QIA~?
following? A Y/N
Duty of _ A |2 6 | Some patients will experience The prior approval policy sets out | N
Quality | ® The duty to safeguard children and dissatisfaction as they may not the treatment procedures which
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NHS

Lincolnshire
Integrated Care Board

Patient e Avoidable harm; Patients may experience The prior approval policy has
Safety clinical/environmental/other emotional distress or have a been developed to ensure that
e Infection prevention and control personal financial impact as a only evidence-based, clinically
practices, systems, statutory result of not receiving perceived effective services will be
expectations and acceptable standards required treatment procedures. commissioned. Patients in
e Referral to treatment times They may seek to access the Lincolnshire will not have their
o Safeguarding Adults, Young People & procedures through access to essential care and
Children — see https://bit.ly/3jeY3ih independently funded streams treatment limited by this policy.
o Workforce levels and competencies which may be from providers who | There is no impact on patient
Any other risk indicators relevant to patient are not regulated resulting in safety as a result of not funding
safety them potentially sourcing unsafe | treatments that have poor or
treatments. unproven clinical or cost
effectiveness or where there is
the availability of more
appropriate treatment
alternatives.
Patient/ | e Informed choice, autonomy, and Patients may perceive that they NHS Lincolnshire ICB aims to
Staff involvement do not have access to services design and implement services,
Experi- | e Access to services they require. They may not be policies and measures that are fair
ence . able to make some decisions and equitable. As part of its

Dignity, respect, compassion, and
consent

Patients’ satisfaction with services
Complaints and redress

Any other risk indicators relevant to patient
experience:

about their care if the procedure
they are requesting is not
routinely commissioned and
needs prior approval

development, the prior approval
policy and its impact on staff,
patients and the public have been
reviewed in line with NHS
Lincolnshire ICB’s legal equality
duties. The policy has been
designed to ensure equality
aspects are considered so that no-
one is adversely affected by the
policy. Staff are supported with
making decisions about
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NHS

Lincolnshire
Integrated Care Board

procedures through the processes
described in the policy which
provide appropriate guidance to
staff. Patients would have the right
to complain about decision
outcomes in line with the ICB
complaints policy.

Clinical | e Evidence based practice & standards N/ [N/ |N/ | Positive impact as the policy N/A
effecti- e Clinical outcomes A |A |A | highlights the need for additional
veness e Clinical leadership and engagement consideration and prior approval
Any other risk indicators relevant to clinical where procedures are not
effectiveness: evidenced to be clinically
effective. The policy clearly
outlines the need for procedures
to have an evidence base of
clinical and cost effectiveness
prior to approval.
Non- Impact on cost effectiveness N/ [N/ |N/ | Positive impact as the policy N/A
clinical/ Impact on infrastructure A |A |A | highlights the need for additional
operati- Impact on staff satisfaction and consideration and prior approval
onal welfare where procedures are not
impact Impact on the public perception of evidenced to be cost effective.

the organisation

Social value impact
Relationships with partner
organisations

The policy clearly outlines the
need for procedures to have an
evidence base of clinical and cost
effectiveness prior to approval.
The policy has a positive impact
on the system infrastructure
through best use of resources
and reducing numbers of
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Lincolnshire
Integrated Care Board

unnecessary treatments and
therefore admissions; this
positively impacts on patient flow
through the system by prioritising
resources for those in most
clinical need. This has a positive
impact on the public perception of
the organisation, through
demonstration of equity of
access.

Total overall score = 12

EQUALITY

An Equality Impact Assessment must also be undertaken

Name of person completing
the Equality Impact Assessment:

Kate Hooban

Helen Hawksworth

Date:

15/12/2022

Position:

Lead Quality Officer
Senior Lead Nurse for Quality and Safety

Signature:
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A. Service Specifications



Mandatory headings 1 – 4.  Mandatory but detail for local determination and agreement

Optional headings 5-7.  Optional to use, detail for local determination and agreement.



All subheadings for local determination and agreement



		Service Specification No.

		



		Service

		GPwSI Gynaecology



		Commissioner Lead

		NHS Lincolnshire CCG, Lincolnshire West Locality





		Provider Lead

		Dr Rama Mark



		

		01 April 2023 to 31 March 2024





		Date of Review

		As required but no less frequently than annually









		1.	Population Needs



		

1.1 	National context and evidence base

The current GP registered population of Lincolnshire is 730,275 (April 2013).   This is projected to rise to 902,000 by 2033.  

By 2033, all age groups are projected to grow with the largest increase in the group aged 75 and over. This age group is projected to more than double in size (109%) between 2010 and 2033 from 104,000 to 188,000. Estimates of people from non-white British backgrounds living in Lincolnshire show that the numbers have doubled from 3% in 2001 to 6% in 2007. 

This specification supports best practice in the delivery of GPwSI Gynaecology services.  It sets out the requirements for service delivery and development.

The service should enable the delivery of:

· Responsive and patient centred care

· High quality and safe care

· A Gynaecology service, available in the community with equitable access

· A service within the principles of no delays and 18 week referral to treatment standards



The key drivers for the development of this service are to provide a local, more accessible and cost effective service for patients, as set out in documents such as: 





· Our Health, Our Care Our Say; A New Direction for Integrated Services” (DH, January 2006)

· Ambitions for Health DOH (2008)

· Care Closer to Home DOH (2007)

· Everyone Counts: Planning for Patients 2013/14 DH (2012)





1.2 	Local Context

Lincolnshire West locality is a group of 37 practices across the area, all working together to improve the delivery of healthcare to improve the health of our population



 1.2.1 Summary Statistics

· This locality has 37 practices

· Their total registered population in October 2015  is 234 182 

· The localities registered patients live in 3 different upper tier Local Authorities.

· This LW locality accounts for 30% of the population of the 4 Lincolnshire localities

· The localities main LA, Lincolnshire, this locality accounts for 219,800 (30%) of its population.

· This locality main provider is United Lincolnshire Hospitals NHS Trust and accounts for 46,123 (78%) of its admissions. 

· For Lincolnshire West locality. 17.3% of the registered population are under age 15 (England average 19.0%) and 8.7% are age 75 or over (England average 9.3%). 56.6% are female (England average 58.4%).



1.2.2 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 West locality https://www.lincolnshirewestccg.nhs.uk/

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

		[image: C:\Program Files\Microsoft Office\MEDIA\OFFICE12\Bullets\BD21301_.gif]



		Domain 5

		Treating and caring for people in a safe environment and protecting them from avoidable harm

		[image: C:\Program Files\Microsoft Office\MEDIA\OFFICE12\Bullets\BD21301_.gif]







2.2	Local defined outcomes

Lincolnshire West locality requires an excellent high quality patient centred GPwSI Gynaecology service which raises the standard of care and is easily accessible with well-designed pathways.    

It is expected that patients will be treated quickly, close to home and where possible within a one stop shop service model.    

The service must :

· Be transparent and accountable

· Promote the one stop model of care

· Be outcome focused

· Make efficient use of available resources

· Be clinically effective and use evidence based treatment – the patient is to be seen by the right person at the right time and receive the right treatment. 





· Be accessible for patients taking into account travel distance, car ownership and public transport issues  

· Be safe, and deliver effective high quality care 

· Ensure that the expected clinical outcomes are delivered in line with the defined service specification 

· Provide a collaborative approach with secondary care and other affiliated women's health services to ensure a seamless service



		3.	Scope



		 

3.1	Aims and objectives of service

· The aims of the service is to provide assessment and treatment for Gynaecological conditions which can be treated in a safe and effective way in the community for all patients over the age of 16, and for under 16’s who present with Peri-menarchal menstrual disturbances.  Details of the conditions assessed and treated within the service are documented in Section 3.2.

The overall aims of the service specification are to:

· Improve access and provide services closer to home 

· Improve the patient experience through improvements in patient satisfaction

· Ensure the patient is treated with the highest regard to safety during their treatment

· Improve patient safety by ensuring good communication with the patient’s general practitioner and other treating clinicians, ensuring continuity of care

· Reduce unnecessary hospital attendances: 

· Patients to be treated by the right person, in the right place, first time with the right outcome and satisfaction

· To provide a ‘One Stop Shop’ service where possible to ensure patient care is effectively delivered through a minimum number of patient contacts

· Reduce waiting times for patients by increasing capacity in primary care to assist in maintaining the target of a maximum 18 week wait from referral to treatment in secondary care

· Deliver effective treatments/intervention, specific to the patient’s clinical needs that reduces the demand on secondary care services

· Facilitate referral, where necessary, to other primary or secondary care services with agreed referral processes in place which are understood by all 

· Support the development of robust systems for monitoring and clinical audit

· Adhere to evidence based best practice care pathways





The service will also:

· Signpost patients and carers to additional self-help organisations 



3.2	Service description/care pathway

This is a service that aims to provide GPs with expertise within a primary care setting to manage Gynaecological conditions which do not necessarily need to be seen in secondary care.  The service will have the capacity, resources and competencies required to provide Gynaecological assessment and treatment in the community. The service provider will offer a caring and responsive pathway which will complement existing services and be outcome driven.  The service will meet all clinical and corporate governance standards expected of an NHS provider and be CQC compliant.  



All Gynaecology referrals will be made through the Electronic Referral System (ERS). 



           If a referral is received for a presentation that can be managed effectively and safely by the referring GP, it will be returned to the referrer with a management plan.  

           It is anticipated that the following conditions will be assessed and managed:



· Menorrhagia

· Dysmenorrhoea

· Irregular bleeding

· Pelvic pain 

· Vaginal discharge

· Pruritus vulvae

· Prolapse

· Amenorrhoeas

· Hirsutism

· Urinary incontinence

· PCOS

· Peri-menarchal menstrual disturbances

· Menopause

The procedures offered are:

· IUCD insertions/removals

· Implant insertions/removals

· Ring pessary insertions and removals

· Difficult cervical smears

       

If patients require onward referral to secondary care the service provider will 

refer the patient onward to secondary care as appropriate.  



           Prescriptions will be the responsibility of the referring GP and a handwritten note will be given to patients to obtain prescription from their own GP.    



           Follow-up appointments will be offered as appropriate and this could be face to face or by telephone.  



           The service provider will inform the referring GP by letter of the outcome of the consultation within two weeks.  



           It must be recognized that an intermediate service positioned between primary and secondary may receive referral for patients who require care which is more complex than can be provided by a GPwSI service.  Robust patient management processes need to be in place to ensure onward referral into Secondary care is undertaken in a timely fashion.



      3.2.1   Referral to Treatment Times (RTT)

All Providers should be reminded that the ‘Referral date’ in RTT for electronic referrals is the date the URBN is created and for paper referrals the referral date is the date the provider receives it (and dates stamps the paper referral).

RTT waits must be recorded and monitored by the provider to achieve a 10 week wait for all referrals.  10 weeks is necessary to allow 8 weeks for the patient to have an Outpatient appointment, diagnostic and receive treatment within the 18 week RTT waiting time target as set in Secondary Care, should they need to be referred on.

60% of patients should be seen and treated within 6 weeks from the date the referral was received with 80% of patients being seen and treated within 8 weeks.  All referrals should be seen and treated within 10 weeks from the date the referral was received.  Where clinically appropriate first definitive treatment needs to have started within 10 weeks but not necessarily completed.

3.2.2 Review and Booking of Referrals



Referrals will be sent to the Provider via the Choose and Book team, who receive the referral either electronically, by fax or email. The provider will encourage the use of electronic Choose and Book where possible. 

In the case of electronic booking the referring GP will select a provider from a menu of choice with the patient, Choose and Book will facilitate where Call Back is requested. GPs are responsible for ensuring that up to date and complete information is provided with the referral.

The Provider will be responsible for reviewing all referrals into their service:

· Referrals must only be accepted in line with the Commissioners referral 



policy and acceptance criteria set out in 3.4 of this Service Specification.

· If the patient is not appropriate for the service the referral must be returned to the originating referrer within two working days indicating the reason for rejection.  

· Referrals that are outside these criteria will require prior approval before treatment is carried out.

· In the event that a procedure is carried out without prior approval the commissioner will not be liable for the cost.

· An appointment should be made for the patient within one week of the provider receiving the referral. If the appointment cannot be booked within 10 weeks of the referral date the referral should be sent back to Choose and Book to arrange treatment elsewhere.

· For patients who Cancel, the Provider is expected to contact the patient within 3 working days of their original appointment and offer them a second appointment within 3 weeks. 

· For patients who DNA, the Provider may remove them and send the referral back to the referrer.



The provider will work closely with Choose and Book and commissioners to ensure that any delays experienced by patients in accessing treatments are avoided and evidenced.

Provider Delays

Should demand be very high and it is found no patients can be seen within 10 weeks for a period of two weeks, the Provider will advise the Commissioner.  If the situation continues the Provider must discuss other remedial action with Choose and Book and Commissioners, providing an action plan and expected date for re-commencement of services.

Patient Delays

GPs should be asking patients about their availability before they refer, however, should the Provider receive a referral where the patient is unable or unwilling to be seen within 10 weeks, they should be sent back to their GP (not Choose and Book). They will need to be re-referred via their GP when they are fit, willing and able.

Avoiding Empty Slots

Providers may operate a reminder call service to contact patients a few days before an appointment to ensure all slots are used.  The Provider 

should fill empty slots from cancellations by pulling patients forward from later slots. They should not hold referrals back from booking appointments 



‘on reserve’ to fill such gaps.



2 Week Waits

Where the Provider believes the referral should be categorised as a ‘two week wait’, they shall refer on to secondary care as such within 1 working day. The Provider will telephone the patients GP to inform of the referral within 1 working day of the referral and ensure that the patient’s GP contacts the patient to discuss the referral. The Provider will provide the patients GP with any necessary information to assist with the discussion with the patient.



      3.2.3   Administrative Function

The Provider will be responsible for operating effective administrative procedures to support their service. This will include managing appointments to ensure that patients are seen and treated within the specified waiting times stated in Section 3.2.2, managing DNA’s and cancellations, providing adequate administrative support for typing of onward referral/discharge letters and record keeping.  The Provider will be required to work with the Commissioner in line with the Commissioner’s Record Management Policy.

3.2.4 Treatment Function



The Provider will fully manage the episode of care from referral into the service through to discharge from the service.  

The Provider will ensure that all tissue removed is sent for routine histology and the results of which are reported back to the referring GP within 4 weeks. The Provider is responsible for notifying the patient’s registered GP of any requirements for onward referral on receipt of the results of histology.

The Provider will be responsible for arranging follow up appointments for patients, where appropriate, as part of the agreed tariff.

3.2.5 Onward Referral

Where the Provider identifies the patient should be seen in Secondary Care they will advise the referrer to re-refer as appropriate.

3.2.6 Discharge 

When treatment is complete then the Provider will discharge the patient back to the referring practice. Note: the Provider should always discharge 

the patient once a planned course of treatment has been received. 





The provider will be responsible for ensuring that the referring GP and Patient is sent a typed discharge summary letter and care plan outlining in clear user friendly language and format to include:

· Diagnosis 

· Investigations

· Treatment Plan

· Follow up care after surgery

· Medications

· Any patient advice or recommendations following surgery

· A named point of contact and telephone number should any questions or concerns need to be raised after discharge



This will be sent to the referring GP and to the patient by the end of the next working day preferably in an electronic format, for example via SystmOne.

The Provider will be responsible for providing the patient with a sickness note should they need to be off work for any period of time.

The Provider will provide standard form patient information leaflets regarding specific conditions including advice on self-care where appropriate. 

The Provider must use reasonable endeavours to meet the needs of patients for whom English is not their first language and provide information leaflets etc. in a range of languages that reflect local need. If the patient has a learning disability or sight or hearing impairment the Provider must use reasonable endeavours to provide information in different formats e.g. Braille. 



3.2.7 Service Hours

 The provider must provide a minimum of one session a fortnight, unless otherwise agreed with the Commissioner. It would be advantageous if Providers could ensure that some services are provided outside core (Monday to Friday, 9am to 5pm) working hours.  

3.2.8 Accreditation

All GPs who provide this service must be accredited in accordance with the Commissioners local accreditation process hosted by Lincolnshire West locality on behalf of the Lincolnshire CCG.

	

The process of accreditation assures commissioners that the highest possible standards of clinical governance are achieved in services providing care to their patients.  Accreditation of the individual, and the service, will be carried out following ‘Implementing Care Closer to Home: Convenient Quality Care for Patients’ Dept. of Health 2007:



http://www.pcc-cic.org.uk/article/gps-and-pharmacists-special-interests-gpwsi-and-phwsi



Accreditation will take place, as a minimum every three years, to ensure that the standards are maintained. 



A process of approval is carried out by the Quality Team hosted by Lincolnshire West locality. The performer will demonstrate and submit evidence in support of their application, structured by the Accreditation Process, the requirements of which include, for example: 

· Evidence of professional indemnity, acknowledging the role required within primary care;

· Annual appraisal; 

· Current Criminal Records Bureau (CRB) check (within last 3 years); 

· Experience and Continuing Professional Development (CPD) in the specialty. 

· Appropriate clinical sponsor and continuing mentorship

· Evidence of actions taken as a result of service reviews, clinical audit and patient surveys. 

· Evidence of relevant skills and qualifications verified by a specialist panel of experts



Those already accredited in Lincolnshire will continue to be covered by their accreditation under previous contracts; however, GPs new to the service will need to be accredited before they can provide the service.



Providers will only see patients once they have been accredited. Under no circumstances may Providers or Performers train other potential Performers or Providers.





Reaccreditation Requirements or Addition of Performers or Location



The Provider will be required to ensure that the specialist practitioner delivering the service submits an application at least three months before re-accreditation is due or the performer is due to start.  Where accreditation, or re-accreditation, is not in place the Provider will be in breach of the terms of the contract and cannot deliver services.





3.3	Population covered

The Service will cover all patients who are registered permanently or temporarily with a practice within Lincolnshire West localitiy.

The Service will be sensitive to individual patient needs, including gender, age, culture, sexual orientation and religious beliefs. Specifically the provider will offer a preferred gender of professional where appropriate e.g. 

for religious or cultural reasons.



3.4	Any acceptance and exclusion criteria and thresholds

Acceptance Criteria

The referring GP must ensure that when referring a patient there is sufficient information for the Provider to assess the referral. As a minimum this should include:

· Patient Name

· Patient Address

· DOB

· NHS Number

· Description of problem

· Relevant medical history.



The Provider should reject the patient if the information is not complete and inform the referring GP and Choose and Book.



Please note the following acceptance criteria in relation to the 10 weeks RTT target:

· The patient should not be referred if they are unable or unwilling to be seen within 10 weeks



Exclusion Criteria

Patients who meet any the following conditions are not appropriate for referral and therefore not covered in this service:

· Suspicions of serious pathology or presence of red flags – should be referred urgently to secondary care or as per locally agreed pathways;

· Suspicion of cancer;

· Do not meet referral criteria;

· Children under the age of 16 years of age; except for under 16’s with ‘peri-menarchal menstrual disturbances’ (see section 3.2 conditions treated).

· Procedures detailed under the Low Priority Procedures list, where criteria exists these should be adhered to or prior approval is required.

· Which require specialist treatment out with the scope of the specification;

· Where the patient does not want to be referred or who are not willing to comply with  treatment plans;

· Which require emergency treatment 

· With post-operative or post traumatic complications 

· Which require a second surgical opinion 

· Housebound Patients  

· Registered on the violent patient scheme  



· That are severely disabled and bed/chair fast

· Pregnant women



3.5	Interdependence with other services/providers

The provider is expected to work within the Lincolnshire Health Economy. Partners within this pathway include (not limited to):

· The Choose and Book team within the Greater East Midlands Commissioning Support Unit (GEM)

· Secondary Care Providers e.g. United Lincolnshire Hospital Trust (ULHT)

· GP’s

· GP’s with Special Interests

· Pathology Departments

· Other services as required from time to time e.g. Gynaecology Physiotherapy, Continence Nurse Specialist



To ensure the patient experiences a seamless pathway of care the provider must work collaboratively with the commissioner, primary care and secondary care providers to deliver services in an organised and cohesive manner and to reduce sequential waits between services within the pathway. 

Providers are expected to co-operate 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)

1. Department of Health, Programme Budgeting Data 2008-09pa

2. Department of Health. Equity and excellence: Liberating the NHS (2010)

3. Department of Health. Liberating the NHS: Legislative framework and next steps (2011)

4. Health and Social Care Bill 221 2010-2012, as amended on recommittal, 18.07.2011.

5. Department of Health. The NHS Outcomes Framework 2011/2012 (2010)

6. Department of Health. The functions of GP commissioning consortia: a working document.

7. Department of Health. Principles and Rules for Cooperation and Competition (2010)

8. Nice Guidelines for Heavy Menstrual Bleeding (CG44)



9. Nice Guidelines for Urinary Incontinence: The management of urinary incontinence in women (CG44)



4.2	Applicable standards set out in Guidance and/or issued by a competent body (eg Royal Colleges) 

           Royal College of Obstetricians and Gynaecologists in General Practice Standards

 Faculty of Family Planning and Productive Healthcare

 Royal College of Radiologists



4.3	Applicable local standards

4.3.1  Continuous Improvement/Innovation

There are key expectations of providers around continuous improvement with the focus that providers will engage their patients and review their services periodically to sustain efficient, effective and high quality services. 



4.3.2 Service Improvement 

Providers are expected to review and implement changes in service provision in the light of current clinical research to ensure that they are providing the most effective packages of care.



4.3.3 Patient Engagement 

The provider will work with patient groups to gain feedback on the acceptability of the service and will take action based on the findings. Evidence of actions taken in response to patient feedback will be submitted to the commissioners through the contract monitoring process. 



		5.	Applicable quality requirements and CQUIN goals



		

5.1 Applicable quality requirements (See enclosure below & Schedule 4 Parts A-D) 

TBC

5.2 Applicable CQUIN goals (See above enclosure & Schedule 4 Part E)

TBC







5.3 Clinical Governance 

The provider will demonstrate clear organisation governance systems and structures, with clear lines of accountability and responsibility. The provider will ensure clinical and corporate governance processes are in place to include:

· Clinical governance lead (if appropriate to providers organisation)

· Incident reporting

· Infection control

· Serious Untoward Incident (SUI) / Patient Safety Incident (PSI) reporting and analysis

· Quality assurance

· Clear policies to manage risk and procedures to identify and remedy poor professional performance

· Evidence of peer and patient review and action taken



Identify a governance lead, with responsibility for all alerts generated from the Central Alerting System. Risk management must include the reporting of all clinical incidents to the NPSA anonymously and have a broadcasting system to all health professionals within the service regarding NPSA, MDA and medication alerts. The provider must demonstrate the evidence on how this mechanism functions.  A governance framework should stipulate the operational management, resources and identify staff numbers, title and WTE. Information governance toolkit must demonstrate level 2 and above.

The provider must ensure the safe delivery of clinical services providing a leadership structure and governance that is fit for purpose. The provider will be expected to promote a culture of learning within its organisation ensuring the following are provided:

· Clinical leadership;

· Integrated governance;

· Clinical safety and medical emergencies;

· Incident reporting.

· Management and reporting of Serious Incidents requiring Investigation as per NPSA guidelines (2010),



5.4 Integrated Governance 

Risk Management (Effective Risk Management  processes supported by appropriate electronic systems)



5.5 Complaints 

In addition to Section SC17 of the NHS Standard Contract, the provider must:

· Endeavour to resolve any complaints directly with the patient, and only 

escalate to the commissioner if the complaint cannot be resolved directly

· Adhere to local commissioner policies and procedures regarding complaints, including the need to inform the commissioner of all complaints

· Respond to complaints in line with the NHS complaints procedure and the relevant statutory regulatory body



5.6 Audits 

The provider must notify the commissioner of the result of any audit undertaken by any regulating body, or any other NHS commissioner.

The provider must 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.



5.7 Equipment

Equipment, including consumables, is the responsibility of the provider.

The Provider must either: 

· Purchase, maintain to a high standard and replace all relevant equipment required to provide the service. 

Or

· Lease/get a license for equipment provided with the premises and gain assurance that maintenance of the equipment is being carried out regularly by those who own it.



The Provider is responsible for ensuring that all staff have relevant training in the use of equipment to ensure their own safety and that of the individual involved. 

As appropriate, policies are to be in place to demonstrate assurance of patient safety, adequate storage, staff training and, where appropriate, decontamination of all medical equipment.  Maintenance and operational schedules should be available as part of the contract review.







5.8 Workforce standards

The provider must describe and demonstrate that their workforce are 

qualified to provide this service and how they will assure commissioners of their competency to practice both at the time of contract letting and throughout the contract life.

As per the NHS contract terms and conditions, providers must regularly and systematically review their professional practice in line with the professional standards as set out by their regulating body and be able to demonstrate how they assure this through regular review and/or appraisals. A report of any review or appraisal that takes place, including recommendations and any requirements for re-training, should be available to the commissioners upon request.

Each provider must encourage and allow for their staff to undertake Continued Professional Development consistent with the requirements of their professional regulator.

The provider must ensure that the following levels of supervision are provided to the clinical staff team:

· Management supervision

· Clinical supervision

· Safeguarding supervision

The provider must include the following roles (these do not need to be undertaken by different people):

· Service manager responsible for ensuring a high quality of clinical practice by all practitioners within the service, including necessary supervision of more inexperienced or junior staff and that all staff, including subcontractors, meet the requirements as set out in the service specification and the NHS Terms & Conditions



· Caldicott guardian responsible for ensuring compliance with all information governance requirements.



The provider will ensure the appropriative staffing levels to cover the delivery of services in all instances.

All staff will hold the appropriate qualification(s). 

Registered practitioners will hold relevant and current registration, possessing competence and skills in line with their specific role; which needs to be evidenced and supervised. The service should demonstrate an appropriate skill mix with all levels of staff holding relevant and current qualifications suitable to the role. 

The provider will ensure a robust structure for clinical leadership, with clinical organisational lines of accountability at the same level in the organisation. 



Clerical and administration need a good understanding of the sensitive and confidential nature of work and should receive relevant ‘in-house’ training to effectively inform their role and customer care skills training is recommended. 

All staff will receive an appropriate induction; have access to mandatory and statutory training annual appraisal/review and personal development planning.

All staff employed or engaged by the provider to be informed of the standard of performance they are required to provide. 

All staff to be trained in line with any national/professional recommendations. 

The provider will ensure that staff participate in regular clinical supervision 

Staff performance is routinely monitored and that any remedial action is taken where levels of performance are not in line the agreed standard of performance. 



5.9       Out of Scope

Patient transport arrangements do not form part of this service specification. Patients will be expected to make their own transport arrangements to the provider for treatment. Those patients who are entitled to assistance with transport under existing NHS arrangements will be able to access this as described below:

Healthcare travel costs scheme

Travel costs will only be reimbursed through the Healthcare Travel Costs Scheme – see:

http://www.dh.gov.uk/en/Publicationsandstatistics/Publications/PublicationsPolicyAndGuidance/DH116383 

· Patients will be informed of how to obtain reimbursement through the healthcare travel costs scheme before they attend any appointments

· Escorts or carers will only be able to claim where the GP or other healthcare professional involved in the claimants care has confirmed that their attendance is necessary

Patient Transport System (PTS)

Patients who have a medical need for ambulance transport will be able to have transport provided by the (PTS). Patients eligible for PTS are those:

· whose medical condition is such that they require the skills or support of PTS staff on/after the journey and/or when it would be detrimental to the patient’s condition or recovery if they were to travel by other means.

· whose medical condition impacts on their mobility to such an extent that they would be unable to access healthcare and/or it would be detrimental to the patient’s condition or recovery to travel by other means.

· who are recognised as a parent or guardian, where children are being conveyed. PTS could also be provided at the discretion of the provider to a patient’s escort where their particular skills and/or support are needed e.g. vulnerable adults or children or to act as a translator







		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 some GP practices). 

The providers must ensure that the premises used are safe and suitable for the delivery of this service. The service must be provided in a geographically convenient, easily accessible location which:

· complies with health and safety legislation

· has good disability access

· has appropriate waiting and treatment areas

· is appropriately furnished and equipped with necessary equipment

· is of the highest level of cleanliness and hygiene

· complies with local and national infection control requirements 

· is easily accessible via public transport.



The service will be community based in locations across the Lincolnshire West localities localities offering choice to patients in terms of location and opening times including extended working days and weekends. 





		7.	Individual Service User Placement
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A. [bookmark: _Toc343591382][bookmark: _Toc121924321]Service Specifications





		Service Specification No.

		



		Service

		Community Surgery Scheme



		Commissioner Lead

		NHS Lincolnshire ICB



		Provider Lead

		Not applicable



		Period

		01 April 2023 to 31 March 2028



		Date of Review

		As required but no less frequently than annually



		[bookmark: _Hlk129942807]1.	Population Needs



		

1.1 Context

The current GP registered population of Lincolnshire is 775,207 (October 2015).   This is projected to rise to 902,000 by 2033.  



By 2033, all age groups are projected to grow with the largest increase in the group aged 75 and over. This age group is projected to more than double in size (109%) between 2010 and 2033 from 104,000 to 188,000. Estimates of people from non-white British backgrounds living in Lincolnshire show that the numbers have doubled from 3% in 2001 to 6% in 2007. 



This specification supports best practice in the delivery of community surgical services.  It sets out the requirements for service delivery and development for the needs of patients requiring minor surgical procedures in a day-case environment.

The service should enable the delivery of:

· Responsive and patient centred care

· High quality and safe care

· A range of surgical procedures available in the community to meet demand.

· Services which enable patients to have choice 

· A service within the principles of no delays and 10 week referral to treatment standards.



1.2 Local Context

All localities within NHS Lincolnshire ICB are commissioning this service, that includes:

Lincolnshire West locality

Lincolnshire East locality

South Lincolnshire locality

South West Lincolnshire locality



1.2.1 Lincolnshire West Locality

· This locality has 34 practices.

· Their total registered population in October 2015 is 234,182. 

· The locality’s registered patients live in 3 different upper tier Local Authorities.

· This locality accounts for 30% of the population of NHS Lincolnshire ICB.

· The locality’s main LA, Lincolnshire, accounts for 219,800 (30%) of its population.

· This locality's main provider is United Lincolnshire Hospitals NHS Trust and accounts for 46,123 (78%) of its admissions. 

· 17.3% of the locality’s registered population are under age 15 (England average 19.0%) and 8.7% are age 75 or over (England average 9.3%). 56.6% are female (England average 58.4%).



1.2.2 Lincolnshire East Locality

· This locality has 30 practices within 3 smaller localities, Skegness and Coast (7), East Lindsey (14), and Boston (9).

· Their total registered population at July 2013 is  246,563

· The locality’s registered patients live in 3 upper tier Local Authorities

· The locality’s main providers are United Lincolnshire Hospitals NHS Trust and North Lincolnshire and Goole NHS Trust accounting for  80.3% and  16.1% of all admissions to hospital respectively (2015/16 data derived from Secondary User Statistics data, source is GEMIMA https://gemima.gemcsu.nhs.uk/)

· 14.9% of the locality’s regional population are under 15 (England average 16.7%) with 11.1% 75 or over (England average 8.7%). 50.6% are female (England average 50.5%).



1.2.3 South West Lincolnshire Locality

· This locality has 19 practices.

· Their total registered population in January 2015 is 132,103. 

