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	Service Specification No.
	

	Service
	Diagnostic Services - Direct Access Non-Obstetric Ultrasound (NOUS)

	Commissioner Lead
	NHS Lincolnshire ICB

	Provider Lead
	

	Period
	April 2021 – April 2024

	Date of Review
	



	1.	Population Needs

	
1.1 - Local Context and Summary Statistics

The Lincolnshire ICB is commissioning this service; it was created from the four former CCGs in Lincolnshire, namely:

· Lincolnshire East CCG
· Lincolnshire West CCG
· South Lincolnshire CCG
· South West Lincolnshire CCG

The ICB retains a locality structure broadly in line with the previous CCG configuration and relating to groupings of practices working together with their partners to deliver Primary Care Networks.

Lincolnshire West Locality
· This locality had 30 practices
· The localities registered population in March 2019 was approximately 240,000.
· The localities registered population lived in 4 different lower tier Local Authorities (City of Lincoln, West Lindsey, North Kesteven and East Lindsey)
· There are 5 Primary Care Networks in the Locality (Apex; IMP; Marina; South Lincoln Healthcare; and Trent Care Network)
· The Locality is not significantly different to the national average in terms of life expectancy at birth, of males (79.2 years) and females (83.1 years) 
· It has a slightly higher prevalence of income deprivation and unemployment compared to the England average, with the second highest rate amongst the Lincolnshire Localities. 
· This Locality has a higher prevalence of cancer, diabetes, coronary heart disease, stroke and respiratory disease compared to the England average. This may partly reflect the older age profile of the Locality’s population. 
· The main provider is United Lincolnshire Hospitals NHS Trust 


South-West Lincolnshire Locality:
· This locality had 17 practices 
· The localities registered population in March 2019 was approximately 133,000 
· The Locality’s registered population live in 2 different lower tier Local Authorities in Lincolnshire (North Kesteven and South Kesteven) plus patients in Leicestershire and Nottinghamshire.
· The practices within the Locality are members of three Primary Care Networks (K2 Healthcare Grantham; K2 Healthcare Sleaford; Syston, Vale and Melton)
· The area is slightly higher than the England average for life expectancy of 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. 
· It has a higher prevalence in relation to some long term conditions for example diabetes in adults, (7.4%) compared to that in England (6.7%)
· This population's main provider is United Lincolnshire Hospitals NHS Trust 

Lincolnshire East Locality:
· This locality had 26 practices within 3 localities, Skegness and Coast , East Lindsey  and Boston. One practice (approx. 8,200 people) will move to the South Lincs locality in April 2020)
· Their total registered population at March 2019 was approximately 250,000 (now 242,000)
· The localities registered population live in 5 lower tier Local Authorities (East Lindsey; Boston; North Kesteven; South Kesteven; and South Holland).
· The practices are part of three Primary Care Networks (Boston; East Lindsey; Skegness and Coast)
· 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 ICB Localities.
· The Locality has a higher prevalence of income deprivation and unemployment compared to the England average, with the highest rate in Lincolnshire ICB.
· It has an older profile than the England average, and the oldest of the Lincolnshire ICB 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 area than the England average. This may partly reflect the older age profile of the local population.
· The Locality’s main providers are United Lincolnshire Hospitals NHS Trust and North Lincolnshire and Goole NHS Trust 

South Lincolnshire Locality: 
· This Locality has 13 practices (14 from 1/4/2020 – see Lincolnshire East above)
· Their total registered population at March 2019 is approximately 162,000 (170,000)
· The localities registered population live in 2 different lower tier Local Authorities in Lincolnshire (South Holland and South Kesteven) plus patients in Cambidgeshire, Leicestershire, Northamptonshire, Norfolk and Rutland.
· The practices are part of three Primary Care Networks (Four Counties; Market Deeping and Spalding; South Lincolnshire Rural)
· 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) significantly lower than that for England.
· The Area 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.
· It 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 Population's main provider is Peterborough & Stamford Hospitals NHS Foundation Trust 

1.1.2 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. 

	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

	Domain 5
	Treating and caring for people in a safe environment and protecting them from avoidable harm


2.2	Local defined outcomes
Lincolnshire ICB requires excellent, high quality, patient-centred community diagnostics services which raise the standard of care and which are easily accessible with well-designed pathways.    
It is expected that patients will be seen quickly and where possible, close to home. 
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

The service must :
· Be transparent and accountable.
· Be outcome focused.
· Create a learning environment.
· Make efficient use of available resources.
· Be clinically effective and use evidence-based diagnostic investigations – the patient is to be seen by the right person at the right time and to receive the right diagnostic investigation.
· 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.

	Key Service Outcome
	Method of Measurement

	Patients reporting a good level of satisfaction of the service.
	Local Survey of Patient Experience e.g. Net Promoter ‘Family & Friends’ to ensure real time feedback
10% footfall weekly – real-time feedback
Monthly report

	Reduced referral to secondary care and improved conversion rate – as proxy for increased appropriateness of referrals.
	Secondary Uses Service (SUS) system – using previous year as baseline.

	Image and Report to follow Patient pathway no repeat scanning without clinical rationale.
	Commissioner to audit random sample – results to be extrapolated.