· The locality’s registered patients live in 2 different lower tier Local Authorities.

· The locality’s main Local Authority is Lincolnshire County Council and this locality accounts for 119,200 (16%) of its population.

· This locality's main provider is United Lincolnshire Hospitals NHS Trust and accounts for 24,774 (71%) of its admissions. 

· 17.5% of the locality’s registered population are under age 15 (England average 19.0%) and 9.5% are age 75 or over (England average 9.3%). 54.9% are female (England average 58.4%). 



1.2.4 South Lincolnshire Locality

· This locality has 15 practices

· Their total registered population in August 2016 is 164,701 

· The locality's registered patients live in 2 different upper tier Local Authorities.

· This locality's main provider is Peterborough & Stamford Hospitals NHS Foundation Trust and accounts for 20,298 (48%) of its admissions. These represent 80% of that provider's total admissions for Lincolnshire ICB. Based on usage in 2015/16

· 16% of the locality's registered population are under age 15 (England average 17.1%) and 10% are age 75 or over (England average 7.5%). 51% are female (England average 50%).



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 can be found here:

NHS Lincolnshire ICB www.lincolnshire.icb.nhs.uk

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

The ICB requires an excellent, high quality, patient centred Community Surgery service which raises the standard of care, which is easily accessible.    

It is expected that patients will be treated quickly, close to home and where possible within a one stop shop service model.    

Our aim is to provide:

· An innovative and improving service; 

· Seamless, timely and coordinated pathways  across primary and secondary care; 

· A holistic patient centred service;

· One Stop Shop where possible.



The service must :

· Be transparent and accountable;

· Promote the one stop model of care;

· Be outcome focused;

· Create a learning environment;

· Make efficient use of available resources;

· Be clinically effective and use evidence based treatment – the patient is to be seen by the right person at the right time and to receive the right treatment;

· Be accessible for patients taking into account travel distance, car ownership and public transport issues;

· Be safe, and deliver effective high quality care; 

· Ensure that the expected clinical outcomes are delivered in line with this service specification.





		3.	Scope



		

 3.1	Aims and objectives of service

The aim of the service is to provide an accessible, comprehensive and confidential assessment and treatment service for certain conditions which can be treated in a safe and effective way via surgery in the community for all patients over the age of 16 (except patients referred for a Vasectomy who need to be over the age of 18).  The service will cover a range of specialties including orthopaedic, dermatology, ophthalmic, general surgery, podiatry, gynaecology and urology. Further details of the conditions and procedures performed by the service are documented in Appendix A.    



The service will be available to those patients who are registered with a GP within NHS Lincolnshire ICB or patients who are ordinarily resident in Lincolnshire but not registered with a GP.

Aims and Objectives are:

· To provide improved access and provide services closer to home;

· Reduce unnecessary hospital attendances: 

· Patients to be treated by the right person, in the right place, first time with the right outcome and satisfaction;

· To provide a ‘One Stop Shop’ service where possible to ensure patient care is effectively delivered through a minimum number of patient contacts; 

· Reduce waiting times for patients by increasing capacity in the community to assist in maintaining the target of a maximum 18 week period from referral to treatment in secondary care;

· Improve the patient experience through improvements in patient satisfaction and PROMS where applicable;

· Ensure the patient is treated with the highest regard to safety during their treatment;

· To improve patient safety by ensuring good communication with the patient’s general practitioner  and other treating clinicians, ensuring continuity of care;

· To deliver effective treatments/intervention specific to the patient’s clinical needs that reduces the demand on secondary care services;

· Support the development of robust systems for monitoring and clinical audit;

· Adherence to evidence based best practice care pathways;

· Make best use of NHS resources ensuring value for money while ensuring quality and safety;

In addition the service will:

· Support continual professional development within the service (to include GP training).  Recommendations of content for a GP education programme include, but are not limited to:

· Referral criteria and exclusions;

· Appropriate use of diagnostic tests;

· Pathway and services available;

· The importance of self-care;

· Signpost patients and carers to additional self-help organisations; 



3.2	Service description/care pathway

The provider will deliver community surgery where appropriate, safe and of high quality at local tariff in a Community setting. The list of procedures providers are able to carry out is detailed in Appendix A of this service specification.



NHS Lincolnshire ICB will contract with the provider to deliver the services to patients registered with general practitioners or for resident non-registered patients within Lincolnshire. If the provider elects to provide services to patients registered outside of Lincolnshire it will be responsible for agreement of appropriate contracts and / or payment arrangements with the relevant commissioner.



3.2.1 Referral to Treatment Times (RTT)

The referral date in RTT is the date when the referral is received by the provider. 



RTT waits must be recorded and monitored by the provider.  Where the referral is for a procedure undertaken by a consultant the provider must adhere to a maximum 18 week waiting time in accordance with published RTT guidance.  Where the referral is for a procedure that is not undertaken by a consultant the provider must adhere to a maximum 10 week waiting time for from referral to first treatment in the community surgery service for all procedures except vasectomy. The 10 week limit is necessary to allow a further 8 weeks for the patient to have an Outpatient appointment, diagnostic and receive treatment set in Secondary Care should they need to be referred on and still be within the overall 18 week RTT limit.



Non Vasectomy Referrals

60% of patients should be seen and treated within 6 weeks from the date the referral was received by the provider with 80% of patients being seen and treated within 8 weeks. All non-vasectomy referrals should be seen and treated with 10 weeks from the date the referral was received by the provider.



Vasectomy Referrals

90% of patients should be seen and treated within 12 weeks from the date the provider receives the referral with 100% of patients being seen and treated with 14 weeks from the date the referral was received.





Multiple Procedure Referrals

Where the referral is for bilateral carpal tunnel or multiple trigger fingers, multiple procedures need to be done over time. The first procedure must be completed within the above timelines the further procedures as clinically appropriate.



3.2.2 Review and Booking of Referrals

Referrals will be received by the Provider via Electronic Referral System using either indirectly bookable or directly bookable slots or via secure NHS.net email. The provider will encourage the use of electronic referral system where possible. 



The booking process that the provider is expected to adhere to is detailed in Appendix C. 



The referring GP working with the patient will select a provider from a menu of choice. GPs are responsible for ensuring that up to date and complete information is provided with the referral on the latest referral form.



The Provider will be responsible for reviewing all referrals into their service within 2 working days:

Referrals must only be accepted in line with the Commissioners referral and Procedures of Low Clinical Value (PLCV) Policy and acceptance criteria set out in 3.5 of this Service Specification.

If the CSS provider can’t do the procedure, they email the EACH or refer to the EACH via ERS with the patient details, original referral letter and CSS rejection form stating the clinical reason why they aren’t able to do the procedure.



The EACH will acknowledge receipt of the referral, signaling to the provider that this patient has been discharged from their care.



The EACH will liaise with the IFR team. If approved the EACH will liaise with the patient to offer choice of secondary care provider. If declined the EACH will liaise with the GP practice



Referrals that are outside the PLCV Policy will require prior approval before treatment is carried out.

In the event that a procedure is carried out without prior approval the commissioner will not be liable for the cost.



The Provider must contact the patient within one week of receiving the referral. If provider cannot offer and book the appointment to meet the waiting specified in Section 3.2.1 above the referral should be sent back to the referring GP to assign to another provider for treatment and explaining why. 

Where there is high demand for the service as a whole all Providers are expected to work with the Commissioner to increase capacity.

The provider will work closely with the commissioners to ensure that any delays experienced by patients in accessing treatments are avoided and the reasons for delay are analysed.



Do Not Attend (DNA and Cancellation)

Patients who do not attend their outpatient appointments will be discharged back to the referrer and their waiting time clock will be stopped ONLY if the Provider can demonstrate that the appointment was offered to the patient with a minimum of one week’s notice and clearly communicated to the patient AND If discharging the patient is not contrary to their best clinical needs. A new clock starts on the date the Provider receives a subsequent referral for the patient. Following two patient cancellations, the patient will be referred back to their GP/referrer.



Provider Delays

Providers are expected to provide the contracted services throughout the period of the contract.  Where the provider is unable to provide a contracted service as a result of issues arising within the provider they must propose a variation or termination of the service in accordance with the terms of the NHS Standard Contract.  Where demand for a service provided by a provider is higher than the available capacity the provider should provide early warning of the issue to the commissioner who will work with the provider to agree steps to manage the position. 

GPs should ask patients about their availability before they refer. However if the Provider finds the patient is unable or unwilling to be seen within the specified waiting times, the Provider should return the referral to the originating GP. The patient will need to be re-referred by the GP when they are available for the procedure.



2 Week Waits

Where the Provider believes the referral should be categorised as a ‘two week wait’, they must refer on to secondary care within 1 working day. The Provider will telephone the patients GP to inform them of the referral within 1 working day of the referral and so that that the patient’s GP can contact the patient to discuss the referral. The provider will take all reasonable steps to ensure the GP does this but is not ultimately responsible for any failure of the GP to take appropriate action.  The Provider must provide the patient’s GP with any necessary information to assist with the discussion with the patient.



3.2.3 Administrative Function

The Provider will be responsible for operating effective administrative procedures to support their service. This will include managing appointments to ensure that patients are seen and treated within the specified waiting times stated in Section 3.2.1, managing DNA’s and cancellations, providing adequate administrative support for typing of onward referral/discharge letters and record keeping.  The Provider will be expected to work to the best practice standards for record keeping of their Professional Body in addition to fulfilling the requirements of the contract. There is a requirement to complete a Minimum Data Set which is to be submitted to the Commissioner on a monthly basis.



3.2.4 Assessment Function

The Provider will make an initial assessment of all referrals within 2 working days of receipt to ensure the referral is appropriate and meets the guidelines set out in the model of care and GP guidelines for the community surgery service. Where an effective initial assessment cannot be made from the information contained in a referral document the service will contact the referrer to seek further information.

A competent clinician will assess all patients on arrival. This assessment is to ensure the suitability of the patient attending the service for the intended procedure. Assessment for procedures should be conducted with the patient and as a minimum include: 

· Patient demographics;

· The patient’s understanding of any procedure to be carried out;

· Any contraindications; 

· Medical condition on arrival;

· Mental capacity;

· Gaining informed consent for the procedure;

· Ensuring adequate preparation; 

· Ensuring appropriate discharge arrangements; 

· Carrying out baseline observations & identifying abnormalities; 

· Assessing sedation requirements; 

· Assessing Moving & Handling risks. 



The service will refer patients on via the Patient Referral Team where referral is required to  tertiary services, either after the initial assessment or after the clinical assessment and will inform the originating GP of this as described above.



3.2.5 Treatment Function

The Provider will fully manage the episode of care from referral into the service to discharge from the service.  

Services will be provided under the principle of a one stop clinic where possible and in an accredited facility of the patient’s choice. 

Under this service only the areas below are applicable for Pre-Operative Outpatient appointments to allow for conservative measures to be considered:

· Orthopaedic Procedures  - only payable where a consultation has taken place but the patient decides not to proceed or is unsuitable;

· Vasectomies – only payable where a consultation has taken place but the patient decides not to proceed or is unsuitable;

· Hernias - only payable where a consultation has taken place but the patient decides not to proceed or is unsuitable.

· Haemorrhoids - only payable where a consultation has taken place but the patient decides not to proceed or is unsuitable.



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. Consent shall be taken and recorded using the DOH Consent Form Guidance and the requirements of the NHS Contract.



The Provider will ensure that all pathology samples related to the procedure (including post procedure sperm samples) are sent for routine histology:  the results must be reported back to the referring GP within 2 days of the results being received. If the pathology results indicate the need for onward referral the Provider should act in accordance with section 3.2.9.  

The World Health Organisation (WHO) Surgical Checklist (signed version) is of paramount importance for the delivery of safe effective surgical care and the checklist (modified in conjunction with the National Patient Safety Alerting System January 2014 guidelines) must be used as appropriate, for all patients requiring a surgical procedure using local or general anaesthetic.

The Provider will be responsible for arranging follow up appointments as part of the agreed tariff for patients where appropriate, for example if a patient is being treated conservatively or where a patient has undergone a Hernia Repair and a review is required. 

3.2.6 Onward Referral

Where the Provider believes the patient should be seen in Secondary Care they will send the referral back to the Patient Referral Team with an explanation of the reasons. The CSU Patient Referral Team (PRT) will facilitate to secondary care with a covering letter indicating why the patient needs to be seen in secondary care after being seen under the CSS which will include original referral and any clinical notes.  The patient will be offered choice of hospital by the PRT.

3.2.7 Emergency Care and Transfers

Standard Operating Procedures must be in place that demonstrate the provider’s ability to respond to possible emergencies (for example cardiac arrests or significant reactions to local anaesthetic) and the arrangements in place to organise the transfer of a deteriorating patient to secondary care.

3.2.8 Discharge 

Patients should be examined by an appropriately qualified member of medical staff to ensure that they are fit for discharge. 

Once a Service User’s treatment has been successfully completed then the Provider will discharge the Service User back to the referring practice. 

The provider will be responsible for ensuring that the referring GP and the Patient are sent a typed discharge summary letter and care plan outlining in a clear format with user-friendly language that includes:

· Diagnosis including the Community Surgery procedure code;

· Investigations;

· Treatment or surgical procedure carried out;

· Follow up care after surgery;

· Medications;

· Any patient advice or recommendations following surgery;

· A named point of contact and telephone number should any questions or concerns need to be raised after discharge.



This will be sent to the referring GP (preferably in an electronic format) and to the patient (in the format of their preference, taking account of confidentiality issues) by the end of the next working day 

The Provider will be responsible for providing the patient with a “fit note” as appropriate.

· The Provider will provide appropriate patient information leaflets regarding specific conditions including advice on self care where appropriate. 



· The Provider will conduct patient satisfaction surveys every 6 months on a using an agreed template. 



· The Provider must make reasonable endeavours to meet the needs of Patients for whom English is not their first language and provide information leaflets etc in a range of languages that reflect local need. If the patient has a learning disability or sight or hearing impairment the Provider must make reasonable endeavours to provide information in different formats e.g. Braille. 



3.2.9 Serious Pathology 

If unexpected serious pathology is suspected during diagnostic testing or the procedure then the provider must request urgent reporting of any sample taken. The patient should be informed that this has been done.

If the report on a urgent pathology request or a routine pathology report reveals serious pathology, the service provider will: 

· Discuss the findings with the patient and the need for further investigation within the Secondary Care setting; 

· Complete an initial report document detailing the findings and subsequent discussions with the patient and send this to the referring GP electronically.

· Using an agreed referral pathway, electronically send referral to the relevant acute trust’s multidisciplinary team for immediate entry when necessary onto a cancer pathway at the appropriate point within 24hours;

· Send a copy of the initial report, including any photographic images to the relevant acute trust within 24 hours;

· Inform the appropriate specialist nurse;

· Ensure that the clinician who carried out the procedure is available to discuss the case either in person or by telephone at the relevant MDT meeting; 

· Providers will be expected to devise and demonstrate a clear pathway for suspected cancer referrals to local acute trusts; 

· Audit the number of cases that require referral to secondary care to see if appropriate patients referred to this service.



It is the responsibility of the provider who carried out the procedure to take these actions, It is best practice to discuss the findings actions taken with the referring GP (as well as formally informing them as in point 2 above) but it is not the GP’s responsibility to arrange onward referral.

3.2.10 Service Hours

The provider must provide an average of at least two sessions a month for each procedure that the provider is accredited to undertake unless otherwise agreed with the Commissioner. Providers should ensure that some sessions are provided outside core working hours of Monday to Friday, 9am to 5pm.



3.2.11 Performer Accreditation Comment 

GP and GPwSI Performers

All individual GPs who provide services under this contract (Performers) must be accredited in accordance with the Commissioners’ local accreditation process for NHS Lincolnshire ICB. The Performer must be accredited for each procedure they wish to perform under the Provider’s contract. The Performer only needs to be accredited for each procedure and not for each Provider they work for.



The process of accreditation assures Commissioners that the highest possible standards of clinical governance are being achieved in services providing care to their patients.  Accreditation of the individual, and the service, will be carried out in line with ‘Implementing Care Closer to Home: Convenient Quality Care for Patients’ (Dept. of Health 2007):



http://www.pcc-cic.org.uk/article/gps-and-pharmacists-special-interests-gpwsi-and-phwsi

and

http://www.cqc.org.uk/content/regulated-activities



Re-accreditation of Performers will take place at least every three years, to ensure that the standards are maintained. 



The approval process will be carried out by the Accreditation Team who sit within the Quality Services Team of NHS Lincolnshire ICB. The performer and provider will demonstrate and submit evidence in support of their application, in accordance with the requirements of the Accreditation Process.

For the Performer the evidence will include:

· Evidence of adequate professional indemnity including for the appropriate surgical procedures carried out in primary care;

· Annual appraisal;

· Enhanced Disclosure and Barring Service (DBS) check (within last 3 years);

· Experience and Continuing Professional Development (CPD) in the specialty; 

· Evidence of an appropriate clinical sponsor and continuing mentorship;

· Evidence of actions taken as a result of service reviews, clinical audit and patient surveys;

· Evidence of relevant skills and qualifications verified by a specialist panel of experts.



Those already accredited in Lincolnshire will continue to be covered by their accreditation under previous contracts; however, GPs new to the service will need to be accredited before they can provide the service.



Providers will only see patients once they have been accredited. Under no circumstances may Providers or Performers train other potential Performers or Providers.



Providers will not be paid for any procedure where a referral has carried out by a clinician who is not accredited to perform such a procedure.

Consultants and non-GPwSI clinicians – Accreditation



The Provider is required to submit to the Commissioner details of all Performers listed under the contract, prior to the start date. Performers must be accredited in accordance with the Commissioners’ local accreditation process for NHS Lincolnshire ICB. The Performer must be accredited for each procedure they wish to perform under the Provider’s contract. The Performer only needs to be accredited for each procedure and not for each Provider they work for. The Provider is responsible for the maintenance of performer accreditation and in ensuring its validity for the services to be delivered.



Reaccreditation Requirements or Addition of Performers 



The Provider is required to ensure that the specialist practitioner delivering the service submits an application at least three months before re-accreditation is due or the performer is due to start.  Where accreditation, or re-accreditation, is not in place the Provider will be in breach of the terms of the contract and cannot deliver services.



Consultants and non-GPwSI clinicians – Approval  



The Provider is required to submit to the Commissioner details of all the accredited Performers listed under the contract, prior to the start date. This may be accreditation as part of Consultant Re-validation or other accreditation.  This will include the accreditation start date and review date for each performer and will also include the name of the Consultant supporting any non-consultant grade clinicians involved in the service. The Provider is responsible for the maintenance of performer accreditation and in ensuring its validity for the services to be delivered.



Reaccreditation Requirements or Addition of Performers 



The Provider is required to ensure that the specialist practitioner delivering the service submits an application at least three months before re-accreditation is due or the performer is due to start.  Where accreditation, or re-accreditation, is not in place the Provider will be in breach of the terms of the contract and cannot deliver services.

3.2.12 Premises Accreditation (including the introduction of services by an established provider at a new location) 

The Provider’s premises will be assessed by the Commissioner’s Health Protection Team for its suitability to provide the procedures. Each procedure carries a premise accreditation level based on national/local guidance, health technical memorandums and health building notes. In order to provide the procedures the Provider will be required to meet the required level for that procedure.

3.3	Population covered

The Service will cover all patients who are registered permanently or temporarily with a practice within NHS Lincolnshire ICB.



The Service will be sensitive to individual patient needs, including gender, age, culture, sexual orientation and religious beliefs. Specifically the provider will offer a preferred gender of professional where appropriate e.g. for religious or cultural reasons.



3.4	Referral Sources

Referrals into the Community Surgery will primarily be directly from GP practices. Referrals may also come from other sources for example Lincolnshire MSK CATS service.



3.5	Any acceptance and exclusion criteria and thresholds for referrals

Acceptance Criteria

The referring GP must ensure that when referring a patient the minimum dataset is included within the Referral Proforma (Appendix B) or alternatively within the GP referral letter.  It is recommended that the GP refers the patient using the agreed Referral Proforma: however this is not mandatory and a referral letter will suffice as long as it contains the complete MDS set out in the proforma. The Provider should reject the patient if the information is not complete and inform the originating GP.



Please note the following acceptance criteria in relation to the RTT target:

· The patient should not be referred if they are unable or unwilling to be seen within the RTT waiting time set out in this specification;

· The patient has to have all necessary diagnostics, (for example Nerve Conduction Studies for Carpal Tunnel, ultrasound scan for large or deep lipomas or ganglions), BEFORE referral.



Exclusion Criteria

Patients with any the following conditions are not appropriate for referral and are therefore not covered by this service:

· Suspicion of cancer when this is anything other than possible cancers covered by any of the individual service specifications (in practice this means some possible skin cancers such as BCC). All other suspected cancer should be referred urgently to secondary care or as per locally agreed pathways;

· Suspicion of other serious pathology or the presence of red flags.  These should be referred urgently to secondary care or as per locally agreed pathways;

· Conditions which require procedures detailed under the Prior Approval Policy, unless prior approval has been obtained.



The following patients are also excluded

· Children under the age of 16 years (or under the age of 18 for a Vasectomy);

· Patients who require specialist treatment outside the scope of this specification;

· Patients who do not want to be referred or who are not willing to comply with treatment plans;

· Patients who require emergency treatment;

· Patients with post-operative or post traumatic complications;

· Patients who require or request a second surgical opinion; 

· Housebound Patients;  

· Patients registered on the violent patient scheme;

· Patients who are severely disabled and bed/chair fast;

· Patient’s that have DOL orders in place or who are incapable of providing consent.



3.6	Interdependence with other services/providers

The provider is expected to work within the Lincolnshire Health Economy. Partners within this pathway include (but are not limited to):

· The Community Service Patient Referral Team;

· Secondary Care Providers e.g. United Lincolnshire Hospital Trust (ULHT), North Lincs and Goole (NLAG), NWAFT etc.;

· GPs;

· GPs with Special Interests;

· Pathology Departments;

· Other services as required from time to time e.g. Physiotherapy, Occupational Therapy;



To ensure the patient experiences a seamless pathway of care the provider must work collaboratively with the commissioner, primary care and secondary care providers to deliver services in an organised and cohesive manner, and to reduce sequential waits between services within the pathway. 



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 and Information Governance legislation.





		4.	Applicable Service Standards



		

4.1	Applicable national standards (eg NICE)

1. Department of Health, Programme Budgeting Data 2008-09pa.

2. Department of Health. Equity and excellence: Liberating the NHS (2010).

3. Department of Health. Liberating the NHS: Legislative framework and next steps (2011).

4. Health and Social Care Bill 221 2010-2012, as amended on recommittal, 18.07.2011.

5. Department of Health. The NHS Outcomes Framework 2011/2012 (2010)

6. Department of Health. The functions of GP commissioning consortia: a working document.

7. Department of Health. Principles and Rules for Cooperation and Competition (2010).

8. Healthcare Quality Improvement Partnership, Standards of Best Practice in Clinical Audit March 2014.

9. NICE Guidance (as applicable to the service and as a continuing assessment of relevant publications).



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  Continuous Improvement/Innovation

There are key expectations of providers around continuous improvement, with the focus that providers will engage their patients and review their services periodically to sustain efficient, effective and high quality services. 



4.3.2 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.



4.3.3 PROMS 

Providers must submit completed patient survey forms, summarised by the Provider and sent to the commissioner no later than the last day of the month following the end of the relevant quarters (30 September, 31 March) as per schedule 6. 



Providers must ensure that patient experience questionnaires are available in hard copy but may also choose to offer patients the option of completing patient experience questionnaires electronically. The provider must ensure that they have the necessary systems and processes in place to manage the administration of patient experience questionnaires.





		5.	Applicable quality requirements and CQUIN goals



		

5.1 Applicable quality requirements (See enclosure below & Schedule 4 Parts A-D) 

As stated in the relevant section of the contract



5.2 Applicable CQUIN goals (See above enclosure & Schedule 4 Part E)

As stated in the relevant section of the contract

5.3 Integrated Governance 

The provider will demonstrate that there are clear organisation governance systems and structures, with clear lines of accountability and responsibility. The provider will ensure clinical and corporate governance processes are in place to include:

· A Clinical Governance lead (if appropriate to the provider’s organisation);

· A system for incident reporting including Serious Untoward Incident (SUI) / Patient Safety Incident (PSI) reporting and analysis;

· Infection control;

· Quality assurance;

· Clear policies to manage risk and procedures to identify and remedy poor professional performance;

· Evidence of peer and patient review and action taken as a result.



The governance lead has responsibility for all alerts generated from the Central Alerting System. Risk management must include the anonymous reporting of all clinical incidents to the National Patient Alerting System and have a broadcasting system to all health professionals within the service for alerts from the National Patient Alerting System, MDA and medication alerts. The provider must demonstrate the evidence on how this mechanism functions.  



 The governance framework should stipulate the operational management, resources and identify staff numbers, title and WTE. The AQP Information governance toolkit must be annually completed and demonstrate level 2 and above.



The provider must ensure the safe delivery of clinical services providing a leadership structure and governance that is fit for purpose. The provider will be expected to promote a culture of learning within its organisation ensuring the following are provided:

· Clinical leadership;

· Integrated governance;

· Clinical safety and medical emergencies;

· Incident reporting;

· Management and reporting of Serious Incidents requiring Investigation as per National Patient Alerting System guidelines.

5.4 Complaints 

The provider must:

· Have a formal complaints policy and procedures through which patients can raise issues with the service;

· Endeavour to resolve any complaints directly with the patient, and only escalate to the commissioner if the complaint cannot be resolved directly;

· Adhere to local commissioner policies and procedures regarding complaints, including the need to inform the commissioner of all complaints;

· Respond to complaints in line with the NHS complaints procedure and the relevant statutory regulatory body.

Governance/Monitoring arrangements
Report the number of complaints received. Report their status and the number referred onward to the Parliamentary and Healthcare Ombudsman. 

5.5 Audits 

The provider must notify the commissioner of the result of any audit undertaken by any regulating body, or any other NHS commissioner.

The provider must 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.

The provider will undertake clinical audits as a part of the Quality Schedule the results of which will be shared with the commissioner.



5.6 Equipment and Pathology Arrangements

5.7 Equipment, including consumables, is the responsibility of the provider.



The Provider must either: 

· Purchase, maintain to a high standard and replace all relevant equipment required to provide the service; 

Or

· Lease/obtain a license for equipment provided with the premises and be able to demonstrate that maintenance of the equipment is being carried out regularly by those who own it.



The Provider is responsible for ensuring that staff receive relevant training in the use of equipment to ensure their own safety, that of the individual involved and of patients receiving treatment.

Appropriate, policies must be in place to demonstrate assurance of patient safety, adequate storage, staff training and, where appropriate, decontamination of all medical equipment. Maintenance and operational schedules should be available as part of the contract review.



The costs of appropriate histology and semen analysis tests will be borne by NHS Lincolnshire ICB for the patient’s where they are the responsible commissioner. 

5.8 Workforce standards

The provider must describe and demonstrate that their workforce are qualified to provide this service, and how they will assure commissioners of their competency to practice both at the award of the contract, and throughout its duration.



Providers must regularly and systematically review their professional practice in line with the professional standards set out by their regulating body and NHS contract terms and conditions. They must be able to demonstrate how they assure their practice through regular review and/or appraisals. A report of any review or appraisal that takes place, including recommendations and any requirements for retraining, should be available to the commissioners upon request.



Each provider must encourage and allow for their staff to undertake Continued Professional Development consistent with the requirements of their professional regulator.



The provider must ensure that the following levels of supervision are provided to the clinical staff team:

· Clinical, management and safeguarding supervision – providers must ensure that this is provided to the staff involved in service delivery 

· Ensuring that all their staff who interact with service users are appropriately trained, qualified, Disclosure and Barring Service (DBS) enhance checked and approved and professionally registered, where appropriate



The provider must have a Service Manager responsible for ensuring a high quality of clinical practice by all practitioners within the service, including the necessary supervision of more inexperienced or junior staff and that all staff, including subcontractors, meet the requirements as set out in the service specification and the NHS Terms & Conditions. 

The provider will ensure appropriative staffing levels to cover the delivery of services in all instances.





All Staff will hold the appropriate qualifications.



Registered practitioners will hold relevant and current registration and possess competence and skills in line with their specific role. This needs to be evidenced and supervised. The service should demonstrate an appropriate skill mix with all levels of staff holding relevant and current qualifications suitable to their role. 



The provider will ensure a robust structure for clinical leadership, with clinical organisational lines of accountability at the same level in the organisation. 



Clerical and administration staff members will require a good understanding of the sensitive and confidential nature of work and receive relevant ‘in-house’ training to effectively inform of their role. Customer care skills training is recommended. 



All staff will receive an appropriate induction, have access to mandatory and statutory training annual appraisal/review and personal development planning 

All staff employed or engaged by the provider must be informed and aware of the standard of performance they are required to provide and must be trained in line with any national/professional recommendations. 



The provider will ensure that staff members participate in regular clinical supervision.

Staff performance must be routinely monitored and remedial action must be taken where levels of performance are not in line the agreed standard of performance. 

Clinicians must be willing to provide clinical oversight, training and governance in respect of hernia procedures to junior doctors/medical trainees as part of the wider health system.

5.9 Out of Scope – patient travel arrangements

Patient transport arrangements do not form part of this service specification. Patients will be expected to make their own transport arrangements to the provider for treatment. Those patients who are entitled to assistance with transport under existing NHS arrangements will be able to access this as described below.



Healthcare travel costs scheme

Travel costs will only be reimbursed through the Healthcare Travel Costs Scheme – see https://www.gov.uk/government/publications/healthcare-travel-costs-scheme-instructions-and-guidance-for-the-nhs



· Patients will be informed of how to obtain reimbursement through the healthcare travel costs scheme before they attend any appointments

· Escorts or carers will only be able to claim where the GP or other healthcare professional involved in the claimants care has confirmed that their attendance is necessary

Non-Emergency Patient Transport 

Patients who have a medical need for ambulance transport will be able to have transport provided by the Non-Emergency Patient Transport provider. Please see the national eligibility criteria for more information. 







		6.	Location of Provider Premises



		It is the obligation of the provider to secure suitable premises for service delivery.  The provider may use their own facilities within a practice or other suitable health premises 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). 

Premises must comply with CQC standards for minor operating facilities (will be periodically inspected to ensure this is so). All facilities need adequate emergency equipment and monitors and staff must be trained in their use.



The providers must ensure that the premises used are safe and suitable for the delivery of this service. The service must be provided in a geographically convenient, easily accessible location which:

· Complies with health and safety legislation;

· Has good disability access;

· Has appropriate waiting and treatment areas;

· Is appropriately furnished and equipped with necessary equipment;

· Is of the highest level of cleanliness and hygiene;

· Complies with local and national infection control requirements; 

· Is easily accessible via public transport.



The service will be community based in locations across NHS Lincolnshire ICB localities offering choice to patients in terms of location and opening times including extended working days and weekends.
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2 [bookmark: _bookmark0]DERMATOLOGY





2.1 [bookmark: _bookmark1]Excision of benign skin lesions/cysts (>1.5cm up to 2.5cm)   ( benign skin lesions < 1.5cm use Minor Surgical Scheme where below apply)





Lesions that cause only a cosmetic problem are considered low priority, and as such the ICB only commissions treatment in exceptional circumstances where specific criteria outlined in the Prior Approval or Procedure with Low Clinical Value (PLCV) process are met. Removal of benign skin lesions will not normally be funded by the NHS for cosmetic purposes. Surgical removal or cryotherapy of benign skin lesions will only be funded where there is recurrent bleeding, rapid growth or other features suspicious of trauma leading to bleeding where at least one of the following criteria are met:





· The lesion is unavoidable and significantly traumatised on a regular basis with evidence of this causing regular bleeding or resulting in infections such that the patient requires 2 or more courses of antibiotics (oral or intravenous) per year.


· There is repeated infection requiring 2 or more antibiotics per year


· The lesion bleeds in the course of normal everyday activity


· The lesion causes regular pain


· The lesion is obstructing an orifice or impairing field vision


· The lesion significantly impacts on function, eg restricts joint movement


· The lesion causes pressure symptoms eg on nerve or tissue


· If left untreated, more invasive intervention would be required for removal


· Other lesions may need excision if there is diagnostic doubt but referral to secondary care or an appropriately accredited GPwSI dermatologists who are qualified to do wide excision and pinch skin graft where necessary should be considered


· Multiple lesions – each would need to fit the above criteria which is unlikely. 


· Lesions > 2.5cm < 5cm – criteria above needs to apply & should only be undertaken by an appropriately accredited GPwSI or Surgeon working in the community; or be referred to secondary care 





Where removal has been unsuccessful as part of an in-house minor surgery (NHS England Enhanced Service) service, referral can be made to the Community Surgery Service.





Any lesions over 5cm diameter may be referred to secondary care but needs to go from referring GP via Prior Approval route.

















2.2 [bookmark: _bookmark2]Low and High Risk Basal Cell Carcinomas


Clinical criteria to be utilised by the patient’s Primary Care professional when referring Low / High risk lesions for CSS removal, updated as per latest BAD (British Association of Dermatologists) guidelines released 2021 are shown in the embedded document








    





			Clinical Criteria for Referral


			Low Risk lesion


			High Risk Lesion





			Location and Size


			· Trunk below the clavicle and Limbs (excluding hands, ankles, feet, genitals and pre-tibia area) = 10mm clinical diameter or less


· Is not located: 


· In an area where primary surgical closure may be difficult (for example, digits or front of shin)


· In an area where difficult excision may lead to a poor cosmetic result


· At another highly visible anatomical site (for example, anterior chest or shoulders) where a good cosmetic result is important to the patient.


			· Trunk and Limbs (excluding hands, ankles, feet, genitals and pre-tibia area) = More than 10mm but not larger than 20mm in clinical diameter 


· Cheeks, forehead, scalp and neck = up to 10mm clinical diameter (Light purple area as per Figure 1 in embedded document)


· Ears, nose, periorbital, jawline, perioral and chin, (Dark purple area as per Figure 1 in embedded document) to be considered





			Borders/Margins


			Well defined


			Well - Poorly defined





			Primary vs. Recurrent 


			Primary 


· is not a recurrent BCC following incomplete excision 


· is not a persistent BCC that has been incompletely excised according to histology


			Primary and consider Recurrent





			Immunosuppression


			No


			Yes





			Site or prior Radiotherapy


			No


			Yes





			Gorlin Syndrome


			No


			Yes





			Patient Age


			24 years and older


			24 years and older





			Underlying structures


			No underlying major nerves / vessels that would complicate surgery


			Adjacent to major nerves / vessels to be considered





			Appearance


			Is not morphoeic, infiltrative or basosquamous in appearance


			There should be no hesitation in referring lesions smaller than 2.5cm to secondary care if there are concerns regarding aetiology











· High risk and/or facial lesions are complex and can cause not only disfigurement in themselves but leave unsightly scars.


· Removal should only be performed by an appropriately qualified GPwSI or consultant surgeon in the community provided the lesion is > 1.5 cm and <2.5cm diameter


· [bookmark: _bookmark5]All facial lesions above 2.5cm diameter should be referred to Secondary Care by the GP via the Prior Approval route. 





3 OPHTHALMOLOGY


3.1 Eyelid cysts


· Chalazion and Meibomian cysts should initially be treated conservatively with 4 weeks of warm compresses applied four times a day. Surgery is reserved for cases not responsive to conservative management.


· Hordeolum  (eyelid stye)  should be  initially be treated   conservatively with	warm compresses applied four times a day for 2-3 days before considering incision





Indications:





Referral to CSS should only be made if the cyst has persisted for 6 months or longer and one or more of the following symptoms are demonstrated:





· Infection which is resistant to treatment; that has required medical attention twice or more within a six month time frame AND/OR


· A source of infection causing an abscess which requires drainage AND/OR


· There is a sebaceous dysfunction AND/OR


· The cyst impedes vision as evidenced by reduced visual acuity (due to astigmatism) or visual field tests if causing a lid droop, or causing amblyopia in a child AND/OR


· Patient is suffering severe pain and discomfort.





4 GYNAECOLOGY


4.1 [bookmark: _bookmark6][bookmark: _bookmark7]Removal of Deep Contraceptive Implant (e.g. Nexplanon)


“Deep” would be described as not easy to palpate/locate and usually deep within the subcutaneous fat or below it.


Indications:


· Unable or failure to remove in Primary Care


Please note: this procedure should ideally be performed under guidance of a simple ultrasound scan. However, if the implant is impalpable it should  not be performed in CSS if ultrasound is not available.





10





5 [bookmark: _bookmark8]UROLOGY


5.1 [bookmark: _bookmark9]Vasectomy





· Pre-procedure counselling is the responsibility of the surgeon even if the referring GP has already carried out some counselling


· The process for post procedure semen analysis should be explained to the patient (one negative post op sample to be produced at 16 weeks post op)


· It is the provider’s responsibility to arrange for the sample to be submitted and to inform the patient of the result





6 [bookmark: _bookmark10]PODIATRY


6.1 [bookmark: _bookmark11]Toenail surgery


Indications:


· Recurrent infection. In cases of infection the whole nail should ideally be removed rather than performing a wedge resection


· Persistent pain





7 [bookmark: _bookmark12]GENERAL SURGERY


7.1 [bookmark: _bookmark13]Haemorrhoids





Haemorrhoids occur when the vascular anal cushions become enlarged. They may cause bleeding, itching or discomfort (grade I). Consideration  should always be given to the need to exclude serious pathology before assuming haemorrhoids are the cause of symptoms (see NICE Guidance on Early Diagnosis of colorectal cancer)





Larger haemorrhoids can prolapse from the rectum. They may:


· reduce spontaneously after defaecation (grade II).


· need to be reduced digitally (grade III).


· be irreducible, remaining continually prolapsed (grade IV).


Management


· Symptomatic  Grade  I  or  II  haemorrhoids  may be  treated  by diet  modification  and topical applications.	If this is ineffective interventional treatments include rubber band ligation and sclerosant injections





· Treatments for grade III and IV haemorrhoids include surgical excision of the haemorrhoids (haemorrhoidectomy) or haemorrhoidal artery ligation1


· Thrombosed haemorrhoids should be treated conservatively. However, to exclude other serious pathology and a misdiagnosis this procedure should be preceded by a rigid sigmoidoscopy prior to referral to CSS





7.2 [bookmark: _bookmark14]Hernias


For asymptomatic or minimally symptomatic hernia a watchful waiting approach, under informed consent, is advocated. Surgical treatment should only be offered when one of the following criteria is met:


· Symptoms of pain or discomfort that interferes with activities of daily living OR


· The hernia is difficult or impossible to reduce OR


· The hernia increases in size month on month





Surgery is usually indicated to prevent potential complications such as incarceration, strangulation or obstruction.





· A hernia which fails to reduce requires urgent in-patient surgical treatment to avoid the risk of strangulation


· A hernia that is difficult to reduce should be considered for prompt repair





The following types of hernia repairs can be successfully carried out in the Primary Care setting:





· Inguinal hernia


· Femoral hernia


· Spigelian hernia


· Epigastric hernia


· Umbilical hernias


· Para-umbilical hernias


· Reducible recurrent inguinal hernias - The assessment for repair can be done within CSS, but complex repairs, especially within one year of recurrence, should be considered for secondary care repair.








1 https://www.nice.org.uk/guidance/ipg342





Exclusions


· Incisional hernias


· Irreducible recurrent hernias





Hernia procedures require:


· A level 3 theatre with air conditioning


· Qualified theatre nurses


· Patient vital signs monitoring (because iv Midazolam is used)


· A recovery area





Please refer to the NICE guidance embedded below:














8 [bookmark: _bookmark15]ORTHOPAEDIC PROCEDURES UNDER LOCAL ANAESTHETIC


8.1 [bookmark: _bookmark16]Surgery for Carpal Tunnel Syndrome


Not all cases of carpal tunnel syndrome (CTS) require surgery (see Royal College of Surgeon’s Commissioning Guide for treatment of CTS 2016 & NICE: https://cks.nice.org.uk/carpal-tunnel-syndrome )





Pre-surgery nerve conduction study for:


· Equivocal clinical examination and history


· Persistent or recurrent carpal tunnel syndrome


· An unclear diagnosis suggesting peripheral neuropathy





Single corticosteroid injection for:





· Moderate to severe or deteriorating symptoms


· Daily symptoms, frequent night waking





Indications for surgical treatment:


· Where conservative management has failed (i.e. there is no improvement within 3 months with conservative treatment)


· Daily symptoms, frequent night waking, persistent numbness and pain


· Persistent and/or deteriorating symptoms causing functional impairment, not responding to up to 12 weeks of evidence based non-surgical treatments AND


· Progressive sensory deficit and motor dysfunction with diminished grip or pinch grasping and flattened/atrophied thenar eminence (group of muscles of palm at base of thumb) confirmed by nerve conduction study.


Further guidance can be found at The British Society for Surgery of the Hand (BSSH) http://www.bssh.ac.uk/patients/conditions/21/carpal_tunnel_syndrome





8.2 [bookmark: _bookmark17]Trigger finger/Thumb





Corticosteroid injection into the area of tendon sheath thickening is the first line treatment for trigger finger. However this is most likely to be effective in the very early stages and the success rate of a single injection is only about 10%. If unsuccessful a second injection may be given 3-4 weeks later, with a third after a further 3-4 weeks. There is a potential 80% success rate but referral for surgery is acceptable after a failed first injection.





Indications for surgery:


· Painful triggering of the finger or thumb


· Failed conservative management e.g. night splints


· Failed injections (see above)





Decompression is indicated in all cases where injection has failed.





Refer to BSSH guidance at: http://www.bssh.ac.uk/patients/conditions/18/trigger_fingerthumb





8.3 [bookmark: _bookmark18]Non-recurrent Ganglions


Removal will not be funded for cosmetic reasons. Not all ganglions need treatment and aspiration may be a reasonable first step if they do.





Indications for surgery:


· Failed conservative management e.g. aspiration





· Functional impairment resulting from impingement of the ganglion on nearby joints or tendons


· Troublesome pain which can be attributed to the mechanical effects of the ganglion as opposed to arthritis of the associated joints. Ganglion which becomes complicated by infection or ulceration or interferes with nail growth


· Ganglion which becomes complicated


· Ganglion arising from flexor tendon sheath of finger and thumb


· Neurological signs





Ganglions often recur: however 40% do not recur after aspiration and 85% do not recur after surgery. Refer to BSSH guidance at: http://www.bssh.ac.uk/patients/conditions/20/ganglion_cysts


8.4 [bookmark: _bookmark19]Dupuytren's Contracture


For Dupuytren’s disease description, aetiology and treatment - see BSSH Dupuytren’s disease 2016 summary at: https://www.bssh.ac.uk/patients/conditions/25/dupuytrens_disease and more detailed BSSH evidence below:
























The Community Surgical Scheme’s scope of practice is within the moderate range of symptomology and should be carried out in a level 3 theatre with air conditioning; and should be carried out with the use of surgical magnifying loupes





Mild


Patients should be observed and reassured that the medical condition does not require surgical intervention. If the condition persists and it becomes clinically appropriate the patient may be referred for treatment.


· No functional problems


· No contracture


· Mild metacarpophalangeal joint contracture only (<30°)





Moderate 


· Notable functional problems


· Moderate metacarpophalangeal joint contracture (30° - 60°)


· Moderate proximal interphalangeal joint contracture (<30°)


· First web space contracture





Severe


Refer to secondary care where contracture >60° pertaining to metacarpophalangeal joint; and >30° pertaining to proximal interphalangeal joint.


Procedures to correct these severe symptoms are not done as part of the CSS





Indications for surgery:


· When impossible to put the hand flat on a table - and should be discussed with a surgeon at this stage


· When degree of joint contracture is within identified range





The treatment used largely depends on the severity of the condition. The surgical method to be used should be clearly defined and discussed with the patient, noting their expectations and occupation, as well as activities the patient engages in that may require the use of his/her hands.





Treatment of Dupuytren’s disease is notably complex and depends upon the patient’s functional disability, rate of progression and clinical decision making of the treating surgeon. It is, therefore, recommended that CSS performers receive specialist contemporary clinical best practice professional development and reflect this in sharing of knowledge and appraisal with their clinical supervisor. However, the most common surgical procedures are:


· needle fasciotomy (blade or needle through skin to divide the cords causing contracture)


· segmental fasciectomy (move not remove cords)


· limited fasciotomy (excising the affected tissue)


· open fasciotomy (cutting of fibrous bands (contractures)


· open fasciectomy (removing the thickened connective tissue) – in more severe cases


· dermofasciectomy – severe symptoms in secondary care





Collagenase clostridium histolyticum (CHC) for treating Dupuytren's contracture – NICE 2017 NICE set out specific parameters for consideration of CHC in treatment of Dupuytren’s contracture at: https://www.nice.org.uk/guidance/TA459/chapter/1-Recommendations





Note at time of stated NICE publication, NICE state that:


‘CCH is the first pharmacological treatment to get a marketing authorisation for treating Dupuytren's contracture. Although there are uncertainties in the available evidence, it has the potential to offer benefits compared with current treatments, including avoiding a general anaesthetic and a shorter recovery time.’





8.5 [bookmark: _bookmark20]Excision of Bursae





Indications:


· Pain and swelling up to 10cm maximum.





Above this size the patient should be referred to Secondary Care.





Treatment


· Injection by an appropriately qualified medical practitioner can be tried in the early stages but needs to be in the correct plane; the success rate can be 50%


· Injections around the tendo-achilles area are not advisable due to risk of rupture.


· Surgical decompression / excision should be considered where conservative treatment has failed and there are persistent symptoms.


8.6 [bookmark: _bookmark21]De Quervains Syndrome





Indication:


· Persistent pain especially after activity.


· Resting the wrist in a splint has not helped.





Treatment


· Injection in early stages – done by an appropriately qualified medical practitioner


· Surgical decompression is indicated where there is marked thickening of the tendon sheath with persistent symptoms





New BSSH guidance is expected soon and will supersede any advice in this section. Providers are expected to read and understand this. It will be available from: http://www.bssh.ac.uk/patients/conditions/19/de_quervains_syndrome





8.7 [bookmark: _bookmark22]Morton’s Neuroma


Indication:


· Pain (especially on walking) with neurological signs.


· Conservative treatment has failed eg advice on suitable footwear, a change of shoe with no heel may help





Treatment:


· Injection can be tried in initial stages but the success rate is 10%


· Surgery is indicated in all cases of moderate and severe symptom





8.8 [bookmark: _bookmark23]Ulna nerve release (Cubital Tunnel Syndrome)


Indication


· Neurological symptoms and signs of tingling and numbness in the little and ring finger





Treatment


· Surgical decompression behind the medial epicondylar groove is the only appropriate procedure for community surgery. Procedures on Guvon’s canal should be referred onto secondary care.





See BSSH guidance: http://www.bssh.ac.uk/patients/conditions/22/cubital_tunnel_syndrome








9 Ear Wax Removal


9.1 Microsuction





All referrals must follow the embedded pathway.




















Exclusions





Patients under 18 years of age


Patients who have not undertaken self-care first, unless self-care is contraindicated  


Any patients who do not meet the criteria for microsuction


Routine regular follow up appointments for microsuction at 3 or 4 month intervals will not be routinely funded. Patients are expected to follow the clinical pathway each time wax becomes an issue unless clinically identified by primary care and referred appropriately.





AHL Criteria





Patients who meet criteria for the Adult Hearing Loss Service will have wax removed at the hearing loss assessment and should not be referred to CSS 








CSS Criteria





Patient has undertaken all levels of self-care (as per patient leaflet) but this has been 


unsuccessful and earwax is still totally occluding the ear canal plus they require wax removal due to at least one of the reasons below:


· Substantial hearing loss suspected to be due to earwax.


· Chronic earache suspected to be due to earwax.


· Tinnitus suspected to be due to earwax.


· Vertigo suspected to be due to earwax.


· Cough suspected to be due to earwax.


· The tympanic membrane is obscured by wax but needs to be viewed to establish a diagnosis.


· 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.



Secondary Care Criteria






Self-care is contraindicated or patient is complex (level2/3) for the following reasons:


· Chronic perforation (or suspected perforation) of the tympanic membrane


· History of ear surgery


· History of recurrent otitis externa


· Foreign body, including Vegetable matter in the ear canal


· Infection, eczema, dermatitis of the ear canal or external ear


· Polyps, keratin, attic pocket


Plus, they require wax removal due to at least one of the reasons below:


· Substantial hearing loss suspected to be due to earwax.


· Chronic earache suspected to be due to earwax.


· Tinnitus suspected to be due to earwax.


· Vertigo suspected to be due to earwax.


· Cough suspected to be due to earwax.


· The tympanic membrane is obscured by wax but needs to be viewed to establish a diagnosis.


· 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.































































































10 MINOR SURGERY COMPARISON TABLE





The table below shows the different procedures that are undertaken at the different levels of minor surgery commissioned by the CCGs. It shows what procedures may be carried out by as:





· Additional services by a GP with usual skills





· In House Minor Surgery procedures by a GP with some basic minor surgery training





· Community Surgery by GPs with a Special Interest in minor surgery or appropriate consultant accredited by the ICB.





			ADDITIONAL SERVICES


			IN HOUSE MINOR SURGERY SERVICE


			COMMUNITY SURGERY SCHEME





			


Curettage Cautery Cryotherapy


			


I


			


Injections Joints Muscles Tendons


			


Aspirations


Joints Cysts Bursa Hydrocele


			


Dermatology


Excision of benign Cyst/Lesion (>1.5cm up to 5cm) Excision of Low risk BBC removal (as per NICE guidelines)


Ophthalmology


Eyelid Cyst


Gynaecology


Removal of Deep Contraceptive Implant


Urology


Vasectomy


Podiatry


Full or Partial /Wedge Resection of toe nail


General Surgery


Haemorrhoid


Primary Mesh Repair of Inguinal / Femoral / Spigelian / Epigastric / Umbilical / Para-umbilical hernias


Orthopaedics


Carpal Tunnel	Dupuytren's Contracture


Excision of Bursae		Trigger thumb release De-Quervain's release of tendonitis	Trigger finger release Morton’s neuroma		Non recurrent ganglions 


Ulnar nerve release





Ear Wax Removal – microsuction








			


			


II


			


Incisions Thrombosed piles Abscesses


			


Excisions


Cysts – depending on size Sebaceous/Pilar Cyst Removal/Biopsy for skin lesions for histology


Skin lesions – depending on size, site and complexity (as determined by clinical referrer)


Neuro-fibromas


Foreign body (present more than 48 hours)


			





			


			


III


			


Injections Varicose Veins (LPP)


Haemorrhoid


			


Other procedures


Avulsion of toe nail


Flushing of blocked lacrimal ducts
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2.2 - Figure 1  Diagram from BAD Guidelines.pdf






2.2 - Figure 1 Diagram from BAD Guidelines.pdf


Figure 1: Diagram from BAD Guidelines (2021) indicating High/Low risk areas on the face

902 BAD guidelines for adults with BCC 2021, 1. Nasr et al.

Figure 1 Areas 1T (darker shade) and M
{lighter shade) on the head and neck
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6.2 - Laproscopic  Surgery For Inguinal.pdf
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1 Guidance

This guidance replaces 'Laparoscopic surgery for hernia' (NICE Technology Appraisal
Guidance 18) issued in January 2001.

For details, see 'About this guidance'.

1.1 Laparoscopic surgery is recommended as one of the treatment options for the
repair of inguinal hernia.

1.2 To enable patients to choose between open and laparoscopic surgery (either
by the transabdominal preperitoneal [TAPP] or by the totally extraperitoneal
[TEP] procedure), they should be fully informed of all of the risks (for example,
immediate serious complications, postoperative pain/numbness and long-term
recurrence rates) and benefits associated with each of the three procedures. In
particular, the following points should be considered in discussions between
the patient and the surgeon:

= the individual's suitability for general anaesthesia

= the nature of the presenting hernia (that is, primary repair, recurrent hernia or
bilateral hernia)

= the suitability of the particular hernia for a laparoscopic or an open approach
= the experience of the surgeon in the three techniques.

1.3 Laparoscopic surgery for inguinal hernia repair by TAPP or TEP should only be
performed by appropriately trained surgeons who regularly carry out the
procedure.
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2 Clinical need and practice

2.1

2.2

23

24

An inguinal hernia is a protrusion of a sac of peritoneum (often containing
intestine or other abdominal contents) through a weakness in the abdominal
wall in the groin. It usually presents as a lump, with or without some discomfort
that may limit daily activities and the ability to work. Around 98% of inguinal
hernias are found in men because of the vulnerability of the male anatomy to
the formation of hernias in this region. Inguinal hernias can occasionally be life-
threatening if the bowel within the peritoneal sac strangulates and/or becomes
obstructed.

In England, there were approximately 70,000 surgical repairs of inguinal hernia
in 2001/02, affecting 0.14% of the population and utilising over 100,000 NHS
bed-days of hospital resources. Of these procedures, 62,969 were for the
repair of primary hernias and 4939 for the repair of recurrent hernias.

Surgical repair (herniorraphy) is undertaken in most individuals presenting with
inguinal hernia in order to close the defect, alleviate symptoms of discomfort,
prevent serious complications (that is, obstruction or strangulation of the
bowel) and reduce the risk of recurrence.

Most hernia repairs are undertaken as elective procedures. However, 4.8% of
primary repairs and 8.6% of recurrent hernias present as an emergency with a
complication. Some individuals present with bilateral hernias, which may be
repaired during the same operation or at a later date, and up to 30% of people
with a primary unilateral hernia subsequently develop a hernia on the opposite
side.
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2.5 Traditional methods of open repair (for example, the Bassini method), which
repair the hernia defect by suturing, have not changed significantly since their
introduction in the late 19th century. Recently, the availability of prosthetic
meshes has led to an increase in the number of 'tension-free' methods of
reinforcing the inguinal region. Open mesh methods of repair are classified as
open flat mesh (OFM; for example, the Lichtenstein method), open
preperitoneal mesh (OPPM; for example, the Stoppa and Nyhus methods) and
open plug and mesh repair (OPM; for example, the Rutkow method). Open
methods of hernia repair are associated with postoperative pain and numbness
because of the large inguinal incision. OFM repairs are thought to be the
principal surgical method of hernia repair in the UK.
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3 The technology

3.1 Laparoscopic surgery is a minimal-access technique that allows the hernia
repair to be undertaken without the need to open the abdominal wall. Small
incisions are made for the laparoscope and operating instruments, and
synthetic mesh is usually used to close the hernia and prevent recurrence.
There are two main approaches for the laparoscopic repair of inguinal hernias.

= Transabdominal preperitoneal (TAPP) repair involves access to the hernia
through the peritoneal cavity. Mesh is inserted through the peritoneum and placed
over all potential hernia sites in the inguinal region. The peritoneum is then closed
above the mesh.

= Totally extraperitoneal (TEP) repair is the newer laparoscopic technique, in which
the hernia site is accessed via the preperitoneal plane without entering the
peritoneal cavity. TEP repair is considered to be technically more difficult than the
TAPP technique, but it may reduce the risk of damage to intra-abdominal organs.

3.2 The surgical approach to inguinal hernia repair is the main focus of this
appraisal; other issues, such as comparisons between TAPP and TEP and the
use of laparoscopic surgery in special subgroups (for example, bilateral or
recurrent hernia), are subsidiary considerations.

3.3 The potential benefits of using a laparoscopic approach include reduced
postoperative pain, earlier return to normal activities and a reduction in long-
term pain and numbness. The repair of bilateral hernias (including occult
hernias detected during contralateral inspection at the time of a unilateral
repair) may be undertaken during the same operation.

3.4 Laparoscopic surgery is associated with additional costs, for the endoscopy
system (video unit, monitor, endoscope and CO; insufflator) and instruments
(staplers, diathermy scissors or ports), although these may be reusable. The
cost of laparoscopic surgery is highly dependent on whether disposable or
reusable equipment is used.
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4 Evidence and interpretation

The Appraisal Committee (Appendix A) considered evidence from a number of sources
(Appendix B).

4.1 Clinical effectiveness

4.1.1  Outcomes of interest, against which the effectiveness of laparoscopic and
open surgery were assessed, were primary outcomes of recurrence and
persistent pain, and secondary outcomes of the rate of complications and
persistent numbness, the duration of the operation, length of hospital stay, time
to return to normal activities and quality of life.

4.1.2 A systematic review of the literature identified 37 randomised controlled trials
(RCTs) that compared laparoscopic with open mesh repair of inguinal hernias
in a total of 5560 participants. The effectiveness of laparoscopic surgery
compared with different methods of open surgery (OFM, OPPM and OPM) was
presented separately for the TAPP and TEP laparoscopic methods of repair.
The best available data (individual patient data, or aggregate data from
studies) were used to generate a meta-analysis of the effectiveness of TAPP
and TEP procedures for different outcomes of effectiveness.

4.1.3 Laparoscopic surgery was associated with a statistically significant increase in
operation time compared with open methods of hernia repair. Meta-analysis of
16 RCTs of TAPP repair demonstrated an overall increase of 13.33 minutes
(95% CI 12.08 to 14.57) compared with open repair. Meta-analysis of eight
RCTs of TEP repair demonstrated an overall increase of 7.89 minutes (95% CI
6.22 to 9.57) compared with open repair.
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41.4

4.1.5

41.6

Laparoscopic surgery was associated with a significantly shorter time to return
to usual activities in all of the studies that measured this outcome. Meta-
analysis of seven RCTs of TAPP repair reported a hazard ratio (HR) of 0.66
(95% CI 0.58 to 0.75; p < 0.00001), corresponding to a return to normal
activities approximately 3 days earlier than after open repair. Meta-analysis of
five RCTs of TEP repair reported an HR of 0.49 (95% CI 0.42 to 0.56;

p < 0.00001), approximating to a return to usual activities 4 days earlier than
after open repair.

Both TAPP and TEP procedures demonstrated a statistically significant
reduction in persistent numbness compared with open repair. Meta-analysis of
eight RCTs comparing TAPP and open repair reported a relative risk (RR) of
numbness of 0.26 (95% CI 0.17 to 0.40; p < 0.00001) in favour of TAPP repair.
Meta-analysis of four RCTs comparing TEP with open repair reported an RR of
0.67 (95% CI 0.53 to 0.86; p < 0.002) in favour of TEP. One trial (n = 160) that
randomised patients to TAPP or OPM repair reported no significant difference
(RR 1.00, 95% CI 0.06 to 15.71 for TAPP) between the two techniques.
Another trial that randomised 254 patients to TEP or OPM repair reported no
significant difference (RR 2.57, 95% CI 0.11 to 62.38) between the two
techniques. One RCT of TAPP compared with open repair showed that the
reduction in numbness was maintained at 5-year follow-up (3% persistent
numbness with TAPP compared with 23% with OFM repair).

Overall, there were fewer cases of persistent pain at 1 year post-operation
after laparoscopic repair, compared with open repair, in both TAPP and TEP
studies. Meta-analysis of eight RCTs of TAPP repair reported an RR of 0.72
(95% CI 0.58 to 0.88; p = 0.001) in favour of TAPP. Meta-analysis of four RCTs
of TEP repair reported an RR of 0.77 (95% CI 0.64 to 0.92; p = 0.004) in favour
of TEP repair. One RCT of TAPP compared with open repair showed that the
reduction in pain was maintained at 5-year follow-up (2% persistent pain with
TAPP compared with 10% with OFM repair).
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4.1.7 The rates of recurrence were similar for laparoscopic and open repair. Meta-
analysis of 15 TAPP RCTs reported a total of 26 recurrences out of 1052 TAPP
procedures (2.5%) compared with 22 recurrences out of 1062 open repair
procedures (2.1%; RR 1.18, 95% CI 0.69 to 2.02). Thirteen RCTs of TEP repair
reported a total of 23 recurrences out of 1007 TEP repairs (2.3%), compared
with 13 recurrences out of 1002 open repair procedures (1.3%; RR 1.61, 95%
Cl1 0.87 to 2.98).

4.1.8 A number of studies reported the incidence of adverse events (complications
such as haematoma, seroma, wound-related infection, mesh infection,
vascular or visceral injuries and port-site hernia). Laparoscopic repair (both
TAPP and TEP) was associated with fewer cases of wound-related infection
and haematoma. However, TAPP repair was associated with a higher
incidence of vascular and visceral injuries compared with open repair (0.13%
vascular injuries with TAPP compared with 0% with TEP and open repair;
0.79% visceral injuries with TAPP compared with 0.16% with TEP and 0.14%
with open repair).

419 One RCT randomised 52 patients with unilateral inguinal hernia to TAPP
(n=28) or TEP (n=24) repair. There were no statistically significant differences
between the procedures in terms of the duration of operation, intra-operative
complications, incidence of haematoma, recurrence at 3-month follow-up, or
time to return to usual activities.

4.1.10 There were no direct comparisons of TAPP and TEP methods of laparoscopic
repair in patients with bilateral or recurrent hernia. Trials that evaluated the
effectiveness of laparoscopic surgery compared with various forms of open
surgery (OFM, OPPM and OPM) in the repair of recurrent inguinal hernias (six
trials of TAPP and five trials of TEP) and bilateral inguinal hernias (six trials of
TAPP and six trials of TEP) were consistent with the overall results for primary
surgery of unilateral inguinal hernias.
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4.1.11 The Assessment Group evaluated the effect of surgeons' experience on the
duration of operation for laparoscopic repair (the 'learning effect').
Inexperienced surgeons (up to 20 procedures) were estimated to perform
TAPP procedures in 70 minutes and TEP procedures in 95 minutes, compared
with experienced surgeons, who were estimated to perform TAPP procedures
in 40 minutes and TEP procedures in 55 minutes.

4.1.12 A recent study, published after the Assessment Group's initial review,
randomised 2164 patients to laparoscopic surgery (10% TAPP, 90% TEP) or to
OFM repair. Many of the results of this study were broadly consistent with the
findings of the systematic review and did not affect the pooled results when
they were incorporated into meta-analysis. This study reported a statistically
significant increase in the recurrence rate with laparoscopic surgery (10.1% for
TAPP and TEP combined compared with 4.9% after open repair at 2-year
follow up, odds ratio [OR] 2.2, 95% CI 1.5 to 3.2). When the recurrence rates
from the recent study were incorporated into meta-analysis of TEP compared
with OFM repair, the RR of recurrence associated with laparoscopic surgery
was increased from 1.61 (95% CI 0.57 to 4.60), in the original report, to 2.0
(95% CI 1.43 to 2.81). The incidence of serious complications was also
significantly higher with laparoscopic repair (1.1%; TAPP and TEP combined)
compared with open repair (0.1%; OR 11.2, 95% CI 1.3 to 1.7), although this
had little effect on the results when incorporated into the meta-analysis. This
study also reported a reduction in persistent pain after laparoscopic compared
with open repairs (9.8% after laparoscopic surgery compared with 14.3% after
open repair).