	Improved targeting of referrals to right secondary care clinic first time – less Consultant to Consultant referrals.
	SUS system – using previous year as baseline.




	3.	Scope

	 
3.1	Aims and objectives of service
The aims of the service are to provide an accessible, comprehensive and confidential direct access Non-Obstetric Ultrasound (NOUS) service which can be conducted in a safe and effective way within the community for all Patients over the age of 18.  

The service will be available to those patients who are registered with a GP within Lincolnshire ICB. 
The service will be :
· Conducted by staff qualified to appropriate levels of skill and experience.
· Equipment must comply with the guidance set by the Royal College of Radiologists.
· Connected to NHS image transfer solutions, 
· To integrate with e-RS 
· Robust and have performance management systems and stringent levels of clinical governance.

The care pathway being commissioned is:
· pre-appointment communication with Patients. 
· the diagnostic investigation 
· a report being sent to the referrer which covers the description of the investigation, the findings and must cover a brief recommendation on a proposed management plan for the Patient that meets the clinical request of the referrer. 

Structured reporting will be encouraged to support local referrers in their options for further clinical management. The service will need to be fully quality assured, validated and supported by the Commissioner.
The Provider must aim to provide an excellent Patient experience during all parts of the process – to include the examination and administrative services. In order to measure this, Providers should have in place robust mechanisms for collecting Patient feedback using approaches that reflect the diverse nature of their Patient population. This should include as a minimum, a Patient satisfaction survey, and one real time feedback mechanism. There must be a sound process for receiving and dealing with suggestions, compliments and complaints.
The aim of the service is to aid early diagnostics and avoid the need for unnecessary referral to secondary care, or to support the shift of activity to a primary care setting, where this will improve access. 
3.2	Service description/care pathway
3.2.1   Pathway
The core elements of the Patients pathway are:
•	Stage 1 – Referral
•	Stage 2 – Triage 
•	Stage 3 – Appointment
•	Stage 4 – Assessment
•	Stage 5 – Reporting and onward referral

Stage 1. Referral
The referring GP must ensure referrals are made in line with the referral mechanism and that the minimum dataset is included within the referral form (Appendix A2) Providers, referrers and Commissioners must collaborate to improve the referral process and any associated guidelines. Commissioners will lead on this process.
Referrals can be made via e-RS or alternative recognised means. 
It is anticipated that the majority of referrals will be direct from GPs or their appropriately qualified practice teams. Some referrals may be received from secondary care following specific agreement with local Commissioners;
GP Practices need to be NHS DSP Toolkit Compliant
Any patient referred with suspected DVT should be treated in line with the Lincolnshire Algorithm for Diagnosing DVT (Schedule 3)

Stage 2. Triage 
Providers must have a clinical triage process in place to ensure appropriateness of referral and will ensure that Patients referred to them have the right referral details provided by their referring clinician and are appropriate for the service.
Providers will triage all referrals within [24] hours of receipt of referral (or next working day where receipt on non-working day) Providers will notify referrers where the referral does not meet the established criteria or is incomplete and will reject the referral or re-submission. Providers must provide referrers with full details of why the referral has been rejected. 
Prior to referral the referring clinician shall have completed a minimum level of workup in accordance with the referral form and referral mechanism (Schedule 2)
The Provider shall continuously work with the Commissioner to develop efficient and effective documentation as part of the contract. This will ensure GPs are informed about the most suitable type of diagnostic test for the Patient and presentation that will achieve the best and quickest diagnostic outcome.
Stage 3  - Appointment
Providers will contact all Patients within a maximum of [3] working days from  acceptance of the referral;
The Provider will provide written information in advance that explains the purpose of the scan, what it involves and when and how they can expect to receive the results. The Provider is to reinforce this information upon arrival of the patient. 
If following clinical triage the referral has been identified as urgent Providers will contact the patient within [24] hours of acceptance of the referral. 
Requests for ultrasounds for suspected DVT will be treated as urgent and patients will be seen within [2] days, a maximum of [3] days from the date of referral. 90% of referrals that have been triaged as ‘routine’ should be undertaken within 5 weeks of acceptance of the referral. The remaining 100% to be seen within 6 weeks. This target is for the first 6 month, followed by a stepped and sustainable reduction.
90% of referrals that have been triaged as ‘specialised’ should be undertaken within 5 weeks of acceptance of the referral. The remaining 100% to be seen within [6] weeks. A stepped and sustainable reduction in waits in line with clinical guidance is encouraged.
The Patient should be offered a choice of day and time of appointment that is convenient to them. 
Providers are to refer patients back to the referrer after [2] DNAs or [2] cancellations. Providers are to use all reasonable measures to communicate with patients to reduce DNAs and cancellations. 
Patient Delays
Referrers 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, with the Provider being able to demonstrate a range of appointment options being made available to the patient, they should be sent back to the referrer. They will need to be re-referred when they are available.

Specialised Provider Delays

Should the Provider be unable to offer an appointment within [6] weeks they should notify the Commissioner detailing the reasons for the delay. If the situation continues the Provider must discuss remedial action with Commissioners, providing an action plan and expected date for recovery of services within [3] working days.
Specialised 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 [6] weeks, they should be sent back to the referrer. They will need to be re-referred when they are available for ultrasound.