4.2 Cost effectiveness

4.21  The literature review identified seven economic evaluations of laparoscopic
surgery for inguinal hernia repair — three based on economic models and four
based on primary studies. Only two studies (submitted by Ethicon Endo-
Surgery and BARD Ltd) were relevant to the UK setting.
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4.2.2 Ethicon Endo-Surgery provided a re-analysis of data from the MRC
Laparoscopic Groin Hernia Trial, taking into consideration the repair of occult
bilateral hernias. This model was based on the assumption that bilateral
repairs in 30% of people with occult hernias would prevent the need for
subsequent operation, and reduced the incremental cost effectiveness ratio
(ICER) for laparoscopic surgery from £55,549 per quality-adjusted life year
(QALY), as reported in the MRC Laparoscopic Groin Hernia Trial, to £15,000
per QALY. However, the model did not take into account the possibility that
some people with occult hernias would not develop a clinically significant
hernia.

4.2.3 The BARD submission compared the cost effectiveness of the Perfix plug
(used in OPM repairs) with that of laparoscopic surgery on the basis of data
presented in the previous guidance, issued in 2001 (see Section 8). BARD
estimated that open plug and mesh repairs may be cost saving on the basis of
assumptions that the additional device cost may be offset by reductions in the
recurrence rate (0.5% Perfix plug compared with 2.2% with laparoscopic
surgery reported in the previous guidance) and an increase in the number of
perfix plug repairs undertaken as less costly day cases (91% perfix plug and
60% laparoscopic repairs undertaken as day cases).

424 The Assessment Group developed a Markov model that updates the paper by
Vale |, Grant A and McCormack K (unpublished data 2003). The cost and
outcome of various laparoscopic (TAPP and TEP) and open (OFM, OPPM and
OPM) techniques were assessed in 1-year cycles over 5- and 25-year time
horizons. All individuals entered the model at the point of initial hernia repair. In
the first year, survivors were assumed to undergo a 3-month period of
convalescence and then to return to full health. In subsequent years,
individuals could be in a health state of no recurrence (with or without
persistent pain or numbness), recurrent hernia proceeding to re-operation,
recurrence without re-operation (at risk of emergency surgery for
complications), or death (operative and all-cause mortality).
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4.2.5 Inputs to the economic model on the costs and EQ5D utility estimates for the
different health states were based on data from the MRC Laparoscopic Groin
Hernia Trial. Theatre costs (£6.40 per minute) and in-hospital costs (£236 per
day) were similar for open and laparoscopic procedures. The additional
equipment and consumable costs of laparoscopic surgery were £167 per
procedure when using predominantly reusable equipment (assuming all
reusable devices are used on average 250 times a year for 5 years), or £788
per procedure when predominantly disposable equipment is used. Baseline
estimates for operation length, hospital stay, operative mortality, recurrence, re-
operation, persistent pain and numbness, time away from usual activities and
health state utilities were taken from the best available data identified during
this systematic review. Relative differences in the effectiveness of the different
methods of open and laparoscopic repair were based on the meta-analysis
results for the various outcomes, which were applied to these baseline
parameters. Probabilities, costs and utilities were not considered to be fixed
but were assigned a probability distribution to reflect uncertainty about their
values. The same annual risk of recurrence, pain, numbness and relative effect
sizes was used for primary and subsequent procedures. A constant annual risk
for persistent pain, numbness and recurrence was assumed when
extrapolating from years 6 to 25 of the model.
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4.2.6 The results from the model showed that laparoscopic surgery (using reusable
equipment) was associated with an increased cost of between £100 and £400
per procedure. Also, QALY differences between all of the techniques were
small. Incremental analysis found the OPM method to be the most cost-
effective method of open repair, driven by the duration of operation and
hospital stay, which was the shortest with this procedure. However, when the
same duration of operation and of hospital stay were assumed for all open
procedures, the costs of OPM and OPPM techniques increased compared with
OFM, and OFM became the most cost-effective method of open repair. TEP
dominated TAPP, as it was less costly and more effective than the TAPP
method of repair. The incremental cost of laparoscopic surgery compared with
OFM was between £5000 and £12,000 per QALY at 5 years and between
£2000 and £5000 per QALY at 25 years for TEP and TAPP, respectively. When
the cost effectiveness of laparoscopic surgery was compared with OPM repair,
laparoscopic surgery was not cost effective (with an ICER of
£46,000—£606,000), and TEP was only cost effective (£20,000 per QALY) if the
benefits extended for 25 years.

4.2.7  Sensitivity analysis for differences in the costs, utility and relative effectiveness
of different methods of open and laparoscopic repair was undertaken to
evaluate the effect of uncertainty in these areas; most of these had little effect
on the cost effectiveness of laparoscopic surgery. However, the cost
effectiveness of laparoscopic repair was shown to be highly dependent on the
cost of the open repair comparator.

Copyright © NICE 2004. All rights reserved. Last modified September 2004 Page 13 of 37









Laparoscopic surgery for inguinal hernia repair NICE technology appraisal guidance 83

4.2.8 Sensitivity analysis that assumed that laparoscopic surgery did not improve the
level of persistent numbness compared with OFM, increased the ICER of TEP
from £2000 per QALY at baseline to £4000 per QALY at 25 years. Sensitivity
analysis that assumed that laparoscopic surgery did not improve the level of
persistent pain, increased the ICER of TEP from £2000 per QALY at baseline
to £8000 per QALY at 25 years. Assumptions that laparoscopic surgery did not
confer any benefits of reduced persistent pain or numbness increased the
ICER of TEP to approximately £100,000 per QALY at 25 years. The use of
reusable (approximately £170 per procedure) or disposable (approximately
£790 per procedure) equipment in laparoscopic surgery had a huge impact on
the cost effectiveness of surgery. Laparoscopic surgery using disposable
equipment increased the ICER of TEP from £2000 per QALY at baseline to
£14,000 per QALY at 25 years. In a separate analysis, the Assessment Group
modelled the effect of repairing occult bilateral hernias on the cost
effectiveness of laparoscopic surgery. This led to an increase in the cost of
laparoscopic surgery compared with OFM, and a reduction in the probability of
recurrence (as it has already been repaired) in the first year, increasing the
ICER of TEP from £5000 per QALY at baseline to up to £10,000 per QALY at
5 years, depending on the prevalence and rate of progression of occult hernia.

4.2.9 A supplementary analysis was undertaken by the Assessment Team in order to
evaluate the effect of inclusion of new data from the study published after
completion of the original report (4.1.12). This also incorporated a number of
sensitivity analyses evaluating the cost effectiveness of laparoscopic surgery,
using data from the most recent trial, which led to more conservative estimates
of the reduction in persistent pain and an increased RR of hernia recurrence
with laparoscopic repair. Thus when the baseline recurrence rate for all
laparoscopic surgery was increased from a cumulative rate of approximately
3% in the original base-case analysis to 10% at 2 years (based on the recent
paper), the ICER of TEP compared with OFM was £6500 per QALY at a
25-year time horizon. When the RR of persistent pain was reduced from 0.77
in the original model, to 0.69 based on the results of the recent study, the ICER
of TEP compared with OFM repair was £4000 per QALY at a 25-year time
horizon. With these scenarios TAPP and TEP were associated with costs and
effects that were increasingly similar.
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4.3 Consideration of the evidence

4.3.1 The Committee reviewed the data available on the clinical and cost
effectiveness of laparoscopic surgery for inguinal hernia repair, having
considered evidence on the nature of the condition and the value placed on the
benefits of laparoscopic surgery for inguinal hernia repair by people with the
condition, those who represent them, and clinical experts. It was also mindful
of the need to take account of the effective use of NHS resources.

4.3.2 The Committee heard evidence from experts that the incision resulting from
open hernia repair may cause damage to the tissues and nerves, leaving some
people with long-term pain and numbness. Experts further advised that all the
open methods of repair (OFM, OPPM and OPM) would be expected to have
similar incidences of persistent pain and numbness.

4.3.3 The Committee considered carefully the evidence from the RCTs on the
potentially higher incidences of visceral and vascular injuries associated with
laparoscopic hernia repair compared with open procedures. In addition, the
evidence from the RCTs suggests that the incidences of these important
adverse events may be different between the two laparoscopic procedures.
Experts advised that this may have been a result of the relative lack of
experience of surgeons in some of these early studies, and advised that there
is currently no significant difference in the rate of adverse events between the
two laparoscopic procedures when performed by experienced surgeons. The
Committee considered carefully the recent study (4.1.12), which reported a
significantly higher incidence of serious complications with laparoscopic repair
compared with open repair (although this was not reported separately for TAPP
and TEP repairs). Many of the adverse events may have been related to the
effects of the general anaesthetic used in the patients undergoing laparoscopic
repair coupled with the relatively poorer general health of patients recruited
into this study (that is, two-thirds in ASA groups Il and Ill) compared with
patients included in the original systematic review. However, the Committee
were persuaded that the patients in this trial were probably representative of
the unselected patients undergoing operations for inguinal hernia in the NHS
and therefore considered that inclusion of the data from this study in the overall
analysis was appropriate.
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4.3.4 The Committee appreciated that differences in the outcomes and adverse
events of laparoscopic surgery, which may occur in practice and are apparent
in the recent study (4.1.12), could result from differences in surgical
experience. The Committee were persuaded that ongoing evaluation and
review of the results of laparoscopic hernia repair was important and that this
should be established at a national level to ensure that potentially serious
events are identified and recorded in individual centres.

4.3.5 The Committee considered the uncertainty over the recurrence rate associated
with laparoscopic surgery, which was statistically significantly higher than that
associated with open repair when data from the recent study were
incorporated. The Committee concluded that the risk of recurrence which was
relatively low with both procedures, and that the increased risk of recurrence
with laparoscopic surgery may be acceptable for some patients when the
benefits (reduced pain and numbness, and earlier return to normal activities)
are taken into consideration.

4.3.6 In summary, the Committee considered that laparoscopic repair of inguinal
hernia was likely to result in considerably less postoperative pain and
numbness than open repair. However, there was uncertainty over the rates of
recurrence and of serious complications associated with laparoscopic surgery
for primary repairs, which may be higher than those associated with the open
procedure. On balance, the Committee concluded that laparoscopic surgery
would be the preferred technique for the repair of recurrent hernias (as scar
tissue from previous open repairs may be avoided) and bilateral hernias
(repaired during the same operation and should also be an option for primary
repair of unilateral hernias because of the reduced incidence of long-term pain
and numbness and the potential for earlier return to normal activities.
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4.3.7 The Committee considered that current evidence did not suggest which of the
two available laparoscopic methods should be preferred for routine surgery,
and noted the importance of the individual surgeon's experience in each
method as a factor in determining the best choice. The Committee was
advised that the TAPP approach enabled the surgeon to both view, and if
required, effect a repair of an occult hernia on the contralateral side during a
primary repair procedure. The TEP approach also allowed an occult hernia on
the contralateral side to be seen, but required more dissection to facilitate
repair.

4.3.8 The Committee was aware that laparoscopic (TAPP and TEP) methods of
repair are technically more demanding than open repair, and that the clinical
and the cost effectiveness of laparoscopic hernia repair are closely linked to
the experience of the surgeon in the technique. The Committee heard
evidence from experts that whilst surgeons are being trained in laparoscopic
surgery, there is likely to be an increase in the duration of the operation, but
were persuaded that this would not affect the overall longer-term cost
effectiveness of the procedure. The Committee was persuaded of the
importance of ensuring appropriate standards of training for laparoscopic
hernia repair. They considered that, in light of the relatively small number of
surgeons currently proficient in laparoscopic techniques (as compared with
those undertaking open repair procedures), further training of surgeons in
laparoscopic methods of repair will be required before this procedure can be
more widely adopted.

4.3.9 The Committee considered it important that individuals be advised of the
potential risk of complications associated with laparoscopic surgery.
Laparoscopic surgery would not be appropriate for all, particularly those people
unable to undergo or at higher risk from general anaesthesia, or in situations
where the size or location of the hernia defect does not lend itself to
laparoscopic surgery. Experts advised that individual surgeons tend to have a
favoured method of open or laparoscopic repair. The Committee concluded
that individuals should be given impartial advice as to the relative risks and
benefits of laparoscopic repair compared with open repair during discussions
with the surgeon at the time of referral, in order to facilitate an informed choice.
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4.3.10 The Committee reviewed the data on the cost effectiveness of laparoscopic
repair compared with the different methods of open repair, and considered the
OFM technique to be the most clinically relevant comparator because it is the
most common method of open repair and because of the absence of long-term
data on the costs and outcomes of newer techniques (OPPM and OPM). The
Committee considered that, taking all data reviewed into account, laparoscopic
surgery (TAPP and TEP) is a cost-effective alternative to OFM repair. However,
they noted that the choice of disposable or reusable equipment for use in
laparoscopic hernia repairs had a significant effect on the ICER of the
procedure. The Committee were therefore persuaded that, wherever possible,
the use of reusable equipment was to be preferred.
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5 Recommendations for further research

5.1 The Institute recommends that further trials be undertaken to evaluate the
utility of individuals undergoing laparoscopic surgery at 1 year and longer
follow-up (where possible, up to 25 years) to provide long-term data on the
cost effectiveness of this technique.

5.2 The issue of chronic pain and nhumbness after inguinal hernia repair should be
addressed prospectively in future studies, using standard definitions to allow
for assessment of the degree of pain.

5.3 It is recommended that a registry be set up to monitor the incidence of serious
adverse events (specifically the rates of visceral and vascular injury)
associated with laparoscopic hernia repair and recurrence rates.
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6 Implications for the NHS

6.1

6.2

6.3

6.4

6.5

Approximately 70,000 surgical inguinal hernia repairs are performed in
England each year, at a cost to the NHS of £56 million a year. In the year
2001/02, 95.9% of mesh repairs were performed by open surgery, and 4.1% of
repairs were performed by laparoscopic surgery.

The anticipated costs of adopting laparoscopic surgery are based on the
degree of diffusion of this technique. However, experts advised that, for the
foreseeable future, it is unlikely that the uptake of laparoscopic surgery would
exceed 40% of all surgical hernia repairs. If the annual percentage of
laparoscopic repairs increased to 20%, the additional cost to the NHS in
England would be approximately £1 million (based on the number and cost of
hernia repairs in 2001/02 of £1078 for laparoscopic and £987 for open mesh
repairs).

The cost effectiveness of laparoscopic surgery for inguinal hernia repair is
influenced by:

= the number of laparoscopic procedures performed per annum and the experience of
the operating surgeon

= the use of disposable or reusable laparoscopic equipment

= the rates of hernia recurrence, serious complications and persistent pain (and its
severity).

The duration of surgery is directly linked to the experience of the surgeon: the
duration of laparoscopic surgery decreases as the operating surgeon's
experience increases, and this should reduce the costs attributable to theatre
time. Operating costs for open and laparoscopic repairs done by experienced
surgeons are likely to be similar.

Hospital policy as to the use of reusable or disposable consumables will also
have a significant impact on the cost of laparoscopic surgery. Reusable
equipment for laparoscopic surgery costs about £170 per procedure compared
with disposable equipment, which costs about £790 per procedure.
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6.6 Regional variations in the implementation costs of this guidance are likely,
depending on the degree to which laparoscopic surgery is taken up locally, and
on variations in hospital policy towards, for example, the use of reusable or
disposable equipment.
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7 Implementation and audit

7.1 Surgical services in NHS organisations should review their current practice and
policies relating to repair of inguinal hernia to take account of the guidance set
out in Section 1.

7.2 Local guidelines or care pathways for people who undergo surgery for repair of
inguinal hernia should incorporate the guidance, considering the availability of
a surgeon who is trained and experienced in laparoscopic surgery for the
repair of inguinal hernia.

7.3 To measure compliance locally with the guidance, the following criteria could
be used. Further details on suggestions for audit are presented in Appendix C.

7.3.1  Laparoscopic surgery is considered as one of the treatment options for the
repair of inguinal hernia. In choosing between open and laparoscopic surgery
(either the TEP or TAPP procedures), the following are considered:

= the suitability of the individual for general anaesthesia

= the nature of the presenting hernia

= the suitability of the particular hernia for a laparoscopic or open approach
= the experience of the surgeon in the three techniques.

7.3.2  The individual undergoing repair of inguinal hernia is fully informed of all the
risks and benefits associated with open surgery and laparoscopic surgery by
both the TEP and TAPP procedures as part of the informed consent process.

7.3.3 Laparoscopic surgery for inguinal hernia repair by TAPP or TEP is performed
only by a surgeon who has received appropriate training and regularly carries
out the procedure.
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|
8 Related guidance

8.1 The Institute issued the original guidance on the use of laparoscopic repair of
inguinal hernia in January 2001.

= National Institute for Clinical Excellence (2001) Guidance on the use of laparoscopic
surgery for inguinal hernia. NICE Technology Appraisal Guidance No. 18. London:
National Institute for Clinical Excellence.
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9 Review of guidance

9.1 The review date for a technology appraisal refers to the month and year in
which the Guidance Executive will consider any new evidence on the
technology, in the form of an updated Assessment Report, and decide whether
the technology should be referred to the Appraisal Committee for review.

9.2 The guidance on this technology will be reviewed in September 2007.
Andrew Dillon

Chief Executive
September 2004
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Appendix A. Appraisal Committee members and NICE
project team

A. Appraisal Committee members

NOTE The Appraisal Committee is a standing advisory committee of the Institute. Ilts members
are appointed for a 3-year term. A list of the Committee members who took part in the
discussions for this appraisal appears below. The Appraisal Committee meets three times a
month except in December, when there are no meetings. The Committee membership is split
into three branches, with the chair, vice-chair and a number of other members between them
attending meetings of all branches. Each branch considers its own list of technologies and
ongoing topics are not moved between the branches.

Committee members are asked to declare any interests in the technology to be appraised. If it is
considered there is a conflict of interest, the member is excluded from participating further in that

appraisal.

The minutes of each Appraisal Committee meeting, which include the names of the members

who attended and their declarations of interests, are posted on the NICE website.

Dr Darren Ashcroft
Senior Clinical Lecturer, School of Pharmacy and Pharmaceutical Sciences, University of
Manchester

Professor David Barnett (Chair)
Professor of Clinical Pharmacology, University of Leicester

Dr Peter Barry
Consultant in Paediatric Intensive Care and Honorary Senior Lecturer, Department of Child
Health, Leicester Royal Infirmary

Mr Brian Buckley
Vice Chairman, InContact

Professor Mike Campbell
Statistician, Institute of General Practice & Primary Care, Sheffield
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Dr Mark Chakravarty
Head of Government Affairs and NHS Policy, Procter and Gamble Pharmaceuticals (UK) Ltd,
Egham, Surrey

Dr Peter | Clark
Consultant Medical Oncologist, Clatterbridge Centre for Oncology, Wirral, Merseyside

Dr Mike Davies
Consultant Physician, University Department of Medicine & Metabolism, Manchester Royal
Infirmary

Mr Richard Devereaux-Phillips
Public Affairs Manager, Medtronic Ltd

Professor Cam Donaldson
PPP Foundation Professor of Health Economics, School of Population and Health Sciences &
Business School, Business School — Economics, University of Newcastle upon Tyne

Professor Jack Dowie
Health Economist, London School of Hygiene

Professor Gary A Ford (Vice Chair)
Professor of Pharmacology of Old Age/Consultant Physician, Newcastle upon Tyne Hospitals
NHS Trust

Dr Fergus Gleeson
Consultant Radiologist, The Churchill Hospital, Oxford

Ms Sally Gooch
Director of Nursing, Mid-Essex Hospital Services NHS Trust, Chelmsford

Professor Trisha Greenhalgh
Professor of Primary Health Care, University College London

Miss Linda Hands
Clinical Reader in Surgery, University of Oxford
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Professor Peter Jones
Professor of Statistics and Dean, Faculty of Natural Sciences, Keele University

Professor Robert Kerwin
Professor of Psychiatry and Clinical Pharmacology, Institute of Psychiatry, London

Ms Joy Leavesley
Senior Clinical Governance Manager, Guy's and St Thomas' NHS Trust

Ms Ruth Lesirge
Previously Director, Mental Health Foundation, London

Ms Rachel Lewis
Staff Nurse (Nephrology), Hull Royal Infirmary

Dr Ruairidh Milne
Senior Lecturer in Public Health, National Coordinating Centre for Health Technology
Assessment, University of Southampton

Dr Neil Milner
General Medical Practitioner, Sheffield

Dr Rubin Minhas
General Practitioner with a Special Interest in Coronary Heart Disease, Primary Care CHD Lead,
Medway PCT & Swale PCT

Mr Muntzer Mughal
Consultant Surgeon, Lancashire Teaching Hospitals NHS Trust

Professor Mark Sculpher
Professor of Health Economics, University of York

Dr Ken Stein
Senior Lecturer, Peninsula Technology Assessment Group (PenTAG), University of Exeter
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Professor Andrew Stevens (Chair)
Professor of Public Health, University of Birmingham

B. NICE Project Team

Each appraisal of a technology is assigned to a Health Technology Analyst and a Technology
Appraisal Project Manager within the Institute.

Eleanor Donegan
Technical Lead, NICE project team

Dr Sarah Cumbers
Project Manager, NICE project team
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Appendix B. Sources of evidence considered by the
Committee

A. The Assessment Report for this appraisal was prepared by the Health Services Research Unit
and the Health Economics Research Unit, University of Aberdeen.

= McCormack K, Wake B, Perez J et al. Systematic review of the effectiveness and cost-
effectiveness of laparoscopic surgery for inguinal hernia repair, December 2003.

= McCormack K, Vale L, Grant A. Supplement to the systematic review of the clinical
effectiveness and cost-effectiveness of laparoscopic surgery for inguinal hernia repair, May
2004

B. The following organisations accepted the invitation to participate in this appraisal. They were
invited to make submissions and comment on the draft scope, Assessment Report and the
Appraisal Consultation Document (ACD). Consultee organisations are provided with the
opportunity to appeal against the Final Appraisal Determination.

I) Manufacturer/sponsors:

= Atrium Medical Corporation

* BARD Ltd

= Conmed Corporation

= Cory Brothers (Hosp Contracts) Co. Ltd

= Ethicon Endo-Surgery

= Eurosurgical Ltd

* Gyrus Medical Limited

= Karl Storz Endoscopy (UK) Ltd

= Keymed (Medical & Industrial Equipment) Ltd

= Mantis Surgical Ltd
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= Medical Innovations (Service Centre) Ltd
= Nikomed Limited

= Optec (UK) Ltd

= Pentax UK Ltd

= Richard Wolf UK Ltd

= Rimmer Bros/RB Endoscopy

= Rocket Medical Plc

= Skymed Ltd

= Smith & Nephew Healthcare Ltd
= Tyco Ltd

s W. L. Gore & Associates

Il) Professional/specialist and patient/carer groups:

« ABHI

= Association of Endoscopic Surgeons of Great Britain and Ireland
= Association of Operating Department Practitioners

= Association of Surgeons of Great Britain and Ireland

= British Association of Day Surgery

= Department of Health

« EUCOMED

= Men's Health Forum

= National Association of Theatre Nurses

= Royal College of Nursing
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= Royal College of Surgeons

= South Manchester PCT

= South Worcestershire PCT

= \Welsh Assembly Government

[I1) Commentator organisations (without the right of appeal):

= British Medical Association

= Health Services Research Unit, University of Aberdeen

= National Coordinating Centre for Health Technology Appraisals (NCCHTA)
= NHS Confederation

= NHS Information Authority

= NHS Purchasing and Supplies Agency

= NHS Quality Improvement Scotland

C. The following individuals were selected from clinical expert and patient advocate nominations
from the professional/specialist and patient/carer groups. They participated in the Appraisal
Committee discussions and provided evidence to inform the Appraisal Committee's deliberations.
They gave their expert personal view on laparoscopic surgery for inguinal hernia repair by
attending the initial Committee discussion and/or providing written evidence to the Committee.
They were also invited to comment on the ACD.

= Professor M Bailey, President, Association of Endoscopic Surgeons of Great Britain &
Ireland, representing the Association of Endoscopic Surgeons of Great Britain & Ireland.

= Mr DJ McCormack, Vice President, Association of Operating Department Practitioners,
representing the Association of Operating Department Practitioners.
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Appendix C. Detail on criteria for audit of the use of
laparoscopic surgery for inguinal hernia repair

Possible objectives for an audit

An audit could be carried out on the appropriateness of the use of laparoscopic surgery for
inguinal hernia to ensure the following.

= | aparoscopic surgery is considered as one of the treatment options for the repair of inguinal
hernia.

= |ndividuals are fully informed of the risks and benefits of alternative procedures.

= Surgeons carry out laparoscopic surgery for the repair of inguinal hernia only after receiving
appropriate training and experience.

Possible patients to be included in the audit

An audit could be carried out on all people referred for repair of inguinal hernia in a reasonable
time period for audit, for example, 6 months or 1 year.

Measures that could be used as a basis for an audit

The measures that could be used in an audit of laparoscopic surgery for inguinal hernia are as
follows.

Criterion Standard Exception | Definition of terms
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1. 100% of the | None Surgeons will need to agree locally on how
Laparoscopic | people consideration of laparoscopic surgery as a
surgery is referred for treatment option is recorded for audit purposes. In
considered repair of choosing between open and laparoscopic surgery,
as one of the |inguinal the following are considered: (a) the individual's
treatment hernia suitability for general anaesthesia; (b) the nature of
options for the presenting hernia; (c) the suitability of the
the repair of particular hernia for laparoscopic or open
inguinal approach; (d) the experience of the surgeon in
hernia open and laparoscopic procedures. 'Laparoscopic
surgery' means the TEP or the TAPP procedure.
'Nature of the presenting hernia' means primary
repair, recurrent hernia or bilateral hernias.
'Experience of the surgeon' refers to all three
techniques, open surgery and the TEP or TAPP
laparoscopic procedures.
2. The 100% of None 'Risks' include immediate serious complications,
individual people post-operative pain or numbness and long-term
undergoing | referred for recurrence. 'Laparoscopic surgery' means either
repair of repair of the TEP or the TAPP procedure. Clinicians will
inguinal inguinal need to agree locally on how an individual is
hernia is fully | hernia determined to be 'fully informed' of risks and
informed of benefits for audit purposes.
all the risks

and benefits
associated
with open
and
laparoscopic
surgery
through the
informed
consent
process

Copyright © NICE 2004. All rights reserved. Last modified September 2004

NICE technology appraisal guidance 83

Page 33 of 37









Laparoscopic surgery for inguinal hernia repair NICE technology appraisal guidance 83

3. 100% of None Clinicians will need to agree locally on what
Laparoscopic | people constitutes 'appropriate training' and how many
repair of having procedures are needed in a given time period to
inguinal laparoscopic count as 'regularly' carrying out the procedure.
hernia is repair of
performed inguinal
only by a hernia
surgeon
who:

a. has
received
appropriate
training and
b. regularly
carries out
the
procedure

Calculation of compliance

Compliance (%) with each measure described in the table above is calculated as follows.

Number of patients whose care is consistent with the criterion plus number of patients | x
who meet any exception listed 100

Number of patients to whom the measure applies

Clinicians should review the findings of measurement, identify whether practice can be improved,
agree on a plan to achieve any desired improvement and repeat the measurement of actual
practice to confirm that the desired improvement is being achieved.
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Changes after publication

March 2012: minor maintenance
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About this guidance

NICE technology appraisal guidance is about the use of new and existing medicines and
treatments in the NHS in England and Wales.

This guidance replaces 'Laparoscopic surgery for hernia' (NICE Technology Appraisal Guidance
18) issued in January 2001.

The Institute reviews each piece of guidance it issues.

The review and re-appraisal of the use of laparoscopic surgery for inguinal hernia repair has
resulted in changes in the guidance. Specifically there has been:

= a recommendation that laparoscopic surgery is one of the treatment options for the repair of
inguinal hernia

= a recommendation that patients should be fully informed of all the risks and benefits of open
and laparoscopic surgery by either the TAPP or TEP approaches, to enable them to choose
between the procedures.

We have produced a summary of this guidance for patients and carers. Tools to help you put the
guidance into practice and information about the evidence it is based on are also available.

Your responsibility

This guidance represents the views of NICE and was arrived at after careful consideration of the
evidence available. Healthcare professionals are expected to take it fully into account when
exercising their clinical judgement. However, the guidance does not override the individual
responsibility of healthcare professionals to make decisions appropriate to the circumstances of
the individual patient, in consultation with the patient and/or guardian or carer.

Implementation of this guidance is the responsibility of local commissioners and/or providers.
Commissioners and providers are reminded that it is their responsibility to implement the
guidance, in their local context, in light of their duties to avoid unlawful discrimination and to have
regard to promoting equality of opportunity. Nothing in this guidance should be interpreted in a
way which would be inconsistent with compliance with those duties.
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Copyright

© National Institute for Health and Clinical Excellence [YEAR]. All rights reserved. NICE
copyright material can be downloaded for private research and study, and may be reproduced for
educational and not-for-profit purposes. No reproduction by or for commercial organisations, or
for commercial purposes, is allowed without the written permission of NICE.

Contact NICE

National Institute for Health and Clinical Excellence
Level 1A, City Tower, Piccadilly Plaza, Manchester M1 4BT

www.hice.org.uk

nhice@nice.org.uk

0845 033 7780
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BSSH Evidence for Surgical Treatment 1
Dupuytren’s Disease

This guide on Dupuytren’s disease and contracture is based on evidence and current research;
it is intended to inform and guide tertiary referral.
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British Society for Surgery of the Hand recommendations for Treatment .......................... 4
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Definition

Dupuytren’s Disease (DD) is a benign proliferative disease that occurs in the fascia of the
palm and digits resulting in nodules, cords and contracures ccur19%) - The disease was
described by various surgeons but it was Guillame Dupuytren who clearly described the
actual nature of the disease in 183;his name was adopted to identify the disorder ©"!1%%),

Dupuytren’s diathesis describes a more aggressive form of the disease. The original DD
diathesis factors have been evaluated and modified. Family history, bilateral disease and
ectopic lesions [penile fibromatosis (Peyronie’s disease) and plantar fibromatosis
(Ledderhose disease)] now include two more independent factors: male gender and age at
onset of younger than 50 years. Family history and ectopic disease have now been modified
to specify family history with one or more affected siblings/parents and ectopic lesions in the
knuckles (Garrod's pads) alone (e etal 2006)

Epidemiology and Clinical Features

The highest incidence is in Caucasian males of northern European ancestry. There is a
greater prevalence in males until the age of 70 at which age sex distribution becomes equal.
The disease appears to be genetically determined with an autosomal dominant pattern though
the penetrance is variable (50 2000),

DD is characterised by palmar skin changes (pits, nodules) due to thickening of the palmar
fascia and cord like structures which may extend from the palm into the digits. This may
progress to cause flexion and/or adduction contracture of the metacarpo-phalangeal joints and
progress to involve the digital inter-phalangeal joints. The disease is bilateral in 17% of cases

in the United Kingdom =20 The most commonly affected digit is the ring finger i 19
Sennwald 1990)
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A number of conditions may be related to DD:

e Diabetes — there is an established link with diabetes mellitus. However, these
cases have more nodules and fewer contractures " %%
Trauma — There are clear associations between injury and DD ¢"12009)
Alcohol - there is a higher prevalence of DD in alcoholic patients, (! 1987, foble 19%2)

However, recent evidence suggests that there is no statistically significant correlation of DD
with diabetes mellitus, severe alcohol consumption, heavy smoking or epilepsy 2> 207,

Evaluation

Generally it must be determined whether the disease is progressing and how the contractures
are affecting the patient’s activities of daily living (B2t and McGrouter2006)

Examination should include determination of the extent of the disease, skin involvement and
the presence (or absence) of joint contractures. Hueston’s tabletop test is a useful guide to
the need for surgical intervention =" 19%2. the test is positive when a patient is unable to
place all the fingers in a flat position on a tabletop.

In general, palmar nodules or pits do not warrant surgery. They may, however, be tender
and therefore functionally disabling e<um 200) - Approximately 50% of patients with isolated
nodules will ultimately develop a cord, of whom 9% progress to meet standard surgical
criteria for operative intervention ¢! 20%%):

Historically when the metacarpo-phalangeal joint contracture is greater than 30° or there is
any degree of proximal interphalangeal joint contracture, surgical intervention is indicated.
There is however no evidence to support this dogma.

Rapidly progressive disease and/or suspicion of the Dupuytren’s diathesis may warrant
earlier referral.

Classiﬁcation Of Dupuvtren’s (adapted from: Dias and Braybrook 2006).

O

= No functional problems

= No contracture.

» Mild metacarpo-phalangeal joint contracture only (<30°)
O

= Notable functional problems

» or moderate metacarpo-phalangeal joint contracture (30°- 60°).
= Moderate proximal inter-phalangeal joint contracture (<30°).

= First web contracture

o Severe

= Severe contracture of both metacarpo-phalangeal (>60°) joint and
proximal inter-phalangeal joint (>30°).
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Conservative and “Non-operative” Treatment

Go to the top

Spontaneous resolution does not occur.

Patients may be managed with observation if the contractures
themselves are not functionally limiting. Nodules, in general, do not
require treatment.

Occasionally, these nodules may be tender and intra-lesional injection
of steroid (triamcinalone) has been shown to soften these nodules. The
recurrence rate following such treatment is, however, 50% between 1
and 3 years (Ketchum 2000)-

Direct injection of clostridial collagenase into nodules and cords has
been shown to cause lysis and rupture of digital cords, releasing
metacarpo-phalangeal joint and proximal inter-phalangeal joint
contractures ®@amen2000 - This treatment has now completed phase 11
clinical trials in a Level | multicentre study®?®, This study confirms
significant improvement in injected fingers (joints) at 90 days albeit
with some concern about potential adverse effects.

Percutaneous needle fasciotomy (PNF) has been popularised o«
2% to relieve contracture in the elderly or frail or as a temporising
measure to allow skin hygiene prior to definitive surgery. It has
evolved from the older concept of percutaneous fasciotomy -
performed under local anaesthetic in the outpatient setting with a
number 11 blade ®221 2% PNF may be performed on an outpatient
basis using an 18 gauge needle by an appropriately trained specialist.
A prospective randomised study compared needle fasciotomy with
limited fasciectomy and found that passive extension deficit was
improved by 63% compared to 79% in the limited fasciectomy group
(vanRissen 2006) They reported no complications in the percutaneous group
but short follow-up.

In 2004, the National Institute for Clinical Excellence published
guidance stating that percutaneous fasciotomy was safe and effective
(nenice orguidipirioverview) — However, this technique does carry the risks of
injury to the neurovascular structures, especially on border digits,
tendon injuries, chronic regional pain syndrome, infection and
recurrence (favn2008)

In a retrospective cohort study, recurrence rates of 65% have been
reported following percutaneous fasciotomy (Van Riissen 2006),

Operative Treatment

Surgery remains the mainstay of treatment:

Limited Fasciectomy: In this procedure, only the involved fascia is
removed, preserving the overlying skin. This is the most widely used
technique and was popularised by Hueston (ueston 1961).
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Radical Fasciectomy: Involves extensive resection of the palmar and
digital fascia. This technique has fallen out of favour as the recurrence
rates are similar to limited fasciectomy with significantly higher
complication rates (Mecrowther 199)

Dermofasciectomy: Excision of the fascia and overlying skin. The
wounds may be closed using skin grafts or left open. The latter is
known as the open palm technique ®<c="'%%% Skin grafts may reduce
disease recurrence but not its extension (G2vtand MeGrouther 2006)

Amputation: In severe cases, often those with delayed presentation,
recurrence and severe contractures affecting the little finger,
amputation may be indicated. A 1% amputation rate of all little fingers
that underwent surgery for recurrent disease has been reported e
199 Amputation is by no means without complication - neuroma,
neurogenic pain, stump sensitivity, reduced grip and cosmetic or
psychological issues.

Joint Fusion: PIP fusion is a useful option and an alternative to
amputation. The bone ends are slightly shortened to compensate for the
tight volar tissues and then fused ina finctional position.

Outcome of Surgery

A recent retrospective audit undertaken by the BSSH®' 2 Bravbrook 2006)
indicated that surgery for Dupuytren’s disease is successful in
achieving full or almost full correction in 75% of cases. Complication
rates, including early recurrence, are, however, high at 46% and more
common in those with severe initial deformities. The rate of
contracture recurrence or persistence is 15% .

The recurrence rate when the skin is resurfaced with a full thickness
graft applied from midlateral line to midlateral line is likely to be
substantially lower than closure with a z-plasty or a Brunner’s incision.

British Society for Surgery of the Hand recommendations for Treatment

O
= Reassure.
= Observe
O
= Needle fasciotomy if appropriately trained; for MCPJ contracture
= Possibly collagenase
= Refer for surgery — limited fasciectomy
o Severe

Refer for surgery
) limited fasciectomy
1 dermofasciectomy
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Treatments without evidence:

No effect is demonstrated for the following treatments which are Not Recommended:
Physiotherapy and splinting e 20%9),

Calcium channel blockers, azathioprine, procarbazine, prostaglandin®2008)
Radiotherapy (1t 1999, Rayan 2008

Ultrasound ¢t 1999)

Interferon (et 19%9)

5-fluorouracil ®strode 2009

Go to the top
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Treatment plan: diagram

Moderate

Contracture
MPJ 30-50°
PlP=30

Pain

Go to the top

Dupuytren’s Disease Protocol

Discharge

Reassurance

B-12 month follow-up |

Percutaneous Needle
Fasciotomy

? Collagenase

e

Surgery (Fasclectomy / Dermofasciectomy)

BSSH
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Research Opportunities

e Proper prospective trial of outcomes of surgery
e Phase IV study to confirm the efficacy and safety of collagenase
e Randomised comparison of PNF with fasciectomy
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Do Nothing
Advise patient should symptoms
\worsen or becomes painful consult
the Practice

Tier 1 - CSS or AHLS
Non-Complex
Wax removal
Narrow canals

Re-referral after 6 months for
patients with ongoing issues
(new referral each time)

Tier 2 & 3 - Hospital
Complex
Attended for wax, found to have
polyps, keratin, attic pocket,
definite referral to consultant

Adult Ear Wax Removal Pathway

If not causing
symptoms then
advise patientto do |
nothing

Clinical Presentation - Ear Wax
Visible on Otoscopy or Hearing Loss

v

Self Care

If causing symptoms, then all patients to be directed to self-care
first and issued self -care leaflet (1) unless contraindicated.

v

If self-care fails or is contraindicated, then patient may be referred
for microsuction if meet criteria via 1 of 3 routes. Specific criteria
are listed on the referral template (2)

Patients not meeting the criteria for Microsuction, will need to be
directed to self pay.

AHLS

If a patient meets criteria for the AHLS, wax can be

removed as part of the pathway if clinically
appropriate. Refer direct via AHL normal template

Any patients who self-refer to the AHLS will
be directed to self-care in the first instance unless
contraindicated.

AHLS can onward refer to Tier 2/3 via the

EACH email address:

licb.referrals.lincolnshireeach@nhs.net

EACH will apply for the prior approval then
onward refer on behalf of the practice

AHLS will refer using specific template (5)
including the original referral details

(©)

Must seek prior approval via the IFR team (on
blueteq) prior to referral then if approved refer
direct to CSS using the microsuction template (2)

<
<

SS

Patients can be referred for Tier 1 Microsuction
(18 yrs and over) if they meet specific criteria (*)

|

Secondary Care

Where self-care is contraindicated, or patient is
complex (Tier 2 & 3) the patient can be referred to
secondary care if they meet specific criteria (**)

Must seek prior approval via the IFR team (on
blueteq) prior to referral then if approved refer via the
EACH using the microsuction template (2)

l

Once wax removed CSS can onward
refer to AHLS (50yrs and over) if
appropriate via the EACH email address

licb.referrals.lincolnshireeach@nhs.net

CSS will refer using AHL normal
template (3)

****|f any patients are sent directly to ULHT that are
in tier 1 they will be rejected to the referrer****

* CSS Criteria

Patient has undertaken all levels of self-care (as per patient leaflet) but this has been
unsuccessful and earwax is still totally occluding the ear canal plus they require wax
removal due to at least one of the reasons below:

a diagnosis.

Substantial hearing loss suspected to be due to earwax.

Chronic earache suspected to be due to earwax.

Tinnitus suspected to be due to earwax.

Vertigo suspected to be due to earwax.

Cough suspected to be due to earwax.

The tympanic membrane is obscured by wax but needs to be viewed to establish

o 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.

l

CSS can onward refer to Tier 2/3 via the

EACH email address:
licb.referrals.lincolnshireeach@nhs.net

EACH will apply for the prior approval then
onward refer on behalf of the practice

CSS will refer using CSS rejections specific
template (4) including the original referral

Secondary Care (ENT/Aural
Care/Audiology) can onward refer to AHL or
CSS if required via the EACH email
address:
licb.referrals.lincolnshireeach@nhs.net

specifically for patients who require on-going
wax removal via CSS or are suitable for AHL
details

** Secondary Care Criteria

Self-care is contraindicated or patient is complex (level2/3) for the following
reasons:

Chronic perforation (or suspected perforation) of the tympanic membrane
History of ear surgery

History of recurrent otitis externa

Foreign body, including Vegetable matter in the ear canal

Infection, eczema, dermatitis of the ear canal or external ear

Polyps, keratin, attic pocket

plus they require wax removal due to at least one of the reasons below:

Substantial hearing loss suspected to be due to earwax.

Chronic earache suspected to be due to earwax.

Tinnitus suspected to be due to earwax.

Vertigo suspected to be due to earwax.

Cough suspected to be due to earwax.

The tympanic membrane is obscured by wax but needs to be viewed to establish
a diagnosis.

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.
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1. Purpose and scope

The overall objective of the guideline is to provide up-to-date,
evidence-based recommendations for the management of basal
cell carcinoma (BCC). The document aims to:

e Offer an appraisal of all relevant literature up to 24 Jan-
uary 2020, focusing on any key developments.

e Address important, practical clinical questions relating to
the primary guideline objective.

e Provide guideline recommendations and, if appropriate,

research recommendations.

The guideline is presented as a detailed review with high-
lighted recommendations for practical use in primary care [all
general practitioners (GPs)], intermediary care [accredited
GPs, currently known as a GPs with extended role (GPwERs)]
and secondary care (see section 3.0), in addition to an
updated patient information leaflet (available on the BAD web-
site, www.skinhealthinfo.org.uk/a-z-conditions-treatments).

1.1. Key exclusions

BCC involving the eyelid has been excluded from this guide-
line (see section 6.3).

2. Methodology

This set of guidelines has been developed using the BAD’s rec-
ommended methodology' (Appendix J; see Supporting Infor-
mation) with reference to the AGREE II instrument” and
GRADE.> Recommendations were developed for implementa-
tion in the UK National Health Service (NHS).
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The Guideline Development Group (GDG) consists of 10 con-
sultant dermatologists (representing England, Northern Ireland,
Scotland and Wales; three of whom are also Mohs surgeons), a
consultant plastic surgeon, a consultant oral and maxillofacial
surgeon, a clinical oncologist, a pathologist, two primary care
physicians, a clinical nurse specialist, two patient representatives
and a technical team (consisting of an information scientist, two
guideline research fellows and a project manager providing
methodological and technical support). The GDG established
several clinical questions pertinent to the scope of the guideline
and a set of outcome measures of importance to patients, ranked
according to the GRADE methodology (section 2.1 and
Appendix A; see Supporting Information).

A systematic literature search of the PubMed, MEDLINE,
Embase and Cochrane databases was conducted to identify key
articles on BCC published from | January 2007 to 24 January
2020 (publications already included in the 2008 guideline®
were evaluated for inclusion). Search terms and strategies can
be found in Appendix K (see Supporting Information). Addi-
tional references relevant to the topic were also extracted from
citations in the reviewed literature, and, where identified, rele-
vant articles published after May 2017 were included. Evi-
dence from the included studies was graded according to the
GRADE system (high, moderate, low, or very low certainty).
Recommendations were based on evidence drawn from sys-
tematic reviews of the literature pertaining to the clinical
questions identified. The Supporting Information includes the
summary of findings with forest plots (Appendices B and C;
see Supporting Information), tables Linking the Evidence To
the Recommendations (LETR) (Appendix D; see Supporting
Information), GRADE evidence profiles indicating the certainty
of the evidence (Appendix E; see Supporting Information), a
summary of included comparative studies (Appendix F; see
Supporting Information), narrative findings for noncompara-
tive studies (Appendix G; see Supporting Information), a
PRISMA flow diagram (Appendix H; see Supporting Informa-
tion) and lists of studies excluded from quantitative analyses
with reasons for exclusion (Appendix I; see Supporting Infor-
mation). The strength of recommendation is expressed by the
wording and symbols shown in Table 1.

2.1. Low-risk and high-risk basal cell carcinoma criteria

Following review of the literature the GDG agreed to adopt the
Royal College of Pathologists (RCPath) dataset.” The dataset
defines pathological low-risk and high-risk BCC based on
increased risk for local recurrence and very occasionally metasta-
sis, especially if there is perineural invasion in any type of BCC
and/or lymphovascular invasion in basosquamous carcinoma.
Clinical factors that confer low-risk vs. high-risk BCC are defined
as per the National Institute for Health and Care Excellence
(NICE), based on reducing the risks of incomplete excision,
recurrence following surgery, and damaging important, proxi-
mate anatomical features, to achieve good cosmetic results and
reduce postsurgical complications.® NICE also considered the
skills and training of the surgical operator. The National

British Journal of Dermatology (2021) 185, pp899-920

Comprehensive Cancer Network (NCCN) guidelines’ gave more
precise clinical criteria for clinical low-risk and high-risk BCC. As
the Union for International Cancer Control 8™ edition (UICC8)®
version of TNM8 (tumour—nodes—metastasis) has been endorsed
for use in the UK, and as NCCN uses the American Joint Commit-
tee on Cancer 8" edition cancer staging manual (AJCC8),” the
NCCN table on low-risk and high-risk BCC criteria has been
adapted here to equate to the UICC8 and RCPath dataset.

The GDG’s adopted definition of criteria for low-risk and
high-risk BCC is provided in Table 2.

The GDG identified a paper that provided a definition for
advanced BCC,'® but it was dependent on the AJCC7 risk cri-
teria. The GDG adopted the definition with some adaptation
to be used in this guideline, as follows:

‘An advanced BCC is a BCC that is either (i) metastatic
(mBCC) or (ii) locally advanced (1aBCC) with one or
more high-risk factors, in which current treatment
modalities are considered potentially contraindicated by
tumour or patient factors’.

Clinical tumour factors that may contribute individually or in
combination to a BCC being regarded as locally advanced
include:

e Tumour size and location, and cosmetic and functional
consequences of treatment (e.g. ‘giant’ BCC, which is >
5 cm and/or would require extensive surgery such as
amputation; and H-zone tumours; Figure 1).

e Large numbers of coexisting tumours.

e Tumour subtype (e.g. infiltrative tumours with poorly
defined margins).

e Likelihood of successful treatment compromised by previ-
ous treatment (e.g. multiple recurrences of BCC after sur-
gery or previous radiotherapy).

Patient-driven factors that may contribute individually or in
combination to a BCC being regarded as locally advanced
include:

e Patient performance status (e.g. compromised due to age
or frailty).

e Presence of patient comorbidities potentially interfering
with surgery (e.g. unsuitability for general anaesthetic).

e Presence of patient factors potentially interfering with
radiotherapy (e.g. contraindicated in Gorlin syndrome and
relatively contraindicated in younger patients).

e Patient opinions and beliefs regarding treatment and/or
their impact on quality of life [e.g. unwilling or reluctant
to accept consequences of surgery such as poor cosmetic
outcome or adverse effects (AEs) of radiotherapy].

2.2. Clinical questions and outcomes

The GDG established a number of clinical questions pertinent to
the scope of the guideline (Appendix A; see Supporting Infor-
mation). The GDG also established a set of outcome measures of
importance to patients for each clinical question; these outcomes

© 2021 British Association of Dermatologists
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Table 1 Strength of recommendation ratings

BAD guidelines for adults with BCC 2021, |. Nasr et al. 901

Strength Wording Symbol

Definition

‘Offer’ (or similar, ™M
e.g. ‘use’, ‘provide’,

Strong recommendation for the
use of an intervention
‘take’, ‘investigate’ etc.)

Weak recommendation for the ‘Consider’ 1
use of an intervention

No recommendation (G}
Strong recommendation against ‘Do not offer’ W

the use of an intervention

Benefits of the intervention outweigh the risks; most patients would
choose the intervention while only a small proportion would not;
for clinicians, most of their patients would receive the intervention;
for policymakers, it would be a useful performance indicator

Risks and benefits of the intervention are finely balanced; many
patients would choose the intervention, but many would not;
clinicians would need to consider the pros and cons for the patient
in the context of the evidence; for policymakers it would be a poor
performance indicator where variability in practice is expected

Insufficient evidence to support any recommendation

Risks of the intervention outweigh the benefits; most patients would
not choose the intervention while only a small proportion would; for
clinicians, most of their patients would not receive the intervention

Table 2 Criteria for low-risk and high-risk basal cell carcinoma (BCC)

Low risk

High risk®

Clinical criteria
Location and size

Area M° < 10 mm (maximum clinical diameter)

Borders Well defined
Primary vs. recurrent Primary
Immunosuppression No

Site of prior radiotherapy No

Pathological criteria
BCC and stage

Growth pattern Nodular or superficial

Differentiation: basosquamous Absent

Level of invasion Dermis, subcutaneous fat
Depth (thickness) < 6 mm

Perineural invasion® Absent

Pathological TNM stage

Margins

Histological margins Not involved (= 1 mm)

Area L’ < 20 mm (maximum clinical diameter)

pT1 <20 mm (maximum diameter)

Area L° > 20 mm (maximum clinical diameter)
Area M° > 10 mm (maximum clinical diameter)
Area H*

Poorly defined

Recurrent

Yes

Yes

Infiltrative (infiltrating, morphoeic, micronodular)
Present (with or without lymphovascular invasion)
Beyond subcutaneous fat
> 6 mm
Present
pT2 > 20 mm but < 40 mm (maximum diameter)
pT3 > 40 mm (maximum diameter), or

upsta\gedf pT1 or pT2, or minor bone invasion
pT4 major bone invasion

Involved (0 mm) or histologically close (< 1 mm)

TNM, Tumour—Nodes—Metastasis. “One or more criteria equals high risk, unless stated differently in the summary of the recommendations,

or in an explanatory note. "Area I = trunk and extremities but excluding hands, nail units, genitals, pretibia, ankles and feet. “Area M (see

Figure 1) = cheeks, forehead, scalp, neck and pretibia. “Area H (see Figure 1) = ‘mask areas’ of face [central face, eyebrows, periorbital,

nose, lips (cutaneous and vermilion), chin, mandible, preauricular, postauricular, temple, ears]; genital areas; hands, nail units, ankles

and feet, but excluding the eyelid. For tumours < 6 mm in size without other high-risk features, standard surgical excision may be considered

if a > 4 mm clinical surgical margin can be obtained without significant anatomical or functional distortions. “A named nerve or a diameter

2 0-1 mm or beyond the dermis. T1 and T2 can be upstaged to T3 by the presence of one or more high-risk clinical or pathological factors

comprising specifically defined perineural invasion or deep invasion representing either a tumour thickness or depth > 6 mm and/or inva-

sion beyond or further than the subcutaneous fat.

were ranked by the patient representatives according to the
GRADE methodology from 1 to 9.> Outcomes ranked 7, 8 or 9
were critical for decision making; those ranked 4, 5 or 6 were
important but not critical for decision making. Data on these
outcome measures were extracted from the included studies
(Appendices B, C, E, F and G; see Supporting Information). The
outcomes are given along with their ranking score.

© 2021 British Association of Dermatologists

Review question 1: treatment for high-risk BCC

In people with high-risk BCC, what are the clinical effec-
tiveness and cost-effectiveness of surgical (standard and
Mohs) and nonsurgical techniques [topical therapies, photo-
dynamic therapy (PDT), radiotherapy and biologic therapies]
compared with each other or with no treatment (observa-
tion)?
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e Complete response or clearance (9).

e Recurrence rate (above clavicle) (9).

e Treatment-related serious AEs (nonsurgical) or complica-
tions (surgery) (8).

e Functional outcome (physical or social functioning) (8).

e Cosmesis (7).

e Convenience of treatment and patient choice (7).

e Partial (> 50%) response or clearance (6).

Review question 2: treatment for low-risk BCC

In people with low-risk BCC, what are the clinical effective-
ness and cost-effectiveness of surgical (standard and Mohs)
and nonsurgical techniques (topical therapies, PDT, radiother-
apy and biologic therapies) compared with each other or with
no treatment (observation)?

e Complete response or clearance (9).

e Convenience of treatment (9).

e Treatment-related serious AEs (nonsurgical) or complica-
tions (surgery) (8).

e Cosmesis (7).

e Recurrence rate (below clavicle) (6).

e Partial (> 50%) response or clearance (6).

Review question 3: surgical margins
In people with BCC who undergo standard surgical exci-
sion, what surgical margins should be used?

e Recurrence rate (9).
e Incomplete excision (7).

Review question 4: follow-up

In people with high-risk BCC, what is the appropriate fol-
low-up period following treatment, including surgical (stan-
dard and Mohs) and nonsurgical techniques (topical therapies,
PDT, radiotherapy and biologic therapies) or no treatment?

e Recurrence rate (9).

Review question 5: clinical settings
In people with a high-risk BCC, would referral to the ‘next
care level’ [primary to secondary or secondary to

British Journal of Dermatology (2021) 185, pp899-920

Figure 1 Areas H (darker shade) and M
(lighter shade) on the head and neck

multidisciplinary (MDT)] lead to a decreased chance of having
to undergo re-excision?

e Recurrence rate (9).
e Incomplete excision (9).

3. Summary of recommendations

The majority of the recommendations and ratings were
agreed upon unanimously by the core members of the GDG
and patient representatives following extensive discussions.
Where the GDG disagreed on specific issues, votes were cast
on all options put forward, and the simple-majority results
were featured as the final decision. (For further information
on the wording used for recommendations and strength of
recommendation ratings, see Table 1.) The GDG is aware of
the lack of high-certainty evidence for some recommenda-
tions, therefore, strong recommendations with an asterisk
(*) are based on available evidence, as well as informal con-
sensus and specialist experience amongst GDG members.
Good practice point (GPP) recommendations are derived
from informal consensus among GDG members. In general,
patient choice should be factored into the decision-making
process in applying all the recommendations listed below.

For the relevant recommendations listed below, see
TTable 2 for the criteria for low-risk and high-risk BCC, Tsec-
tion 2.1 for the definition of advanced BCC, and ¥Table 3 for
levels of community skin cancer services. Where fa patient
declines treatment this could also be the patient’s representa-
tive with power of attorney.

General

R1 ™ Offer* verbal and written information about BCC to
all adults with BCC, including the nature and prognosis of
BCC, available treatment options and the ongoing need for
sun protection and self-surveillance of their skin as part of
prevention or early detection of future skin tumours.

Referral from primary care

R2 1 Refer* to a local skin multidisciplinary team
(LSMDT) or a specialized skin cancer multidisciplinary team

© 2021 British Association of Dermatologists
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(SSMDT) member all adults with high-risk" BCC, and all
adults with low-risk’ BCC in the absence of an accredited®
General Practitioner with Enhanced Role (GPwWER) or if the
primary care facility is not suitable for surgery. See Table 3
for levels of community skin cancer services.

Surgical treatment

R3 ™ Offer* standard surgical excision as a first-line treat-
ment option to adults with low-risk" BCC.

R4 ™ Offer* standard surgical excision with immediate
reconstruction as a first-line treatment option to adults with
primary BCC with a high-risk factor,” if the BCC has well-de-
fined clinical margins under bright lighting and magnification
or dermoscopy.

R5 11 Offer* standard surgical excision with delayed
definitive reconstruction, or Mohs micrographic surgery, as
the first-line treatment option to adults with high—riskT BCC
within a high-risk anatomical site if the BCC has poorly
defined clinical margins under bright lighting and magnifica-
tion or dermoscopy.

R6 11 Excise* low-risk’ BCC using a 4 mm peripheral clini-
cal surgical margin.

R7 1 Excise* primary BCC with a high-risk factor’ using at
least a 5 mm peripheral clinical surgical margin (see also R4
and RS).

R8 ™ Excise* BCC by ensuring adequate excision at the
deep margin to a clear plane, including a fat layer where pre-
sent, and other deeper structures if needed.

R9 1 Consider Mohs micrographic surgery in adults with
primary BCC with at least one high-risk factor.’

R10 ™ Offer* Mohs micrographic surgery as a first-line treat-
ment option to adults with recurrent BCC with at least one other
high-risk factor," especially if the tumour is at a high-risk site.

R11 * Following discussion at an MDT, consider standard
surgical excision with at least a 5 mm margin and delayed
definitive reconstruction as a treatment option to adults with
recurrent BCC with at least one other high-risk factor.’

R12 11 Offer* standard surgical excision or radiotherapy as a
treatment option to adults with advanced’ BCC (see also R14).

R13 * Consider Mohs micrographic surgery as a treatment
option to adults with advanced” BCC.

Systemic therapy

R14 ™ Offer* vismodegib, subject to availability, as a treat-
ment option to adults with advanced BCC who are unsuitable
for Mohs micrographic surgery, standard surgical excision or
radiotherapy, including patients with Gorlin syndrome, fol-
lowing discussion at an MDT (see also R12 and R13).

Radiotherapy

R15 11 Offer* radiotherapy as a treatment option to adults
(suggested age > 60 years) with low-risk and high-risk BCC
who are unsuitable for or decline’ Mohs micrographic surgery
or standard surgical excision and who express a preference for
radiotherapy, and in whom the lesion is:

e anodular BCC
e an infiltrative subtype of BCC, provided a sufficient plan-
ning margin is used

© 2021 British Association of Dermatologists
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e an excised BCC with involved margins

R16 V! Do not offer* radiotherapy as a treatment option to
adults with BCC who are unsuitable for or decline’ Mohs
micrographic surgery or standard surgical excision, and in
whom the lesion is:

e arecurrent BCC following previous radiotherapy

® associated with certain genetic syndromes predisposing to
skin cancers, for example Gorlin syndrome or xeroderma
pigmentosum

Discuss alternative treatment modalities at an MDT (see R1,
R3-5, R9-14 and R18-23).

R17 I Do not routinely offer* radiotherapy as a treatment
option to adults with BCC who are unsuitable for or decline®
Mohs micrographic surgery or standard surgical excision, and
in whom the lesion is:

e on areas of poor blood supply (e.g. the lower limbs)

e in younger patients in whom the late effects of radiother-
apy could be an issue (suggested age < 60 years)

e a BCC invading bone or cartilage

Discuss alternative treatment modalities at an MDT (see R1,
R3-5, R9-14 and R18-23).

Other treatment options

R18 11 Offer* topical imiquimod, topical 5-fluorouracil,
cryosurgery or topical PDT as treatment options to adults with
low-risk” BCC who are unsuitable for or decline® standard sur-
gical excision.

R19 V! Do not offer* topical imiquimod, topical 5-fluo-
rouracil, cryosurgery, curettage and cautery, or topical PDT as
treatment options to adults with high—riskJr BCC who are
unsuitable for or decline® Mohs micrographic surgery or stan-
dard surgical excision.

R20 |} Do not offer* topical imiquimod, topical 5-fluo-
rouracil, cryosurgery or topical PDT as a treatment option to
adults with advanced” BCC unless for palliation of symptoms,
following discussion at an MDT.

R21 ™ Advise* adults with BCC who decline® all treat-
ments that the risk of significant progression of the tumour is
at least 25% over 2—5 years.

O1 There is insufficient evidence to support any recom-
mendation for the following interventions for low-risk (in-
cluding recurrent, low-risk) BCC:"

e Mohs micrographic surgery
e vismodegib

©2 There is insufficient evidence to support any recom-
mendation for the following interventions for BCC:

e topical ingenol mebutate gel.
e topical Curaderm-BECS cream.
e clectrochemotherapy (ECT).

e CO, laser.

e pulsed-dye laser.

e combinations of:

British Journal of Dermatology (2021) 185, pp899-920

1y woxy papeofumo( ‘s ‘20T “€E1TSIET

2SUDII'T SUOWIWO)) dANEIY) d[qeordde a3 Aq PaUIdAOS I SIOILIE Y() SN JO SIJNI 10§ AIRIQIT SUI[UQ AS[IAN UO (SUOLIPUODd-PUB-SULIS)/W0d* K3[1M" Arerquaut[uoy/:sdiyy) SUORIpUO)) pue Sud ] Ay 39§ [7z0T/11/01] uo Areiqry suru £[1p 983L Aq $2S0ZPA/I L11°01/10p,









904 BAD guidelines for adults with BCC 2021, |. Nasr et al.

Table 3 Levels of community skin cancer services

Group of GPWER Status Range of activity®

Group 1: GPwWER in general A GP who has suitable training and has ~ Diagnosis and management of inflammatory skin disease;

dermatology (nonsurgical) demonstrated competency in general diagnosis of skin lesions and their nonsurgicd management,

dermatology including topical therapy and PDT; and nonexcisional surgical
procedures, including cryosurgery and curettage and cautery,
depending on their training level and availability of
treatment, for low-risk BCC and also precancerous lesions,
e.g. actinic keratoses and SCC in situ (Bowen disease)

Group 2: GPWER in skin lesion A GP who has suitable training and has ~ Diagnosis and management of skin lesions, including low-risk
BCC [well-defined bordered primary nodular or superficial
BCC on area I” < 20 mm (maximum clinical diameter) and
on area M® < 10 mm (maximum clinical diameter)], using

management demonstrated competency in skin

lesion management

both surgical and nonsurgical techniques, relevant to their
clinical training. In addition, group 2 and 3 GPwERs are
expected to follow those aspects of the NICE
recommendations® relevant to their agreed scope of practice
Group 3: GPwER in general A GP who has suitable training and has ~ This group combines groups 1 and 2
dermatology and skin lesion demonstrated competency in general
dermatology and skin lesion

management

management

Model 2 practitioner A skin surgeon who might be a GP, Management of skin lesions discussed with a core LSMDT
member and within the practitioner’s competencies

recognized by the LSMDT

nurse specialist or secondary care
specialist working in the community
under the governance of an acute trust

BCC, basal cell carcinoma; GP, general practitioner; GPWER, GP with Enhanced Role; LSMDT, Local Skin Multidisciplinary Team; NICE,
National Institute for Health and Care Excellence. “No community practitioner should knowingly treat high-risk BCC, especially on areas M*
or HY recurrent BCC; or BCC with high-risk pathological criteria, except after discussing it with the LSMDT. PArea I = trunk and extremities
but excluding hands, nail units, genitals, pretibia, ankles and feet. “Area M = cheeks, forehead, scalp, neck and pretibia. ‘Area H = “mask
areas” of face (central face, eyebrows, periorbital, nose, lips (cutaneous and vermilion), chin, mandible, preauricular, postauricular, temple,
ears); genital areas; hands, nail units, ankles and feet, but excluding the eyelid. “NICE® recommends that, for all groups of GPs managing BCC in
the community, the patient is not aged 24 years or younger, is not immunosuppressed and does not have Gorlin syndrome, and also that
the lesion (i) is located below the clavicle (area L), (ii) is < 1 cm in diameter with clearly defined margins, (iii) is not a recurrent BCC fol-
lowing incomplete excision, (iv) is not a persistent BCC that has been incompletely excised according to histology, (v) is not morphoeic,
infiltrative or basosquamous in appearance and (vi) is not located (a) over important underlying anatomical structures (e.g. major vessels or
nerves), (B) in an area where primary surgical closure may be difficult (e.g. digits or front of shin), (c) in an area where difficult excision
may lead to a poor cosmetic result, or (p) at a highly visible anatomical site (e.g. anterior chest or shoulders) where a good cosmetic result
is important to the patient. If the lesion is thought to be a superficial BCC the GP should ensure that the patient is offered the full range of

medical treatments (including topical therapy and PDT) and nonexcisional surgical procedures, including cryosurgery and curettage and cautery,

which may require referral to a member of the LSMDT.

o Topical diclofenac + calcitriol.
o Topical imiquimod + Mohs micrographic surgery.
o Intralesional interferon-a + standard surgical excision.

o Topical PDT + Mohs micrographic surgery.
o Laser therapy + topical PDT.

03 There is insufficient evidence to recommend ‘no treat-

ment’ as an option for adults with:

e recurrent BCC with at least one other high-risk factor.
e advanced BCC who are not suitable for or decline’ Mohs
micrographic surgery or standard surgical excision.

Management following primary treatment

rR22 ™ Following discussion at an MDT, offer* further
standard surgical re-excision to adults with excised high-risk’
BCC with involved histological margin unless there is a con-
traindication (see also R4, R5, R7-21, ©1, ®2 and O3).
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R23 GPP Refer all adults with excised high—risk-’- BCC with
a close histological margin (< 1 mm) for MDT discussion of
management options. These may include surgical re-excision,
Mohs micrographic surgery, radiotherapy or monitoring.
Patient choice should especially be factored into the decision-
making process in such a situation.

R24 Ul Do not routinely offer* follow-up to patients with
adequately treated isolated BCC, unless for a postoperative
review (see also R25 and R26).

R25 GPP Offer, if possible, a postoperative review of adults
with adequately treated BCC by an appropriate healthcare pro-
fessional, in either secondary or primary care.

R26 GPP Offer, if possible, at least yearly follow-up to
adults with a history of multiple BCCs who are likely to
develop further tumours or recurrence within 12 months.

Summary of future research recommendations

© 2021 British Association of Dermatologists
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The following list outlines future research recommendations
(FRRs).

FRR1 Randomized controlled trials (RCTs) comparing stan-
dard surgical re-excision of high-risk BCC excised with close
(< 1 mm) or involved histological margin vs. Mohs micro-
graphic surgery, radiotherapy or no treatment. Primary out-
comes should include recurrence rate over at least 5 years.

FRR2 RCTs directly comparing various treatment modalities
with primary outcomes to include UK health economic assess-
ment (including treatment of recurrences) and patient-re-
ported outcome measures.

FRR3 RCTs comparing standard surgical excision vs. Mohs
micrographic surgery for high-risk BCC, with longer follow-
up periods of at least 5 years.

4. Algorithm

The recommendations, discussions in the LETR sections
(Appendix D; see Supporting Information) and consensus spe-
cialist experience were used to produce management pathways
for adults with BCC — see Figure 2 and Tables 4-8.

BAD guidelines for adults with BCC 2021, I|. Nasr et al. 905

5. Background

5.1. Definition

BCC is the most common keratinocyte cancer (KC)/non-
melanoma skin cancer (NMSC).'"™ It is a slow-growing,
locally invasive malignancy that very rarely metastasizes.”"'®'*
Usually it develops on sun-exposed areas such as the head and
neck,'®'* although potentially any cutaneous site can be
affected. Clinically and pathologically, BCC is heterogeneous.
The most common subtype is nodular BCC (> 60%),'° and
other variants include superficial, infiltrative (morphoeic, scle-
rosing, micronodular), keratotic and pigmented are also
described, with frequent histological overlap between types.'
The basosquamous variant is the most aggressive type. It has a
tendency for lymphovascular or perineural invasion, and can

. 7,11
rarely metastasize.”

BCC wusually develops as a sporadic
tumour but rarely it can develop in chronic scars'® or be part
of a genodermatosis, for example Gorlin syndrome, xero-
derma pigmentosum, Bazex—Dupré—Christol syndrome and

10,11,13
Rombo syndrome.

PATIENT MANAGERENT PATHWAY - BASAL CELL CORCRITILA
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Figure 2 Basal cell carcinoma management pathway in primary, secondary and tertiary care. BCC, basal cell carcinoma; GP, general practitioner;
GPwWER, GP with Extended Role; GPwSI, GP with Special Interest; LSMDT, Local Skin MDT; MDT, Multidisciplinary Team; NICE, National Institute
for Health and Care Excellence; SMC, Scottish Medicines Consortium; SSMDT, Specialist Skin Cancer MDT
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Table 4 Primary basal cell carcinoma (BCC) suitable for surgery: influence

of tumour risk on the selection of treatment

Strength of recommendation

Treatment Low-risk BCC High-risk BCC
Excisional surgery ™" e
Mohs micrographic surgery (C) "

* Please refer to summary of recommendations R4, R5, R7 and
R8 for details.

Table 5 Primary basal cell carcinoma (BCC) not suitable for or patient

declines surgery: influence of tumour risk on the selection of treatment

Strength of recommendation

Treatment Low-risk BCC  High risk-BCC
Radiotherapy e 12
Vismodegib () P
Topical agents ™" W
(imiquimod or 5-fluorouracil)
Cryosurgery ™M W
Curettage and cautery ™" W
without subsequent surgery
Photodynamic therapy " W
No treatment (patient® 1 o

declines treatment)

* Please refer to summary of recommendations R15-R17 for
details. ® Please refer to summary of recommendations R14 for
details. © Or patient’s representative with power of attorney. d
Please refer to summary of recommendations R21 for details.

Table 6 Recurrent basal cell carcinoma (BCC) suitable for surgery:

influence of tumour risk on the selection of treatment

Strength of recommendation

Treatment Low-risk BCC High-risk BCC
Excisional surgery " 1°
Mohs micrographic surgery (S) "

* Please refer to summary of recommendations R4, R5 and R7—
R11 for details.

5.2. Incidence and aetiology

The exact incidence of BCC globally is not accurately known
because it is not included in cancer registries in most coun-

. 13—15
tries.

However, recent improvements to registry data col-
lection in England have enabled more accurate analysis, which
has confirmed a rise in incidence of the first BCC per person
per year from 268 565 in 2013 to 410 716 in 2015."® Inci-
dence increases with age and BCC is more common in men."?

BCC is an epidermal KC. The exact cell of origin is not
known, although it is considered to originate from pluripotent
cells in the interfollicular epidermis and infundibulum of the
hair follicle distributed along the basal layer.'”*'® Tt is believed

to be caused by a combination of genetic predisposition and
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Table 7 Recurrent basal cell carcinoma (BCC) not suitable for or patient

declines surgery: influence of tumour risk on the selection of treatment

Strength of recommendation

Treatment Low-risk BCC ~ High-risk BCC
Radiotherapy e 12
Vismodegib (€] 1
Topical agents 1 W
(imiquimod or 5-fluorouracil)
Cryosurgery 1 W
Curettage and cautery 0 W
without subsequent surgery
Photodynamic therapy 1 W
No treatment (patient” 1 (X

declines treatment)

* Please refer to summary of recommendations R15-R17 for
details. ® Or patient’s representative with power of attorney. ©
Please refer to summary of recommendations R21 and @3 for
details.

Table 8 Advanced basal cell carcinoma (metastatic or locally

advanced): strength of recommendation for treatments

Strength of

Treatment recommendation
Excisional surgery "
Mohs micrographic surgery 1
Radiotherapy "
Vismodegib "
Topical agents W

(imiquimod or 5-fluorouracil)
Cryosurgery W
Curettage and cautery W

without subsequent surgery
Photodynamic therapy W
No treatment (patient® e°

declines treatment)

* Or patient’s representative with power of attorney. "Please refer

to summary of recommendations R21 and ©3 for details.

exposure to ultraviolet radiation, and the risk is increased in the
context of immunosuppression, for example organ transplanta-
tion,19 HIV?*® and haematological nrlalignancy.“’13 The hedge-
hog intracellular signalling pathway is critical for the regulation
of cell growth and differentiation in embryonic development.
Development of BCC is associated in most cases with loss of
inhibition of hedgehog signalling. This is the result of inactivat-
ing mutations in the tumour-suppressor protein patched homo-
logue 1 gene (PTCH1) in 90% of sporadic BCC and activating
mutations in the smoothened transmembrane protein gene
(SMO) in 10% of cases, with germline mutations in PTCHI and
occasionally PTCH2, SMO and suppressor of fused (SUFU) genes
in Gorlin syndrome. The importance of this pathway is high-
lighted by the successful use in advanced BCC of hedgehog

10,11,14,18

pathway inhibitors (e.g. vismodegib).
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6. Diagnosis and investigation

6.1. Diagnosis

Dermatologists and other skin cancer specialists can usually
diagnose BCC clinically, without the need for biopsy. Diagnos-
tic accuracy is enhanced by good lighting, the skin stretch
test”’ and dermoscopyAn’23 Specialist noninvasive skin imag-
ing tools, including reflectance confocal microscopy and opti-
cal coherence tomography, may also help in diagnosis of
difficult cases, although these are not widely available.”* >

Biopsy is indicated if there is clinical doubt about the diag-
nosis, for potentially high-risk types (e.g. based on clinical
risk factors of size and/or location), if the treatment will be
influenced by histological subtype (e.g. infiltrative vs. superfi-
cial) and to confirm recurrences after treatment.”'"'*'* In
most cases, shave or curette biopsy should be sufficient to
make a positive diagnosis of BCC."" If the histological subtype
is in doubt, a deep incisional or excisional biopsy (to include
the dermis or fat, if possible) is recommended.'*'*

If there is clinical suspicion that the tumour is attached to
or extends deep into the underlying deep fascia, and/or if
there is suspected involvement of muscle, large nerves, blood
vessels or bone, then cross-sectional imaging of the area using
either computed tomography (CT) scanning or magnetic reso-
nance imaging (MRI) should be considered, and the case
should be discussed at an SSMDT meeting prior to treat-

7,12,14

ment. In the case of involvement of deeper structures of

the head and neck area, referral to the head and neck MDT

: 7.12,14
may be considered.

6.2. Low-risk and high-risk tumours, patient factors and
treatment selection

The management of BCC depends on a number of factors
including the size, site and histological subtype of the tumour
(Table 2), patient comorbidities, previous treatment history
and patient preference.'® Tt is also important to consider
whether the intention of treatment is curative or palliative,
where and by whom treatment should be delivered to ensure
the best possible outcome (see section 7), and the availability
of treatment within the treating healthcare provider’s service.

The GDG identified only one publication’” that addresses
the needs and preferences of patients regarding BCC and squa-
mous cell carcinoma (SCC) treatment. This qualitative study
found that of particular importance to patients with BCC were
to receive relevant information tailored to their specific situa-
tion, to be seen by the same physician during treatment and
follow-up, to have a full-body skin examination during fol-
low-up, and to participate in shared decision making.

Factors that should be considered in making a joint decision
regarding treatment include:

e performance status of the patient
e risk of the particular tumour in causing harm if not treated
(e.g. the presence of ulceration, bleeding, rapid growth,

© 2021 British Association of Dermatologists
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and proximity to or involvement of important structures
such as the eye and bony orifices)

e presence of comorbidities, including serious, life-limiting
conditions

e presence of genodermatoses (e.g. Gorlin syndrome)

e presence of compromised immune status

e regular medications taken by the patient, especially antico-
agulants and those that adversely modify wound healing

e risk of morbidity or mortality associated with treatment of
the BCC

e the likelihood of treatment success

e whether the patient has an implanted cardiac device

As BCC is a slow-growing, often asymptomatic tumour that
rarely metastasizes, in certain circumstances the option of ‘no
treatment’ arises. This may seem an attractive option if the
patient has a short life expectancy, but the healthcare provider
needs to ensure that the patient fully understands the risks of

locally advanced disease.'®"'*

A case series of five patients with
low-risk BCC demonstrated that they progressed to advanced
BCC within 2 years.”® Retrospective studies of patients who
did not have re-excision for incompletely excised BCCs

29,30
showed recurrence rates of at least 25% over 5 years.

6.3. Eyelid

For several editions of TNM, staging of the eyelid has been
specifically excluded from staging of BCC of the entire skin.
The eyelid has been allocated its own specific and different
staging system for the primary tumour and lymph nodes. For
many reasons (including clinical, pathological and cancer reg-
istration) it is essential that this different system for the eyelid
is better recognized and used by clinicians, pathologists and
skin cancer MDTs. Regarding its management, a BCC of the
eyelid of combined lowest pT1 stage and low-risk histological
status still constitutes a high-risk BCC as it is situated in area
H. This would mandate management considerations similar to
all high-risk BCCs in area H, namely with either Mohs micro-
graphic surgery or standard surgical excision with delayed
definitive reconstruction — see R4, R5, R9-21 and O3.

6.4. Digital photography

The diagnosis and management of skin disorders can be aided
by digital photography for clear documentation, and to moni-
tor treatment response.31 BCC is no exception to this, where
healthcare professionals can utilize it with or without digital
dermoscopy photography. Digital photography is also useful
in helping patients with regular self-examination of their
skin.>* Total-body digital photography can be available for use
in clinic, while patients can use digital applications to store
these photographs on their personal devices.*?

However, some limitations and challenges have been
reported, such as the lack of standardization in ensuring the
same position, imaging angle and lighting every time, highly
expensive devices and equipment, and the time needed to have
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the photographs taken.** It is envisaged that in the future,
advances in technology might make digital photography for skin
cancer, including BCC, more efficient and cheaper.34

The GDG agrees with the utility of digital photography,
where possible, in the management of BCC, and highlights

the following:

e No image should be kept without the patient’s express
consent, and in line with the NHS data protection and
information governance requirements.

e Asremote consultations (e.g. teledermatology) increasingly
become the new norm, even prior to the COVID-19 pan-
demic, patients should be informed of the risks associated
with forwarding of digital images. Information governance
and data protection rules do not apply until the images
have reached the healthcare provider.*®

e TImages should become part of the patient’s lifelong clinical
records.

e TImages should demonstrate both anatomical location and
close-to-detail features (plus dermoscopic detail, if avail-
able).

e Where multiple lesions exist, each should be annotated

separately.

7. Management

Overview

In most cases of primary BCC, surgery is the recommended
treatment modality.'' ‘Surgery’ includes those forms of surgi-
cal treatment with postoperative margin assessment such as
standard surgical excision and Mohs micrographic surgery,
and those without postoperative margin assessment, such as
curettage and cautery, cryosurgery and laser therapy.'':'*'*
Each surgical technique has its own indications and con-
traindications (see sections 7.4, 7.5, 7.6 and 7.7). Other treat-
ment modalities such as radiotherapy, topical therapies and
PDT may be offered if the patient is not suitable for or decli-
nes surgery; selection of each modality depends on the precise
clinical scenario. In advanced BCC (mBCC and 1aBCC), surgery
may not be feasible, and alternative options include radiother-
apy and hedgehog pathway inhibitors.

7.1. Considerations: the patient

The patient, or the person with the power of attorney for
health matters, should be counselled sufficiently on all aspects
of the treatment approach being considered and post-treat-
ment care, especially with respect to the possibility of devel-
oping a scar. Patients should be informed of methods to
improve cosmetic outcome following primary treatment. If
psychological need has been identified, a referral should be
made to appropriate services and a key worker should be
identified to support the patient during this process.

At diagnosis, all patients with BCC should be given tailored
advice in the forms of verbal and written information. This
should include information regarding the nature, prognosis

British Journal of Dermatology (2021) 185, pp899-920

and treatment options for BCC, predisposing factors (especially
sun exposure), advice on photoprotection (with accompany-
ing advice on implications of photoprotection for vitamin D
status), risk of recurrence or development of new primary
skin cancers, and the importance of early detection of recur-
rence or new tumours by self-skin examination. All patients
should be directed as to how to access clinical assessment
rapidly should a suspicious lesion arise.

7.2. Considerations: the clinical practitioner

One important issue in management of BCC in the UK is that
not all clinicians involved in providing treatment have the
same specific skills. For example, some are competent in treat-
ing low-risk BCC in the primary care setting, while others in
the secondary care setting have advanced surgical skills either
for all anatomical areas affected (L, M, H) or for particular
areas only, for example areas L and M (Table 2). Others are
clinical or medical oncologists who treat advanced BCC with
radiotherapy and/or systemic agents, respectively.

Primary care/community-based practitioners can choose to
develop the necessary knowledge and skills to undertake skin
cancer diagnosis and treatment. All GPs providing skin cancer
treatment should demonstrate the necessary knowledge and
skills commensurate with their level of activity. Those cur-
rently known as a GPwER are accredited by a team appointed
by the Royal College of General Practitioners (RCGP) to meet
the skills described in the current NICE guidance 2010° and
the RCGP framework 2018 (see Table 3).%°

7.3. Multidisciplinary team

One of the main service provisions for management of skin
cancers, including BCC, in the UK is the MDT. It was first rec-
ommended by NICE in 2006%" to be in two forms: the
LSMDT and the SSMDT. NICE described in the guidance the
types of patients to be referred to each level of MDT, the roles
required from the MDT, and the core and the extended mem-
bership of each MDT. This guidance was updated in 2010°
(and is currently under review), the referral process was
reviewed in 2015 and the quality standard was published in
2016.°® A report was published in 2018 by the BAD* in
response to the NHS England reform of cancer MDT meet-
ings‘40

The main points that these guidance documents recommend
for BCC are:

e To refer for discussion at an LSMDT meeting

o All patients with high-risk BCCs that involve the exci-
sion margins or are recurrent.

o Patients suitable for Mohs micrographic surgery.

o Immunocompromised patients (e.g. organ transplant
recipients, patients with haematological malignancy or
HIV/AIDS) with skin cancers and patients who have
Gorlin syndrome or other genetic conditions in which
predisposition occurs.
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o All patients with low-risk BCCs that should not be trea-
ted in primary care, as per Table 3.

e To refer for discussion at an SSMDT meeting

o Patients with metastatic BCCs.

o For periodic review, patients developing skin cancers
who are immunocompromised, have Gorlin syndrome
or have other genetic predisposition syndromes.

o Patients who may be eligible for entry into clinical tri-
als.

o Patients who require adjuvant treatment (where this is
shown to be beneficial).

Additionally, the GDG recommends that the following cases
be referred to an LSMDT member:

e Low-risk BCC in the absence of a competent GPWER or if
the primary care facility is not suitable for surgery (see R2).

e Recurrent BCC with high-risk factors when Mohs micro-
graphic surgery is not appropriate, or the patient or the
patient’s representative with power of attorney declines it
(see R11).

e Patients unsuitable for Mohs micrographic surgery or stan-
dard surgical excision but suitable for radiotherapy, and
patients who may prefer radiotherapy as an alternative
treatment option (see R15, R16 and R17).

e Excised high-risk BCC with a close histological margin (<
1 mm; see R23).

o If deep extension of BCC to underlying tissue (e.g. named
nerve, muscle or bone) is suspected, following a CT scan or
MRI

In advanced cases of BCC, consider referral to one or more
other MDTs, as clinically appropriate.

7.4. Excision techniques with postoperative margin
assessment

7.4.1. Standard surgical excision with predetermined
margins

For the indications for standard surgical excision with prede-
termined surgical margins, please refer to recommendations
R3-8, R11, R12, R22 and R23. For a more detailed discussion
on the evidence that underpins these recommendations please
refer to Appendices D1 and D2 (LETR, pp 62—77 and 84-7;
see Supporting Information).

Standard surgical excision is an empirical treatment suitable
for the majority of primary BCCs, with reported 5-year recur-
rence rates of 3—8%;‘“43 higher recurrence rates have been

. I 30,44
reported in more historical papers.

Standard surgical exci-
sion with complete margin control showed 0-5% recurrence
at 5 years for primary tumours and 2-9% at 5 years for recur-
rent tumours in a single study.‘*5 For Mohs micrographic sur-
gery, recurrence rates for primary tumours of the head and
neck range from 0-3% to 6-5%.">**™*® Treating already recur-
rent tumours is associated with higher subsequent recurrent

rates, ranging from 4% to 10%.*>*7:*%
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Expertly performed, definitive standard surgical excision can
therefore have low recurrence rates. Evidence for clinically sig-
nificant sparing of tissue, which thereby enables less extensive
reconstruction by using complex margin-controlled tech-
niques, is limited.

Evidence from case series involving standard excision mar-
gins of 4-5 mm in high-risk BCC (head and neck) reports
lower incomplete excision rates (3-74%) compared with exci-
sion margins of 3—4 mm (4-10%) or < 4 mm (11-31%)
(Appendices C and D for proportional meta-analysis forest
plots and LETR discussions, respectively; see Supporting Infor-
mation). Similarly, evidence from case series involving stan-
dard excision margins of 4-5 mm in high-risk BCC (whole
body) reports lower incomplete excision rates (3-66%) com-
pared with excision margins of 3—4 mm (4-49%) or < 4 mm
(9-72%). Dhepnorrarat et al.** reported a very high volume
(21 677) of BCCs excised; data were collected prospectively
over a period of 6 years by a defined group of 25 plastic sur-
geons in Western Australia which showed an incomplete exci-
sion rate of 4-01%, although no reference was made to the
margins involved.

Standard surgical excision consists of three stages: (i) exci-
sion of the tumour with a predetermined margin of normal-
appearing skin beyond the visible edge of the tumour; (ii)
surgical repair of the wound; and (iii) subsequent histological
analysis of the excised tissue.

For a list of good surgical practice points please refer to the
‘other considerations’ section in Appendix D1.1 (LETR, pp
78-82; see Supporting Information).

7.4.2. Mohs micrographic surgery

For the indications for Mohs micrographic surgery please refer
to the recommendations R5, R9, R10, R13 and ©OI1. For a
more detailed discussion on the evidence that underpins these
recommendations please refer to Appendix D1 (LETR, pp 62—
4; see Supporting Information).

All the general good medical advice for standard surgical
excision still applies to Mohs micrographic surgery, namely
the operator should be qualified and working in an accredited
centre for such surgery, with sufficient time allocation, high-s-
tandard (theatre) lighting, and patient counselling for
informed consent. Recently, the BAD published service guid-
ance and standards for Mohs micrographic surgery performed
in the UK.*’

For key features of Mohs micrographic surgery and the dif-
ferences in technique from standard surgical excision please
refer to the ‘other considerations’ section in Appendix D1.1
(LETR, pp 78-82; see Supporting Information).

Only one RCT to date has compared Mohs micrographic sur-
gery against standard surgical excision, with only 3 mm mar-
gins being used for the latter in the study. The subsequent two
publications for the RCT showed the recurrence rates with
Mohs micrographic surgery to be lower at both 5-year and 10-
year follow-ups; however, this was not statistically significant
(P > 0-05) for primary, high-risk BCC** (after 5 years: Mohs
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micrographic surgery recurrence rate 2-5% vs. standard surgical

.. 51
excision 4-1%;

after 10 years: 4-4% vs. 12-2%, respectively).
With regard to recurrent BCC, the same publications showed
that the recurrence rate for Mohs micrographic surgery was sta-
tistically significantly better (P < 0-05) than for standard surgi-
cal excision (after 5 years: Mohs micrographic surgery
recurrence rate 2-4% vs. standard surgical excision 12-1%; after
10 years: 3-9% vs. 13-5%, respectively).****!

Mohs micrographic surgery can be considered for all high-
risk primary BCCs, and offered for recurrent, high-risk BCC.
In such cases, either Mohs micrographic surgery is offered or
the wound from standard surgical excision should be kept
open for delayed reconstruction until the margins are con-

firmed clear, by paraffin sections.

7.5. Radiotherapy

For the indications for radiotherapy please refer to recommen-
dations R15-R17. For a more detailed discussion on the evi-
dence that underpins these recommendations please refer to
Appendix D1 (LETR, pp 64—6; see Supporting Information).

Primary treatment of BCC with radiotherapy is a well-estab-
lished, definitive treatment. It is considered an acceptable
modality in the previous iteration of the BAD guidelines,* as
well as in international guidelines such as those of the Euro-
pean Dermatology Forum 2019,'* the US NCCN 2019,” and
the American Academy of Dermatology 2018.'***

Standard surgical excision or Mohs micrographic surgery is
the usual primary treatment for BCC; however, radiotherapy can
be considered on an individual patient basis, especially when
older patients may prefer radiotherapy as an alternative treat-
ment option, usually after MDT discussion for high-risk BCCs
and usually with a diagnostic biopsy. There is evidence for its
role as an alternative primary treatment modality for nodular
BCC, particularly in older patients with poorer performance sta-
tus, in those (or their representative with power of attorney)
who decline surgery, in patients for whom surgery may result
in significantly adverse cosmetic or functional outcomes, and in
patients who may prefer radiotherapy as an alternative treatment
option. It may be an effective postoperative treatment for BCC
with involved (microscopic or macroscopic) histological mar-
gins for which further surgery is inappropriate.'**>

When managing BCC with perineural invasion (PNI), an
MDT team including a cutaneous surgeon and a radiation
oncologist familiar with PNI is recommended. Where there is
one or more close or involved margin and PNI, further exci-
sion should be offered, or radiotherapy if excision is not feasi-
ble. The evidence for the role of adjuvant radiotherapy in a
completely excised BCC with PNI is weak.'**?

There is a single randomized trial evaluating standard surgical
excision vs. radiotherapy for facial BCCs < 4 cm, in 347 patients.
The 4-year actuarial failure rate was 0-7% (95% confidence inter-
val 0-1-3-9%) for surgery, and 7-5% (95% confidence interval
4-2-13-1%) for radiotherapy (P = 0-003). Patients were assessed
for cosmetic result at 4 years, which was rated as ‘good’ in 87%

54,55

of those having undergone surgery and 69% for radiotherapy.

British Journal of Dermatology (2021) 185, pp899-920

In retrospective case series, 5-year and 10-year local recurrence
rates of 4% and 6%, respectively, were reported in a series of 720
head and neck BCCs,’® with a 5-year recurrence rate of 4-2%
reported in another series of 712 patients.57 In a systematic review
of patients with NMSC treated with hypofractionated radiotherapy
(i-e. fraction size > 2 Gy), the local recurrence rate did not exceed
7-9% in 33 of 36 studies with follow-up ranging from 2 to
77 months.”” However, an older retrospective study of 148
patients with 175 BCCs of different subtypes treated with radio-
therapy found an overall 5-year recurrence rate of 15-8%; 86-4%
of all recurrences appeared within 3 years following treatment.*®
In the same study, compared with nodular BCC, sclerosing (mor-
phoeic or infiltrative) BCC was a significant risk factor for recur-
rence after radiotherapy; therefore, surgery is generally preferable
for these subtypes.*® If radiotherapy is used for poorly defined
BCCs, then a wider planning margin is advised.*® Surgery is also
preferred to radiotherapy in areas of potential poor healing, partic-
ularly the leg,*” and for BCC invading bone or cartilage and recur-
rent BCCs that have recurred following radiotherapy.”'*'*

The acute complications of radiotherapy include moist and dry
desquamation, and acute/erosive dermatitis. The longer-term,
cosmetic effects of radiotherapy (e.g. hypopigmentation, telang-
iectasia, fibrosis; and, rarely, skin, cartilage or bone radionecrosis)
may worsen over time, and are likely to be worse with a higher
dose per fraction.®® However, there is growing clinical evidence
that hypofractionation (larger than the standard 2-2-5 Gy per
fraction) does not compromise cosmesis and is particularly
appealing to older or frail patients, as fewer treatments are
required. Most guidelines therefore recommend reserving radio-
therapy for patients aged 60 years or over.” Radiotherapy should
also not be used in genetic syndromes predisposing to skin cancers
such as Gorlin syndrome and xeroderma pigmentosum, as it can
predispose to secondary carcinornas.”**'~%*

For discussions on radiotherapy regimens please refer to the
‘other considerations’ section in Appendix D1.1 (LETR, p 82;
see Supporting Information).

7.6. Other surgical techniques without postoperative
margin assessment

For the indications for other surgical techniques without post-
operative margin assessment, please refer to recommendations
R18-R20 and ®2. For a more detailed discussion on the evi-
dence that underpins these recommendations please refer to
Appendix D1 (see Supporting Information).

7.6.1. Curettage and cautery

Curettage, in combination with cautery or electrodesiccation,
up to three cycles has been used as a treatment modality for
many years for BCC.”"'*»'* Although it is an expedient and
cost-effective technique for superficial lesions, it does not
allow histological margin assessment.”

Curettage and cautery undertaken by experienced practition-
ers for well-defined, low-risk nodular and superficial BCCs
produces 5-year recurrence rates of 4-8%.%%%¢ 1f it is used for
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high-risk BCC it was reported to have a recurrence rate of
19%,*" which carries significant morbidity to patients and
may make subsequent treatment more complicated and cure
more difficult to achieve.

Curettage may be used prior to standard surgical excision to
define the extent of tumour margins more accurately®” (see
section 7.4.1), prior to Mohs micrographic surgery48 (see sec-
tion 7.4.2), prior to cryosurgery'” (see section 7.6.2) or prior
to PDT®® (see section 7.7.2).

In the event that the curette enters the subcutaneous fat,
curettage should be abandoned, and the wound excised surgi-

7,12,14

cally.

7.6.2. Cryosurgery

Although ‘cryotherapy’ is a common synonym for ‘cryosur-
gery’, the GDG agreed to use the latter term because in the
UK, the term ‘cryotherapy’ often refers to cold therapy for
destructive and nondestructive purposes. The term ‘cryosur-
gery’ refers to the destruction of BCC using liquid nitrogen
specifically.

Cryosurgery with liquid nitrogen spray in freeze—thaw cycles is
an effective treatment for selected low-risk, well-defined
BCCs.”"''* However, the reported 5-year recurrence rates vary
significantly, ranging from 7-5%°%° to 20%.°° This variability
might be a result of wrong patient selection, different techniques
and different clinician skills, as reported by a single clinician who
treated 7338 patients (primary and recurrent BCC and SCC) by
cryosurgery over 30 years with a total recurrence rate of 1%.7°

Thissen et al.”' compared the cosmetic outcome of cryosur-
gery with that of standard surgical excision of superficial BCC
and reported that both clinicians and patients were in favour
of standard surgical excision over cryosurgery. Similarly, in an
RCT comparing cryotherapy against methylaminolaevulinate
(MAL)—PDT, recurrence rates at 5 years were similar, but cos-
metic outcomes were significantly better with MAL-PDT.*’

7.6.3. Laser therapy

Laser destruction of low-risk superficial or thin nodular BCCs
has been employed using several different laser types, includ-
ing pulsed dye’>”* and CO, laser.”* The latter study random-
ized patients to CO, laser, standard surgical excision or
cryosurgery. Complete remission with CO, laser was similar
to that with cryosurgery but significantly lower than for sur-
gery, although these data were reported after a follow-up per-
iod of only 3 months and so are not sufficient to determine
efficiency adequately.

7.7. Nonsurgical

For the indications for nonsurgical treatments please refer to
recommendations R14, R18—R20, ®1 and ©®2. For a more
detailed discussion on the evidence that underpins these rec-
ommendations please refer to Appendix D1 (LETR, pp 68-72;
see Supporting Information).

© 2021 British Association of Dermatologists
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7.7.1. Topical therapy

Two topical agents are licensed for BCC, namely imiquimod
and 5-fluorouracil (5-FU).

Imiquimod. Imiquimod is a toll-like receptor 7 agonist that
induces a tumour-directed cellular immune response.”® Several
studies support its use in superficial BCC,”>7¢7® and it is
licensed in a regimen of 5 days per week over 6 weeks. Many
studies support its efficacy in treating single or multiple small,
superficial, low-risk BCCs, particularly those on the trunk and
limbs, with two noninferiority RCTs comparing imiquimod to
standard surgical excision in low-risk BCC’*"*® and to PDT and
topical 5-FU 5% cream.®®” In these RCTs, topical imiquimod
was inferior to standard surgical excision:’® 3-year follow-up
cure rates were 84% with imiquimod and 98% with standard
surgical excision (P < 0-001), with comparable data at

80
5 years:

82-5% for imiquimod and 97-7% for surgery
(P < 0-001). However, imiquimod was superior to both MAL-
PDT and topical 5-FU:*' 1-year follow-up cure rates were
83-4% with imiquimod, 72-8% with PDT and 80-1% with 5-
FU, indicating that topical imiquimod was superior to MAL-
PDT and that 5-FU was noninferior to MAL-PDT for treatment
of superficial BCC.”**®' Five-year follow-up data confirmed the
superiority of imiquimod over both MAL-PDT and 5-FU, with
5-year BCC-free survival rates of 80-5% for imiquimod, 70-0%
for 5-FU 5%, and 62-7% for MAL-PDT."

Arits et al.®!

noted that topical treatments are associated
with very high rates of local AEs, with up to 56% of patients
experiencing severe local skin reactions and discomfort. This
is variable between patients and may necessitate alterations to
treatment regimens to achieve maximal efficacy without
unacceptable side-effects. Around 5% of patients treated with
topical imiquimod also experienced systemic flu-like symp-
toms.®!

In terms of cosmesis, if the BCC does not recur, then topi-
cal therapy is associated with comparable or superior cos-

. . - 79
metic outcomes to standard surglcal excision at 3 years.

5-Fluorouracil cream. 5-FU, a topical chemotherapeutic agent, is
licensed for treatment of superficial BCC in a treatment regi-
men of once or twice daily for 3—4 weeks.*> As mentioned
above, 5-FU is inferior to imiquimod but is noninferior to
MAL-PDT.”*"®” Rates of local AEs are similar to those seen
with imiquimod, but flu-like systemic symptoms were not
seen with use of 5-FU in one study.®' One study suggested
that 5-FU treatment was associated with higher rates of
wound infection than imiquimod treatment.®’

Other agents. A low-certainty, randomized, vehicle-controlled
clinical study involving 94 participants, of whom 62
patients with superficial, nodular, cystic and pigmented BCCs
were treated with solasodine glycoalkaloids. This study
reported 66% efficacy with solasodine glycoalkaloids, com-
pared with 25% for the vehicle group at the end of an 8-
week treatment period, which was reduced to 47% by the
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end of the year.®* The results in this single study are not
sufficient to determine the safety and efficacy of the studied
cream compared with more established topical agents.

7.7.2. Photodynamic therapy

Topical PDT is a widely studied treatment option for low-risk,
superficial BCC.%%81:82.85°87 11 these studies, PDT was com-
pared with cryosurgery,® standard surgical excision®® and
topical therapy (imiquimod or 5-FU).*':**®% The studies
showed that PDT was not inferior to cryosurgery, standard
surgical excision or 5-FU, while imiquimod was superior to
PDT. The cosmetic outcome of PDT was better than with cryo-
surgery and standard surgical excision but was equal to that of
imiquimod or 5-FU.°%-81.82:85.86

PDT is associated with few AEs, of which some are expected
(e.g. pain during and after treatment and an acute local reac-
tion) and some are unexpected, (e.g. urticaria in the treated
area, hyper- and hypopigmentation, and rarely, scarring and
contact sensitization) 58

Some studies indicate a possible role for PDT in treating
nodular BCC, although S-year follow-up studies indicate effi-
cacy rates of no more than 76% at best:* 2-year cure rate of
94% for standard surgical excision and 74% for PDT;”® 5-year

° 12-month cure

cure rates of 96% and 76%, respectively;8
rates of 79% and 62%, respectively;68 3-year cure rates of
97-7% and 69-7%, respectively;”' and S-year cure rates of
98% and 72% for PDT, respectively.””

Guidelines regarding use of PDT in BCC can be found in
the BAD and British Photodermatology Group updated guideli-

nes for topical PDT.”

7.7.3. Hedgehog pathway inhibition

For a more detailed discussion on the evidence that underpins
these recommendations please refer to Appendix D1 (LETR, pp 67;
see Supporting Information).

Vismodegib and sonidegib are hedgehog pathway inhibi-
tors and specifically target oncogenic smoothened receptors.
Both vismodegib and sonidegib are approved by the Euro-
pean Medicines Agency and the US Food and Drug Admin-
istration for treatment of adults with 1aBCC who are not
candidates for surgery or radiotherapy, while vismodegib is
also approved for patients with mBCC. Currently in the UK,
vismodegib has a marketing authorization but did not attain
NICE approval for treating symptomatic metastatic BCC in
the NHS, whereas sonidegib does not have a marketing
authorization.

Vismodegib demonstrated efficacy in patients with 1aBCC and
mBCC in the pivotal ERIVANCE clinical trial.”**® Efficacy was
confirmed in a subsequent global safety study (STEVIE clinical
trial),*7*%®
patients with Gorlin syndrome.

In total, 104 patients were treated in ERIVANCE. At 39 months,
response rates were 60-3% (IaBCC) and 48-5% (mBCC, all partial
responses), and median response durations were 14-8 months

and was also demonstrated in a separate RCT in
99,100
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(mBCC) and 26-2 months (1aBCC).”**® During treatment, class-
specific AEs were common and included muscle spasm, taste alter-
ations, hair loss, fatigue and weight loss. These AEs appeared in
the majority of patients and led to treatment discontinuation in
21% of all weated patients. In the primary analysis of STEVIE,
1215 recruited patients were evaluable (1119 laBCC, 96 mBCC).
Investigator-assessed response rates were 68-5% for 1aBCC and
36-9% for mBCC, and the AEs were consistent with those identi-
fied in ERIVANCE.*””® Treatment was associated with improve-
ment in health-related quality of life.'®'

In patients with Gorlin syndrome, a randomized, placebo-con-
trolled trial showed a significant reduction in the number of new,
surgically eligible BCCs on treatment with vismodegib compared
with placebo (2 vs. 29 cases per group per year, P < 0-001).°%'%°

The MIKIE study showed that two intermittent dosing regi-
mens of vismodegib were effective in the control of patients
with multiple BCCs, including Gorlin syndrome. The regimen
with a shorter induction period of 12 weeks (followed by
8 weeks of placebo alternating with 12 weeks of treatment)
showed a similar AE profile to that in the group with a 24-
week induction period (followed by 8 weeks of placebo alter-
nating with 8 weeks of treatment).'®?

Studies of neoadjuvant vismodegib in patients with laBCC
are promising, especially in the periocular and orbital area fol-
lowed by Mohs micrographic surgery.'%*7'%°

Sonidegib, the other smoothened inhibitor, was also shown to
be clinically effective in a pivotal prospective randomized dou-

ble-blinded clinical trial (BOLT)."'%¢'°’

7.7-4. Electrochemotherapy

NICE recognized ECT as an ablative treatment for metastases in

108
and

the skin from tumours of nonskin origin and melanoma,
in 2014 produced a guidance on ECT for primary BCC and pri-
mary SCC.'%® Wwith regard to primary BCC, NICE advised that
‘evidence on its efficacy is limited in quantity and quality’, and that the clin-
ician should ‘ensure that patients understand the uncertainty about the proce-
dure’s efficacy and why it is being offered as an alternative to other established
methods of treatment’.'®® Since then, four nonrandomized compara-
tive and noncomparative studies, and one RCT have been pub-
lished.''*™""* The certainty of these studies are generally very
low, and none provided additional evidence to update the NICE
recommendations in its guidance for treating primary BCC.

Campana et al.'"® and Gehl et al."'® produced recommenda-
tions and minimal requirements for reporting clinical data on
ECT and updated the standard operating procedures for ECT,
which, if future trials followed these, would help provide fur-
ther evidence for clinical practice. For a more detailed discus-
sion on the GDG’s decision not to recommend ECT for
treating BCC, please refer to Appendix D1 (LETR, pp 73—4;
see Supporting Information).

7.7.5. Other treatments

There are other treatments that have been reported in the liter-
ature to treat BCC, but they are either historical or currently
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have insufficient evidence to recommend their use for treating
BCC.

Chemotherapy. Literature on chemotherapy for BCC is old and
limited to case reports’ that would not comply with the
guideline’s inclusion criteria. Moreover, since the introduction
of hedgehog inhibitors, chemotherapy has rarely been used in
practice (personal communications).

Systemic immunotherapy. Literature on systemic immunotherapy
is fairly new but still limited to a phase II study and case
reports. These reports indicate that anti-programmed death-1

bll7,118

(anti-PD-1) drugs, namely pembrolizuma and nivolu-

mab, ! 120 might be promising agents to treat advanced BCC,

although one'*

of the two reports on nivolumab showed that
new superficial and nodular BCCs appeared during successful

treatment of a metastatic tumour.

Combination therapy. There were few studies, and of very low
certainty, evaluating a number of different combination thera-
pies to treat nodular BCC, such as combinations of diclofenac
+ calcitlriol,121 imiquimod + Mohs micrographic sur-

122,123 . . P 124 .
gery, interferon-ot + standard surgical excision, * topi-

cal PDT + Mohs micrographic surgery'?®

and lasers + topical
PDT.'2¢7'2% 1n order to assess such combination therapies,

they need to be followed up for at least 5 years.

7.8. Basal cell carcinoma in children and young people

BCC is extremely rare in children under 15 years of age,'*’
and when seen is generally in the context of inherited condi-
tions such as Gorlin syndrome (prevalence 1 per 40 000—
60 000)."*° Childhood BCC may also be seen in association
with xeroderma pigmentosum, Bazex syndrome, Rombo syn-
drome, albinism, previous radiotherapy and mnaevus seba-
ceous.'"'** 131 gporadic idiopathic BCC in childhood is also
reported in the literature, with a total of 107 cases reported
worldwide.'*>"*' All childhood BCC should be managed
within the context of a specialist MDT including specialists
experienced in treating skin cancer in children.'?%'%?

The first-line treatment option for childhood BCC is sur-
gery, with either standard surgical excision or Mohs micro-
129-132

graphic surgery. Other treatments described for treating
childhood BCC include radiotherapy (contraindicated in inher-
ited BCC syndromes),m’sz’132
cautery, PDT and cryosurgery. However, in view of the
high recurrence rates for childhood BCC (18% overall),'*’

these treatment options are not recommended.

topical therapy, curettage and
129-132

Vismodegib has proven efficacy in treating BCCs associated
with Gorlin syndrome, but its use in children is limited by side-
effects, a high recurrence rate and incidence of new tumours on
cessation of treatment. In addition, vismodegib is currently not
recommended by NICE guidance in the UK.'3*'3?

Reducing the risk of future development of BCC should
start in childhood with ultraviolet protection, particularly in

those with predisposing conditions. Early detection is

© 2021 British Association of Dermatologists
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important, so for children with a high risk of BCC, education
on skin surveillance and regular follow-up with a dermatolo-
gist are recommended.'* 397132

8. Follow-up

Please refer to recommendations R24-R26 and Appendix D3
(pp 87-90; see Supporting Information) . R24 is under-
pinned by higher-certainty evidence against routinely follow-
ing up adequately treated BCC, whereas R25 and R26 are
recommendations based on GPP. There are many specialties
that treat BCCs and other skin cancers, and each specialty
will have their own clinics and policies to govern the fol-
low-up process.

The possible reasons for follow-up after initial diagnosis and
treatment include (i) detection of local recurrence for tumours
at high risk for recurrence, (i) monitoring of advanced BCC
following conservative or palliative treatment, (iii) surveillance
for subsequent development of new BCCs and/or other skin
cancers and (iv) repeating the advice on BCC verbally and in
written format (as mentioned in section 7.1).

At present there is no evidence that follow-up is required
for patients with a single, adequately treated low-risk BCC.
However, for patients with inadequately treated BCC at high
risk of recurrence, for patients with a past history of multiple
primary or recurrent BCCs, or for those who are at high risk
of developing multiple BCCs (e.g. in the setting of Gorlin syn-
drome or immunosuppression), then long-term follow-up
may be justified. There is no evidence to support how often
this should be, but 6-monthly follow-up for the first year,
then annually for at least 5 years and possibly up to 10 years
or longer may be appropriate. This may need to be more fre-
quent in selected high-risk patients such as those with Gorlin
syndrome or immunosuppressed organ transplant recipients.
For patients with advanced BCC, follow-up is likely to be
required and should be decided as part of management discus-
sions within the SSMDT and on a case-by-case basis.

9. Prevention

Patients with a history of BCC have an increased risk of devel-

133-135 .
For this reason,

oping further skin cancers of all types.
advice regarding the avoidance of excessive exposure to ultra-
violet radiation, including from sunbeds, and regular skin
surveillance is recommended for all patients with BCC. Practi-
cal guidance in this regard, including on vitamin D supple-
mentation, is well described in the NICE guidance ‘Sunlight

2136

exposure: risks and benefits and in conjunction with

another NICE guidance on ‘Vitamin D: supplement use in
specific population groups’.'*’

Although excessive ultraviolet radiation exposure is strongly
associated with the development of BCCs, there is no good
evidence for the benefit of sunscreens in preventing further
BCC (in contrast to actinic keratosis and cutaneous SCC).'*®
Despite the lack of firm evidence for the role of sunscreens in

preventing BCC, it is still considered an important part of
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general advice on sun protection. Specific agents that have
been studied for the chemoprevention of BCC are described
below.

Nonsteroidal anti-inflammatory drugs (NSAIDs; other
than aspirin): a large RCT found that oral celecoxib 200 mg
twice daily significantly reduced the mean number of BCCs in
a high-risk population."** However, there is a known risk of
cardiovascular events with long-term use of cyclooxygenase-2
(COX-2) inhibitors, and therefore routine use in the preven-
tion setting is not currently recommended.

Oral retinoids: acitretin has long been used in transplant/
immunocompromised patients with a high keratinocyte
tumour burden. Its use is limited due to a high rate of muco-
cutaneous side-effects and hyperlipidaemia. No large RCTs
have been carried out in the nonimmunosuppressed popula-
tion, although a small study demonstrated that acitretin
25 mg once daily was associated with 25% fewer keratinocyte
cancers (both BCC and SCC) compared with placebo.'*
ever, the results lacked statistical significance for the study size

How-

(designed to pick up a difference of 33% or more).
Oral nicotinamide: an RCT involving nicotinamide 500 mg
twice daily in patients with a history of NMSC showed a relative

"1 This result

reduction in BCC incidence of 20% at 12 months.
was modest and not statistically significant, and the reduction in
BCC incidence was not maintained upon cessation of the drug.
A clinician wishing to advise on oral nicotinamide should high-
light to their patients that it gives no more than 20% relative
reduction in the number of BCCs, the effect is not long-lasting
following treatment cessation, and the evidence is based on only
one trial that has not been repeated.

2
and

Other oral agents: both a-diftuoromethylornithine'*
selenium'*® have been studied for effects on BCC prevention,
but no significant risk reduction has been found.

%% por tretinoin'*®

Topical retinoids: neither tazarotene
has been shown to significantly reduce the risk of BCC.

In conclusion, aside from sun protection'*® and regular skin
self-surveillance, which should be recommended for all patients
following a diagnosis of BCC, there is some evidence for a small
preventative effect of oral acitretin, nicotinamide and non-
aspirin NSAIDs. Due to the commitment of lifelong medication
and the potential for side-effects, these are likely to be recom-

mended only for those with a history of multiple BCCs.

10. Recommended audit points

All clinicians treating skin cancer should audit their histologi-
cal concordance and complete excision rate (Appendix L; see
Supporting Information). Current examples available for use
include:

e TFor dermatologists who are core MDT members: the Bri-
tish Society for Dermatological Surgery (BSDS) audit tool
(https://bsds2020.wpengine.com/wp-content/uploads/
2020/10/Dr-Brays-Surgical-Log-Book.zip).

e TFor primary care clinicians involved in skin cancer surgery:
the Community Based Surgery Audit (CBSA) tool (www.rcgp.
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org.uk/clinical-and-research/ our-programmes/ quality-
improvement/community-based-surgery-audit.aspx), to doc-
ument all surgically treated cases of NMSC including BCC.

e Other secondary care specialists may have alternative
arrangements for auditing their practice.

These tools calculate the statistics while adding the histology
results. They present the results for the whole department or
for the individual surgical operators in the department.

For all cases of BCC, is there documentation of the follow-
ing (modified BSDS audit tool)?

e Surgeon identity

e Patient identity without any identifiable personal data
entry

e Site of lesion

e Primary vs. recurrent lesion

e Type of surgery

e (Clinical surgical margins

e Closure

e Growth pattern, deep invasion, perineural invasion and
TNM stage

e Histological margin clearance

e Complications

e TFollow-up plan

For all cases of BCC managed in primary care, is there doc-
umentation of the following (CBSA audit tool)?

e Surgeon

e Patient

e Procedure type

e Location of lesion

e C(Closure

e Histology service usage

e Histological diagnoses

e Comparison of clinical and histological diagnoses
e Histological margin completeness

e Complications

e Management information

Waiting time for surgery
Waiting time for histology results
Consent for surgery

Postoperative information

O O O O O

Onward referral

Individual operators and units should regularly audit their
outcomes, with a target of > 95% complete excision rate
147,148

being defined as acceptable.

11. Stakeholder involvement and peer review

The GDG consisted of representatives from the National Can-
cer Research Institute (NCRI) Skin Cancer Clinical Studies
Group and nonmelanoma skin cancer subgroup (C.A.H.), the
RCGP (J.B.), the RCPath (D.N.S.), the Royal College of Radiol-
ogists (RCR) (K.F.), the British Association of Oral and Max-
illofacial Surgeons (BAOMS) (C.N.), the British Association of
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Plastic Reconstructive and Aesthetic Surgeons (BAPRAS)
(P.G.B.), the British Society for Dermatological Surgery (BSDS)
(RJ.M.), the British Society for Skin Care in Immunosup-
pressed Individuals (BSSCII) (J.T.L.), the British Dermatological
Nursing Group (BDNG) (J.N.) and the Primary Care Dermato-
logical Society (PCDS) (N.S.). The draft document and sup-
porting information were made available to the BAD
membership, the RCGP, RCPath, RCR, BAOMS, BAPRAS, BSDS,
BSSCII, BDNG, PCDS and British Association of Head & Neck
Oncologists (BAHNO), whose feedback was actively consid-
ered by the GDG. Following further review, the finalized ver-
sion was sent for peer review by the Clinical Standards Unit of
the BAD, made up of the T&G subcommittee, prior to submis-
sion for publication.

12. Limitations of the guideline

This document has been prepared on behalf of the BAD and is
based on the best data available when the document was pre-
pared. It is recognized that under certain conditions it may be
necessary to deviate from the guidelines and that the results of
future studies may require some of the recommendations
herein to be changed. Additionally, it is acknowledged that lim-
ited cost-effectiveness data in the context of the UK healthcare
setting may impact on the availability of a given therapy within
the NHS, despite evidence of efficacy. Failure to adhere to these
guidelines should not necessarily be considered negligent, nor
should adherence to these recommendations constitute a
defence against a claim of negligence. Limiting the review to
English-language references was a pragmatic decision but the
authors recognize this may exclude some important informa-
tion published in other languages.

13. Plans for guideline revision

The proposed revision for this set of recommendations is
scheduled for 2026; where necessary, important interim
changes will be updated on the BAD website.
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Hernia Clinical Audit


“Clinical audit is a way to find out if healthcare is being provided in line with standards and lets care providers and patients know where their service is doing well, and where there could be improvements.


The aim is to allow quality improvement to take place where it will be most helpful and will improve outcomes for patients. Clinical audits can look at care nationwide (national clinical audits) and local clinical audits can also be performed locally in trusts, hospitals or GP practices anywhere healthcare is provided.”  NHS England Website – Clinical Audit





For Providers who carry out hernia procedures, please complete the audit below and submit to the ICB Quality and Accreditation Lead, Lisa Sharpe on licb.clinicalriskincidents@nhs.net 


This audit should be completed annually and submitted following the end of the fourth quarter.  


			


Provider Name





			





			


Location of Theatre





			





			


Name of Surgeon(s) 





			





			


Total Number of Referrals by Type of Hernia





			Inguinal 





			Femoral


			Spigelian


			Epigastric


			Umbilical


			Para-umbilical





			


			


			


			


			


			


			





			


Number Performed





			


			


			


			


			


			





			Number not carried out in CSS (Out-Patient Only Appointment)  


Please add numbers in boxes below for specific hernia types








			1.


			Require secondary care


			


			


			


			


			


			





			2.


			Do not require surgery


			


			


			


			


			


			





			3.


			Other reason – please specify





			





			Please state what your follow up process is for hernia patients post operatively


			









































			


How many had post-op complications?








			


Inguinal





			


Femoral


			


Spigelian


			


Epigastric


			


Umbilical


			


Para-umbilical





			


			





			


			


			


			


			





			


			Please add further detail as appropriate:



































			


How many required re-admission?





			


Inguinal





			


Femoral


			


Spigelian


			


Epigastric


			


Umbilical


			


Para-umbilical





			1.


			Carried out in CSS


			


			


			


			


			


			





			2.


			Carried out in Secondary Care


			


			


			


			


			


			





			


How were these patients subsequently followed up?





			Please add further detail as appropriate:












































Page | 2





image1.png


INHS

Lincolnshire
Integrated Care Board












SCHEDULE 2 



–



 



THE SERVICES



 



 



A.



 



Service Specifications



 



 



 



Service Specification No.



 



 



Service



 



Community Surgery Scheme



 



Commissioner Lead



 



NHS Lincolnshire ICB



 



Provider Lead



 



Not applicable



 



Period



 



01 April 2023 to 31 March 2028



 



Date of Review



 



As 



required but no less frequently than annually



 



1.



 



Population Needs



 



 



1.1



 



Context



 



The current GP registered population of Lincolnshire is 775,207 (October 2015).   This is 



projected to rise to 902,000 by 2033.  



 



 



By 2033, all age groups are projected to grow with the largest increase in the group aged 75 and 



over. This age group is proj



ected to more than double in size (109%) between 2010 and 2033 



from 104,000 to 188,000. Estimates of people from non



-



white British backgrounds living in 



Lincolnshire show that the numbers have doubled from 3% in 2001 to 6% in 2007. 



 



 



This specification sup



ports best practice in the delivery of community surgical services.  It sets 



out the requirements for service delivery and development for the needs of patients requiring 



minor surgical procedures in a day



-



case environment.



 



The service should enable the de



livery of:



 



·



 



Responsive and patient centred care



 



·



 



High quality and safe care



 



·



 



A range of surgical procedures available in the community to meet demand.



 



·



 



Services which enable patients to have choice 



 



·



 



A service within the principles of no delays and 10 week refe



rral to treatment standards.



 



 



1.2



 



Local Context



 



All localities within NHS Lincolnshire ICB are commissioning this service, that includes:



 



Lincolnshire West locality



 



Lincolnshire East locality



 






SCHEDULE 2  –   THE SERVICES     A.   Service Specifications      


Service Specification No.   


Service  Community Surgery Scheme  


Commissioner Lead  NHS Lincolnshire ICB  


Provider Lead  Not applicable  


Period  01 April 2023 to 31 March 2028  


Date of Review  As  required but no less frequently than annually  


1.   Population Needs  


  1.1   Context   The current GP registered population of Lincolnshire is 775,207 (October 2015).   This is  projected to rise to 902,000 by 2033.       By 2033, all age groups are projected to grow with the largest increase in the group aged 75 and  over. This age group is proj ected to more than double in size (109%) between 2010 and 2033  from 104,000 to 188,000. Estimates of people from non - white British backgrounds living in  Lincolnshire show that the numbers have doubled from 3% in 2001 to 6% in 2007.      This specification sup ports best practice in the delivery of community surgical services.  It sets  out the requirements for service delivery and development for the needs of patients requiring  minor surgical procedures in a day - case environment.   The service should enable the de livery of:      Responsive and patient centred care      High quality and safe care      A range of surgical procedures available in the community to meet demand.      Services which enable patients to have choice       A service within the principles of no delays and 10 week refe rral to treatment standards.     1.2   Local Context   All localities within NHS Lincolnshire ICB are commissioning this service, that includes:   Lincolnshire West locality   Lincolnshire East locality  
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Service Specification MSK.docx
		Service Specification No.

		



		Service

		Musculoskeletal (MSK) Pain Assessment and Treatment Service (PATS)



		Commissioner Lead

		NHS Lincolnshire ICB



		Provider Lead

		



		Period

		01/04/2019 – 31/03/2022



		Date of Review

		January 2019







		1.	Population Needs



			

1.1 	National/local context and evidence base

In Europe nearly one-quarter of adults are affected by long-standing MSK problems that limit everyday activity[footnoteRef:1].  MSK disorders are the fifth highest area of spend in the NHS, consuming over £4bn each year. MSK conditions also have a significant social and economic impact, with up to 60% of people who are on long-term sick leave citing MSK problems as the reason.  Patients with MSK problems also form the second largest group (22%) of those receiving incapacity benefits. Up to 30% of all GP consultations are for MSK complaints and these disorders are the most common reason for repeat consultations.  In addition, 20% of the population present each year with a new onset or recurrences of an MSK problem[footnoteRef:2]. [1:  Department of Health, 2006. Musculoskeletal Services Framework]  [2:  Clarke A & Symmons D. The burden of rheumatic disease. Medicine 2006; 34 (9): 333-335] 




There is one Integrated Care Board (ICB) in Lincolnshire working to improve the delivery of healthcare and to improve the health of our population. 



South West Lincolnshire



· This locality has 17 practices 

· The locality registered population in March 2018 is 133,339 

· The locality 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 

· http://southwestlincolnshireccg.nhs.uk



Lincolnshire East



· This locality has 27 practices within 3 localities, Skegness and Coast (7), East Lindsey (12), and Boston (9)

· Their total registered population at April 2018 is 250,214.

· 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 main providers are United Lincolnshire Hospitals NHS Trust and North Lincolnshire and Goole NHS Trust 

· http://lincolnshireeastccg.nhs.uk



South Lincolnshire 



· This locality has 13 practices

· Their total registered population in March 2018 was approximately 162,000 

· 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 main provider is Peterborough & Stamford Hospitals NHS Foundation Trust 

· http://southlincolnshireccg.nhs.uk



The health of people in Lincolnshire is varied compared with the England average. Deprivation is lower than average, however about 16.5% (20,500) children live in poverty. Life expectancy for both men and women is similar to the England average.  Life expectancy is 6.7 years lower for men and 5.0 years lower for women in the most deprived areas of Lincolnshire than in the least deprived areas (PH England Lincolnshire Health Profile).  By 2033, all age groups are projected to grow with the largest increase in the group aged 75 and over.  This age group is projected to more than double in size (109%) between 2008 and 2033.  

  

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 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 safe environment and protecting them from avoidable harm

		X







2.2	Local defined outcomes

The provider is to deliver a quality service to patients comprising safe clinical practice, clinical effectiveness and good patient experience and outcomes. The service outcomes will be dependent on the local objectives for the service, but in all cases due consideration should be given to the mechanisms required to collect and analyse the data required to monitor and act on the delivery of these outcomes. The service outcomes are:



· 90% of patients for urgent referrals are offered an initial assessment appointment within 5 working days from date of referral.

· 90% of patients for a non – urgent referral are offered an initial assessment appointment within 15 working days from date of referral.

· 100% of patients, who go on to have treatment, to be asked to complete a PROMS score using the agreed format:

· To indicate current state of health and wellbeing prior to treatment;

· To indicate actual state of health and wellbeing on completion of treatment.

· 95% of patients sampled should report overall satisfaction with the service.

· 95% of patients from protected characteristic groups should report overall satisfaction with the service, link refers:  http://www.equalityhumanrights.com/private-and-public-sector-guidance/guidance-all/protected-characteristics

· No more than 10% appointments do not attend for an appointment.





		3.	Scope



		3.1	Aims and objectives of service

The aim is to provide a comprehensive, patient-centered, and easy to access MSK PATS for MSK problems in the community.  A high quality, efficient service in line with national guidance and local requirements will be delivered. The definition of community would not exclude services being carried out in an acute trust setting. 



· To improve patient safety by ensuring good communication with the patient’s GP and other treating clinicians, and ensuring continuity of care;

· To provide improved access and to provide services closer to home where appropriate;

· To reduce waiting times to access the service for assessment and to deliver treatment to enable patients to reach their individual treatment goals sooner.  This could include an improved quality of life, return to work, more manageable pain;

· To reduce waiting time and improve continuity of care in patients requiring a MSK PATS, after assessment by GPs, local intermediate MSK services and acute Orthopaedic and rheumatology services;

· To give patients a choice of provider with good outcome data to help inform that choice;

· To deliver clinically effective treatments that reduce the demand on secondary care and intermediate care services and reduce the need for more costly interventions; and

· To provide community focused services that have a strong emphasis on patient education and self-management, thereby promoting active, healthy lifestyles and reducing recurrence of injury or illness.



3.2	Service description

The service will be community / primary care (although it may be delivered in an acute trust setting) provision of assessment, treatment and management of MSK pain in line with the acceptance and exclusion criteria and service requirements.  The service will include:



· Acceptance of the referral if appropriate;

· An initial face to face full assessment.  This assessment will include initial therapy, advice, a recording of a pain and function evaluation and expectations of treatment. If at this point the referral is deemed to be inappropriate then the provider will refer back to the referring clinician;

· Follow up appointments appropriate to clinical need; 

· Support to patients for self-care; 

· Managed discharge back to referring clinician with recommendations for any further intervention or management if appropriate.



The pathway will be an outcome based package of care rather than be based on the number of attendances.  It is expected that not all patients will require the same number of follow up sessions. It will be up to each individual provider to manage this appropriately and within the scope of the service.



Providers may operate independently, as consortia, operate sub-contracting arrangements, or offer a combined multi-modality treatment service.



3.3	Population covered

This service specification covers those patients who are registered with a GP within any of the  Lincolnshire ICB who have commissioned the service.  The service will be sensitive to individual patient needs, including gender, age, culture, and religious beliefs.  The provider will offer a preferred gender of professional where appropriate and practicable e.g. for religious or cultural reasons.

                                          

3.4	Referral source and route

Direct referrals into the service can be made on the agreed proforma by the following:



· The patient’s GP or Advanced Nurse Practitioner

· A practitioner in an intermediate MSK service (i.e. Lincolnshire Clinical Assessment and Treatment Service) where referral for non-specialised PATS is appropriate.



The referrer will make the referral on an agreed referral proforma. If a referral is made by letter or other means this must include as a minimum the information included in the proforma.



3.4.1	GP referrals

Where Clinically appropriate the patient should be encouraged by their GP to self-care for fours weeks before referral (exception is low back pain). If after four weeks the patient’s condition has not improved the GP can refer the patient to the service. Patients who have had previous treatment for the same condition, or re-occurring issues in the previous 12 months are unlikely to benefit from further treatment and should not be re-referred.



If the GP believes that the patient meets the referral criteria for the service, they will complete a referral on the agreed referral proforma and provide the patient with an information sheet on completing the booking (this is automatically generated in an NHS e-Referral).

· GP will arrange and book a directly bookable appointment through NHS e-Referrals. The patient will be responsible for completing the booking if not completed with the GP; or

· GP will arrange an indirectly bookable appointment through NHS e-Referrals. The patient will be responsible for contacting the provider to complete the booking; or

· GP will arrange the appointment via the referral proforma and send via secure e-mail. The provider will be responsible for contacting the patient and arranging an appointment within the appropriate timescale; or

· Referral is passed to Referral Management Service (RMS) (if used locally) and patient instructed to contact the RMS, once they have chosen their preferred provider, and the RMS will arrange the initial appointment.



3.4.2	NHS e-Referrals (previously Choose and Book) 

It is expected that providers will be NHS e-Referral compliant or working towards achieving this. NHS e-Referrals will be the normal method for making referrals under the specification 



Where a provider is fully NHS e-Referral compliant and able to offer bookable appointments this will be the method of choice. Alternatively providers may choose to offer indirectly bookable appointments.



Where a provider is not fully NHS e-Referral compliant, access through a hosted N3 connection will be acceptable.  The provider will be responsible for making arrangements with a third party, with access to NHS e-Referral.  The third party must respond to referrals on their behalf and to forward copies of any referral letter / proforma that is received to the provider. Any additional expense will be the responsibility of the provider.



Any provider listed in the e-Referral directory of services must have a mechanism for handling referrals received through e-Referrals.

Where an ICB or commissioner uses a Referral Management Centre or other local referral mechanisms, the provider will be expected to be compliant with this.



3.4.3	Intermediate MSK service referrals

Referrals from non GPs are expected to meet the same requirements and standards for providing patient choice, and referrers must ensure they have access to the latest provider list and data to enable this. The referral options are as above.  The Lincolnshire Clinical Assessment and Treatment Service (LCATS) is an example of a local intermediate service.



3.4.4     Acceptance of referral

It is expected that providers will accept referrals for an initial clinical assessment. A patient is eligible for referral to the service if they present with pain thought primarily to be of MSK origin which is amenable to time limited therapy.  This may include:



· Neck pain;

· Thoracic pain;

· Low back pain with or without sciatica;

· Trapped nerve paint (shooting pains or tingling / numbness in arm or leg)

· Sacroiliac joint pain;

· Upper / lower limb pain of MSK origin; including movement restrictions

· Temporomandibular joint pain;

· Exacerbation of osteoarthritis or other chronic joint condition that will benefit from time limited therapy;

· Acute soft tissue injury amenable to time limited therapy i.e. sports injuries, muscle strains & ligament sprains;

· Pregnancy / Symphysis pubis pain (see exclusions).



All providers will be expected to offer the full range of services to adults (18 and over).  The specification also covers children 7 years and over presenting with simple MSK complaints and conditions.  Providers who opt to provide treatment to children will need to demonstrate appropriate qualifications and experience.  



3.4.5     Refusal of referral

Reasons that a provider may refuse to accept a referral include:

· If the patient has not self-cared (excluding back pain) for four weeks prior to referral

· The referral falls outside the scope of the specification;

· The referral is covered by one of the exclusion criteria;

· The provider is unable to see the patient within the relevant timescale, or at all, due to exceptional circumstances. This may include sudden unexpected illness, temporary loss of facilities. In these circumstances the provider will have been expected to have advised the commissioner of this as soon as practicable; or

· The provider feels that an alternative treatment modality or provider will be able to achieve a better outcome for the patient.

· If the patient already knows the reason for their muscle or joint pain e.g. Polymyalgia, rheumatoid arthritis, gout, diabetes.

· If the patient only requires pain management 



3.4.6     Referral Categories

Urgent – appointment offered within 5 working days (subject to patient choice): Patient referral may be considered urgent if one or more of the following apply:



· Patient in significant pain despite taking strong analgesics, and early access to treatment is considered likely to provide rapid relief.

· Severe sleep disturbance or psychological morbidity due to condition.

· Clinical condition likely to significantly and quickly deteriorate without intervention.

· Severe impairment of activities of daily living.

· Financial or other significant difficulties where the condition is preventing work / employment

· The patient is the sole or main carer and there is a high risk of admission or other adverse outcome



Standard (non-urgent) – appointment offered within 15 working days (subject to patient choice):  All patients not categorised as urgent.



Note - in line with ‘waiting time’ guidance and for monitoring purposes the date of referral is:

  

· When the UBRN is converted into a booked appointment on NHS e-Referrals

· The date the referral is received 



3.4.7        Exclusions

Patients who meet any of the following conditions are not appropriate for referral and therefore not covered in this service:

· Suspicions of serious pathology or presence of red flags (i.e Cauda Equina) – should be referred urgently to secondary care or as per locally agreed pathways;

· Suspicion of cancer unless part of a cancer treatment plan;

· Patients that do not meet referral criteria;

· Children under the age of 7 years;

· Patients who are not registered with a GP in the locality;

· Patients requiring domiciliary care;

· Patients who it is recognised at point of referral / initial assessment have little or no potential for further or sustained improvement through undertaking a course of treatment covered by the specification;

· Women who are pregnant where the proposed treatment may have an adverse effect on the pregnancy;

· Patients who require specialist treatment out with the scope of the specification i.e. delayed or non-union of fracture; trauma; infections of the bone;

· Bone deformities, both congenital and post trauma

· Patients who do not want to be referred or who are not willing to comply with  treatment plans;

· Patients who have been referred for the same problem within the past 12 months, who did not benefit from the intervention;

· Patients with deteriorating neurological conditions or who require specialist neurological rehabilitation

· Patients with joint instability where there would be no benefit to the patient

· Patients requiring rehabilitation post-surgery where this should be part of a package of care as part of an inpatient stay.  Please refer to section 3.4.8 for further information on post-operative treatment.

· Patients with chronic (greater than 1 year) musculoskeletal pain.

· Patients who have already been referred for treatment as part of an insurance claim should not be referred by the GP



3.4.8     Post-Operative Treatment

If a patient is referred requiring post-operative treatment, with a care management plan from the surgical consultant, it will be at the discretion of the provider using their professional judgement to determine if the referral

· is accepted, if within scope of the service specification

· or rejected, if out with the scope of the service specification.  The reasons for the rejection to be communicated to the Consultant and the GP.



3.5	Care pathway

This specification is designed to capture the activity following decision to refer to the MSK PATS. 

 

The process flows (figure 1 and figure 2) are embedded below and illustrate:

· Assessing patient suitability for AQP MSK PATS

· Patient journey for AQP MSK PATS









3.5.1	Initial clinical assessment

Providers are required to undertake an initial assessment appointment for all patients.  During this appointment the provider must assess whether it is an appropriate referral and that the patient would benefit from their treatment package. For accepted referrals, it is expected that treatment should normally commence during this initial assessment appointment and a patient management plan should be agreed.



This initial assessment must include the identification of any red flags (indicators in the history or examination suggestive of serious underlying pathology) which should be managed as per local pathway.



The initial assessment must also include the identification and any yellow flags (indicators in the history or examination of psychosocial (surmountable) obstacles to recovery). All providers must be able to identify these obstacles and be able to work with patients (and if appropriate the referrer), and support them in overcoming them.



A Patient Reported Outcome Measure (PROM) questionnaire should be completed by the patient at the time of this initial assessment. This will record the patient’s current state of pain and function. A PROM will also be used to record the mutually agreed expectations of any treatment or advice as a result of this initial assessment. This will be completed whether or not the patient requires any follow up appointments. 



Following the assessment if there is anything the GP needs to be made aware of i.e. red flags this will be reported along with a copy of the intended care package and whether or not this includes any follow up appointments. To ensure good continuity and care, providers are actively encouraged to contribute to a patient’s GP or a shared clinical record where this is appropriate and achievable.



If, following an assessment, a referral is not accepted by the provider, the provider will return the referral documentation to the referrer (GP or RMS) with detailed reasons for rejection sufficient to minimise inappropriate referrals in the future, and make recommendations (where appropriate) for on-going management of this patient.  This will also be recorded on the MDS as an assessment only appointment.



3.5.2	Follow-up appointments

When follow-up appointments are required the provider will provide a package of care consisting of the necessary treatment required to meet the individual clinical needs of the patient.



Providers will need to set out in their response document which treatments they will provide. This should also include details of any arrangements where patients may be treated by other practitioners as part of a package of care.  Any treatment offered as part of the package of care must have robust, evaluated clinical evidence. Treatments may include, but not be limited to, the following:  



· Manual therapy: joint mobilisations and manipulation;

· Soft tissue mobilisation;

· Exercise programmes;

· Group physiotherapy session;



The specification is based on payment for outcomes and the duration of treatment should be appropriate to clinical need. The intervals between sessions should be consistent with good practice and appropriate for individual patient needs.



3.5.3	Self-care

Where Clinically appropriate the patient should be encouraged by their GP to self-care for fours weeks before referral (exception is low back pain). If after four weeks the patient’s condition has not improved the GP can refer the patient to the service.



The provider must encourage patients to be involved in their own care and empower them to take further responsibility for wellness. The provider must provide information to patients (and as appropriate their carers) regarding self-care, in accordance with best practice. Providers must ensure that this is undertaken at the outset and continued throughout the whole package of care and that a self-care management plan is provided to the patient upon discharge from the service.



3.5.4	Discharge from service

Patients should be discharged from the service when the desired clinical outcomes have been reached and/or it is deemed that a patient could derive no further benefit from continuing the course of treatment. Patients should complete the post-treatment PROM questionnaire and be given a patient experience questionnaire at this stage. 



Upon discharge patients are to be provided with a written maintenance programme and advice specific to their individual needs. 



Within 5 working days of discharge from the service the provider will supply a discharge summary to the patient, and their GP. Discharge summary will include:



· A copy of the written maintenance programme

· Details of treatment given

· Details of clinical outcomes 

· Any additional recommendations, including the conditions for re-referral to the same or another service



Where providers are using a shared clinical record with the patient’s general practitioner, this information can be incorporated into the record.



It is a requirement of all providers to ensure that at the end of their NHS-funded treatment patients are discharged promptly from the care of the provider and GPs are informed. If a patient re-presents directly to the provider within 1 year, with either the same problem or with a different problem and requests a private consultation then the GP should be informed of this, provided that the patient consents to this.



3.5.5 Onward Referral

If a patient requires onward referral to another service i.e. acute orthopaedics then the provider will must discharge back to the GP with the recommendation for onward referral included within the discharge summary. 



3.5.6 Out of scope

· All diagnostic tests are out of scope for this service. If diagnostic tests are required, the provider must pass this request to the referring GP. It should be recognised that it is not anticipated that diagnostic tests will be a common request. 



· Patient transport arrangements do not form part of this service specification. Patients will be expected to make their own transport arrangements to the provider for treatment, unless the patient meets the defined criteria in the Healthcare Travel Costs Scheme guidance found at:

 http://www.nhs.uk/NHSEngland/Healthcosts/Pages/Travelcosts.aspx

· Children under the age of 7 years are out of scope for this service.  



· Patients who require domiciliary care are out of scope for this service.



3.5.7 Did Not Attend (DNA)

It is in the providers’ interests to ensure they have mechanisms in place to minimise the number of patients who fail to attend pre-arranged appointments. If a patient fails to attend an appointment they will be offered one further appointment if the patient makes contact with the provider to arrange within 2 weeks.  Should the patient fail to attend this appointment they may be discharged from the service, this will be at the provider’s discretion. The patient should be sent a copy of their self-care management plan upon discharge from service, and the GP sent a discharge letter.



3.6	Interdependence with other services/providers

In order to ensure a high standard of quality and safety the provider must work collaboratively with the commissioner, primary care and secondary care providers, and the interface service. This will deliver services in an organised and cohesive manner and reduce sequential waits between services. Where appropriate, the provider must demonstrate effective links with other statutory providers and voluntary sector organisations. Providers are expected to cooperate and share appropriate information with others involved in a patient’s care, treatment and support while having regard to the patients’ rights to confidentiality.



Upon initial receipt of referral (as well as throughout the course of treatment) the provider should contact the patient’s GP for any additional information that is appropriate and relevant to the referral and patient’s care within the MSK PATS. Upon discharge from the service the provider is required to supply a discharge summary to the patient’s GP. The patient information leaflet that all patients will be given at time of referral will state that patients should inform their provider at the time of initial contact if they do not wish for the provider to contact their GP; however it should be noted that there are circumstances where the patient’s GP would be contacted without consent of the patient, particularly where there are issues of patient safety.



3.7        Reporting Requirements

3.7.1     Minimum Data Set 

This must be submitted monthly, on the mandated template, by the 20th calendar day of the month to the following email address Agcsu.dscro@nhs.net

3.7.2    Quality Schedule 

This must be reported on quarterly as detailed in the standard NHS contract.  A reminder will be sent at the end of each quarter advising of a 20 working day deadline for submission to the Federated Quality Team.  

3.7.3    Patient Experience and Patient Reported Outcome Measures

For Patient experience this must be submitted annually to the Federated Quality team as part of the Quality Schedule reporting requirements.  This must be done as part of the quarter 4 reporting and 95% of patients sampled should report overall satisfaction with the service.

For Patient Reported Outcomes 100% of patients who go on to have treatment should provide a pre and post patient reported outcome score and this is to be included on the minimum data set.

3.8	Audits

The provider must notify the commissioner of the result of any external audit undertaken by a professional regulating body, or any other NHS commissioner. 



The provider must comply with any commissioner requests for audits to be carried out as part of service and quality monitoring.



3.9      Continual service improvement / patient engagement

There are key expectations of providers around continuous improvement, with the focus that providers will engage their patients and review their services periodically to sustain efficient, effective and high quality services.  In particular:



Service Improvement:

· Providers are expected to review service provision in the light of recent research to ensure that they are providing the most effective package of care. 

· Providers should also be able to demonstrate how they have already developed and improved their services through innovation.

· Providers are encouraged to participate in and support research undertaken across all of the areas covered by this service.



Patient Engagement:

	

· The Provider will record and monitor levels of patient experience with the service and identify themes, trends and areas for improvement. 

· The Provider will supply the results of any surveys and engagement activity in full along with action plans for service improvement based on the outcome of patient surveys to the Commissioner. 

· Patient surveys / engagement activity will include questions around access, communication, quality and overall experience. Patient surveys will be agreed by the Commissioner and managed by the AQP. 

· The Provider will comply with the NHS duty to involve users and stakeholders, and to undertake patient involvement under sections 242 and 244 of the NHS Act 2006, and subsequent involvement legislation. 

· The Provider will ensure that arrangements are made to secure the involvement of service users in the planning and development of services and in any proposals for changes in the way services are provided and/or in decisions that affect the operation of services.



3.10	Marketing and Promotion of services

Providers marketing and promoting their NHS services should adhere to the ‘Code of Practice for The Promotion of NHS-Funded Services’ and will:



· Undertake communication activity and marketing campaigns in order to promote the NHS funded service. This will include producing marketing materials, information and literature relating to the service. Both the Commissioner and the Provider have the right to approve content of such materials. Materials may include posters, information sheets or electronic media on accessing the service.

· Comply with NHS branding guidelines when producing communication, marketing and patient promotion literature

· Any communication, marketing and promotional activity must be separate from other non-NHS funded services marketing and promotion activities

· Not pro-actively promote non NHS-funded services, activities or products which could be considered to be an alternative option to NHS provision to NHS patients using the service

· Not market NHS products and services as inferior to other products or services they or any organisation in which they have an interest provide

· Offer patients an opportunity to opt into receiving marketing information, and not make future contact without the patient’s explicit opt-in consent



3.11      Premises and Access

Providers must ensure that premises are safe and suitable for the delivery of this service.  

· The venue must be in a geographically convenient area and be easily accessible to patients with good public transport links 

· The venue must comply with health and safety legislation

· The venue should have appropriate waiting and treatments areas and be appropriately furnished and equipped and be of the highest level of cleanliness and hygiene

· The service shall offer appointments at a suitable time and in easily accessible buildings (not restricted to medical buildings) for patients including provision for people with disabilities 

· Special consideration may need to be paid to the provision of the service to accommodate race, language, physical and learning disability requirements and for those in employment as far as reasonable practicality allows

· A risk and suitability assessment of the venue may be undertaken and sent to the commissioner.



Providers should comply with the Care Quality Commission Regulation 15: Premises and equipment  see following link 

https://www.cqc.org.uk/guidance-providers/regulations-enforcement/regulation-15-premises-equipment

3.12	Language

· If a translator is required, the provider will be able to arrange and coordinate this.

· Providers may be required to demonstrate how they will accommodate patients with other communication difficulties

· The provider must ensure that printed materials can be made available in a suitable language and format so as to be accessible to all patients.



3.13	Equality and Diversity

The provider must comply with the Equality Act 2010, including the Public Sector Equality Duty. In order to ensure that services are planned and delivered in a culturally competent way, the provider is expected to monitor take up of the service by ethnicity, gender and disability as a minimum and use this data to inform service improvement.



3.14	Complaints / Duty of Candour

The provider must:

· Have a formal complaints policy and procedures through which patients can raise issues with the service

· Endeavour to resolve any complaints directly with the patient, and only escalate to the commissioner if the complaint cannot be resolved directly

· Adhere to local commissioner policies and procedures regarding complaints, including the need to inform the commissioner of all complaints

· Respond to complaints in line with the NHS complaints procedure and the relevant statutory regulatory body.

· Provide to the NHS complaints service a summary of all complaints, responses and actions taken as a result on a quarterly basis.

· Report instantly to the commissioner any Serious Incidents

· The provider must Datix any identified incidents in line with local policy



3.15	Safeguarding Children and Vulnerable Adults

The provider shall comply with local policies and procedures in accordance with the relevant clause in the NHS Standard Contract.  Local safeguarding polices are embedded in Schedule 1 Section B Commissioner Documents.



At the reasonable written request of the Commissioner and by no later than 10 operational days following receipt of such request, the provider shall provide evidence to the Commissioner that it is addressing any Safeguarding concerns raised through the relevant multi agency reporting systems.  



If requested by the co-ordinating commissioner, the provider shall participate in the development of any local multi agency safeguarding quality indicators and/or plan.



3.16	Integrated Governance

The provider will demonstrate that there are clear organisation governance systems and structures, with clear lines of accountability and responsibility. The provider will ensure clinical and corporate governance processes are in place to include:



· Clinical governance lead (if appropriate to providers organisation)

· Incident reporting

· Infection control

· Series Untoward Incident (SUI) / Patient Safety Incident (PSI) reporting and analysis

· Quality assurance

· Clear policies to manage risk and procedures to identify and remedy poor professional performance

· Evidence of peer and patient review and action taken



3.17	Information Technology and Information Governance

Providers must ensure that they are familiar with and comply with the NHS minimum information technology standards, and ensure (and be able to demonstrate) that they have the necessary systems and processes in place to comply with data protection and data security standards as detailed within NHS Digital’s Data Security Protection Toolkit www.dsptoolkit.nhs.uk. 



Each Provider must have a Caldicott guardian responsible for ensuring compliance with all information governance requirements and be registered with the Information Commissioner’s Office to process special category data (patient identifiable information).  Providers must provide details of their registration (including registration number, expiry date and category of data they are registered to process).  Those providers requiring access to the NHS secure network HSCN (the N3 replacement) should apply for connection 



https://digital.nhs.uk/services/health-and-social-care-network/new-to-hscn/connecting-to-hscn



The Provider must ensure that the storage of medical records and information which is relevant to treatment and on-going care is passed between all parties in accordance with the Caldicott Principles.  The Data Protection Act 2018, European General Data Protection Regulations and a records management process must be in place to enable patients to access their medical information shared as part of the contract, when the contract come to a close – i.e. have a process in place to enable subject access requests to be processed.  



Providers should have an electronic patient administration and reporting system, meet current IGSOC requirements and must be able to provide all necessary returns, including the Community Data Set, to the commissioner in the required format. Providers must be registered with the Information Commissioner’s Office to process personal data for health care purposes. 



Providers must understand that all patient records (in any format) gathered in the course of delivering the service remain the property of the Secretary for State.  Providers must have in place appropriate IM&T Systems and infrastructure to support the delivery of the specified services, management of patient care, contract management and business processes and comply with specific requirements and the underpinning information standards and technical specifications expected for NHS service provision. Whichever premises a provider chooses to operate from, including leased, owned and NHS hosted or co-located accommodation, it is the providers’ responsibility to both provide and secure their own appropriate IM&T systems and communication links, which must remain totally independent from any other network or system not totally owned by the provider.



Providers must ensure that all NHS patient information and data gathered in the course of delivering of NHS services is only used for the purpose it was obtained and is not held or used for any other purpose.



Where providers have access to a shared clinical record system, and with consent of the GP and patient, they are encouraged to make records available through this system to facilitate communication and enhance patient safety.  Providers must detail how they will manage and review the risks of the processing of special category data and the measures they will put in place on an ongoing basis in a Data Privacy Impact Assessment (DPIA).  The DPIA to be kept under review and reassessed if anything changes.  All changes to be reported to the Commissioning ICB.



Providers must ensure they have effective systems in place for handling information securely and confidentially and that they have appropriate sharing agreements in place with all partner organisations.  Details of how to complete a Data Privacy Impact Assessment are published on the Information Commissioners Office (ICO) website:



Providers must ensure that under the Health and Social Care Act 2012, Commissioning Support Units (CSUs) have no legal basis to currently access patient identifiable data and to this end all reportable information should be without any patient identifiable data until otherwise notified and agreed.



The above applies to both the Minimum Data Sheet (MDS) and the PROM questionnaires



Providers must ensure that patient experience and PROM questionnaires are available in hard copy. Providers may also choose to offer patients the option of completing patient experience and PROM questionnaires electronically. The provider must ensure that they have the necessary systems and processes in place to manage the administration of patient experience and PROM questionnaires.



3.18	Workforce

The service provider must describe and demonstrate that they are qualified to provide this service, and how they will assure commissioners of their competency to practice both at the time of contract letting, and throughout the contract life. 



The provider must ensure there is a service manager responsible for ensuring high quality clinical practice by all practitioners within the service, including necessary supervision of more inexperienced or junior staff and that all staff, including subcontractors, meets the requirements as set out in the service specification and the NHS Terms & Conditions.  As part of this Providers must regularly and systematically review their professional practice in line with the professional standards as set out by their regulating body and be able to demonstrate how they assure this through regular review and/or appraisals. A report of any review or appraisal that takes place, including recommendations and any requirements for retraining, should be available to the commissioners upon request. 



Each provider must encourage and allow for their staff to undertake Continued Professional Development consistent with the requirements of their professional regulator. Staff should participate in peer review networks, appraisal and Professional Development Plans.



The provider must ensure that the following levels of supervision are provided to the clinical staff team:



· Clinical, management and safeguarding supervision – providers must ensure that this is provided to the staff involved in service delivery 

· Ensuring that all their staff who interact with service users are appropriately trained, qualified, Criminal Record Bureau (CRB) enhance checked and approved and professionally registered, where appropriate





		4.	Applicable Service Standards 



		

4.1	Applicable national standards (e.g. NICE)

Any and all treatments undertaken by providers as part of the service must be robust, evidenced based, clinically effective treatments and the provider must be qualified and registered.

National guidance such as NICE and SIGN must be followed 



https://pathways.nice.org.uk/pathways/musculoskeletal-conditions



Care Quality Commission registration is currently not required for delivery of this service specification.  Physiotherapists, Osteopaths and Chiropractors are excluded from regulated activity and are therefore not required to register.  For further information please refer to 

http://www.cqc.org.uk/sites/default/files/20151230_100001_Scope_of_registration_guidance_updated_March_2015_01.pdf   



It will be the responsibility of all providers to ensure registration is not required with the Care Quality Commission linked to their overarching service provision.  



NHS Information pages 



Sciatica

http://www.nhs.uk/conditions/sciatica/Pages/Introduction.aspx



Back Pain

www.nhs.uk/conditions/Back-pain/Pages/Introduction.aspx



Neck Pain

www.nhs.uk/Conditions/Neck-pain/Pages/Introduction.aspx



Shoulder Pain

www.nhs.uk/Conditions/shoulderpain/Pages/introduction.aspx



4.1.1   Professional standards and codes of conduct.

Providers must be registered with the regulatory body appropriate to their profession and must adhere to the professional standards and codes of practice set out by that body. 



Chiropractic: 



Regulating body:

General Chiropractic Council – link refers:  https://www.gcc-uk.org/



Standards:

· General Chiropractic Council Code of Practice and Standard of Proficiency (effective from 30 June 2010) – link refers:  

http://www.gcc-uk.org/UserFiles/Docs/COPSOP_2010.pdf

· Please note the effective start date of 30 June 2016 of The Code – Standards of conduct, performance and ethics for chiropractors – link refers:  http://www.gcc-uk.org/UserFiles/Docs/G20.006%20CofP_stage%203%20hyperlinks%202708.pdf

· Continuing Professional Development (CPD) Mandatory Requirements  – link refers:  https://www.gcc-uk.org/education/continuing-professional-development/



Osteopathy:



Regulating body:

General Osteopathic Council – link refers:  http://www.osteopathy.org.uk/home/



Standards:

· Osteopathic Practice Standards (September 2012) – link refers:  http://www.osteopathy.org.uk/news-and-resources/document-library/osteopathic-practice-standards/osteopathic-practice-standards/

· Continuing Professional Development  – link refers:  

https://www.osteopathy.org.uk/standards/continuing-professional-development/



Physiotherapy:



Regulating body:

Health Professions Council – link refers:  http://www.hcpc-uk.co.uk/



Standards:

· Standards of Proficiency (May 2013) – link refers -  https://www.hcpc-uk.org/standards/standards-of-proficiency/)

· Guide to standards for continuing professional development  – link refers  - https://www.hcpc-uk.org/standards/standards-of-continuing-professional-development/)

· Standards of Education and Training (June 2017) – link refers - https://www.hcpc-uk.org/standards/standards-relevant-to-education-and-training/)

· Guidance of health and character  – link refers -  https://www.hcpc-uk.org/globalassets/resources/guidance/guidance-on-health-and-character.pdf

· Standards of Conduct, Performance and Ethics (January 2016) – link refers -  http://www.hcpc-uk.org/publications/standards/index.asp?id=38 





		5.	Applicable quality requirements and CQUIN goals



		

5.1 Applicable Quality Requirements (See Schedule 4 Parts [A-D])



5.2 Applicable CQUIN goals (See Schedule 4 Part [E])
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Figure 1: Process map 1 –Assessing patient suitability for AQP MSK Service
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Referral Criteria:

A patient is eligible for referral to the service if they present with pain though primarily to be of musculoskeletal origin which is amenable to time limited treatment.  This may include neck pain; thoracic pain, low back pain with or without sciatica, SI joint pain, upper/lower limb pain of MSK origin, TMJ pain, acute soft tissue injury; exacerbation of osteoarthritis or other chronic joint condition and pregnancy/symphysis pubis pain.  

Exclusions:
Suspicions of serious pathology or presence of red flags – should be referred urgently to secondary care or as per locally agreed pathways;
Suspicion of cancer unless part of a cancer treatment plan;
Patients that do not meet referral criteria;
Children under age of 7 years;
Patients who are not registered with a GP in the locality;
Patients requiring domiciliary care;
Patients who it is recognised at point of referral/initial assessment have little or no potential for further or sustained improvement through undertaking a course of treatment covered by the specification;
Women who are pregnant where the proposed treatment may have an adverse effect on the pregnancy;
Patients who require specialist treatment out with the scope of the specification;
Patients who do not want to be referred or who are not willing to comply with treatment plans;
Patients who have referred for the same problem within the past 6 months and who did not benefit from the intervention;
Patients with deteriorating neurological conditions or wo require specialist neurological rehabilitation; and 
Patients requiring rehabilitation post-surgery where this should be part of a package of care, Please refer to Section 3.4.8
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Referral Criteria:

A patient is eligible for referral to the service if they present with pain though primarily to be of musculoskeletal origin which is amenable to time limited treatment.  This may include neck pain; thoracic pain, low back pain with or without sciatica, SI joint pain, upper/lower limb pain of MSK origin, TMJ pain, acute soft tissue injury; exacerbation of osteoarthritis or other chronic joint condition and pregnancy/symphysis pubis pain.  

Exclusions:
Suspicions of serious pathology or presence of red flags – should be referred urgently to secondary care or as per locally agreed pathways;
Suspicion of cancer unless part of a cancer treatment plan;
Patients that do not meet referral criteria;
Children under age of 7 years;
Patients who are not registered with a GP in the locality;
Patients requiring domiciliary care;
Patients who it is recognised at point of referral/initial assessment have little or no potential for further or sustained improvement through undertaking a course of treatment covered by the specification;
Women who are pregnant where the proposed treatment may have an adverse effect on the pregnancy;
Patients who require specialist treatment out with the scope of the specification;
Patients who do not want to be referred or who are not willing to comply with treatment plans;
Patients who have referred for the same problem within the past 6 months and who did not benefit from the intervention;
Patients with deteriorating neurological conditions or wo require specialist neurological rehabilitation; and 
Patients requiring rehabilitation post-surgery where this should be part of a package of care, Please refer to Section 3.4.8
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