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.

Personalisation

Patients must be offered the option of chaperone provision for the examination. The definition of intimate or invasive ultrasound may differ between individual Patients for ethnic, religious or cultural reasons and should be considered by the clinician.
The Provider shall not discriminate between or against Patients or Carers on the grounds of gender, age, ethnicity, disability, religion, sexual orientation or any other non-medical characteristics.  The Provider must use reasonable endeavours to meet the needs of Patients for whom English is not their first language and provide information in a range of languages that reflect local need. If the Patient has a learning disability, sight or hearing impairment the Provider must provide information applicable to the Patients need. 
Reports
The Provider will regularly supply the Commissioner with detailed referral statistical information on referrers, referring organisation, service utilisation and clinical outcome to enable refinement of the clinical pathway.
Stage 4 - Assessment
· The Provider shall submit detailed protocols governing sonographer performance of ultrasound procedures together with evidence that these have been developed in concert with a radiologist expert in ultrasound and that there is a programme of constant review of the examination protocol.
· The Provider will have a clearly defined pathway for images to be reviewed where there is uncertainty about the findings or for example when further imaging investigations are required.
· Sonographers will be expected to undertake regular audit and revalidation Society and College of Radiographers (2010
· There must be a clearly defined pathway for images to be reviewed promptly by expert radiologists in concert with the sonographer where there is uncertainty about the findings or, for example, when further imaging investigations are required.
· It is expected that Providers will work in partnership with stakeholders to develop protocols which will facilitate onward referrals.  This will ensure 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. A minimum of verbal consent should be obtained for all Patients and should be recorded in the NOUS report.

The Provider should be aware of the weight limit for various examination couches and ensure that the appropriate equipment is available or make suitable alternative arrangements when necessary;
The Provider should not impart the results of the diagnostic test to the Patient at the time of the investigation, but should explain that the diagnostic report will be sent to the clinician who referred the Patient.
The Provider will conduct Patient satisfaction surveys using an agreed template. Consent will need to be obtained and the Patient informed as to how the information gathered will be used. 

Stage 5. Reporting and onward referral 
See schedule 3 – Reporting Requirement
The Provider shall ensure Diagnostic Reports and images are produced according to the guidance set out within the document ‘Standards for the Reporting and Interpretation of Imaging Investigations’ as published by the Royal College of Radiologists. These are to be regularly updated in the format agreed with the Authority. The diagnostic report should cover not only the description of the investigation and the findings, but also provide a brief recommendation on a proposed management plan for the Patient. Images should also be made available to the referrer and where required any relevant healthcare professionals involved in the Patients treatment pathway including secondary care Providers.
The report will provide the referrer with a differential diagnosis wherever possible – this will be based upon the presenting complaint described in the referral and the objective findings of the scan. 
If the Sonographer requires input from a Consultant Radiologist, this should be available within [24] hours of the investigation. This should not affect the Providers ability to deliver the report within the requisite timeframes.
GPs or other clinical staff wishing to discuss individual cases will be provided with access to the reporting consultant through a central contact number. The name and location of the consultant should be reported as part of the MDS.
The image and report is to be:
· Stored in accordance with The Royal College of Radiologists ‘Retention and Storage of Images and Radiological Patient Data’ publication, ideally via a Picture Archiving and Communications System (PACS) system; and
· Forwarded, at no charge, to other Providers of NHS funded treatment applicable to the Patient care pathway, within a maximum of [5] working day of the request, sooner if necessary, to correspond with Patient care needs. This will require Providers to be connected to the National Image Exchange Portal (IEP). The Provider will familiarise themselves with the various General Practice computerised systems that support electronic transfer of reports and diagnostic tests back into the GP Practice.

High risk Patients and onward referral
Patients with a suspected cancer are specifically excluded from this service. However, there will be occasions when a diagnostic reveals a high risk Patient including those with serious and or unexplained pathology.
The Provider will need to have a clear Patient pathway for this group of Patients. The Provider will make the referrer aware of the potential diagnosis. All reports and diagnosis images are to be expedited for onward communication and available for review within the secondary care institution. The Provider will conduct an immediate telephone conversation with the referrer, in line with ‘Standards for the communication of critical, urgent and unexpected significant radiological findings’, Royal College of Radiologists 
The referrer is responsible for contacting the Patient and for arranging onward referral to secondary care where required. GPs or other clinical staff wishing to discuss individual cases will be provided access to the reporting individual through a central contact number. This will be to offer the opportunity to identify the most appropriate examination and discuss the clinical findings if required.
3.2.2 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 reports 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 MDS which is to be submitted to the Commissioner on a monthly basis.


3.2.3 Service Hours

The service will operate [52] weeks of the year, excluding bank holidays. Providers are to explore providing services outside core working hours (Monday to Friday, 9am to 5pm).

Clinic utilisation should be monitored by the service Provider to identify any variance in demand to ensure the required capacity is delivered within the individual clinic locations to achieve the agreed waiting time targets.

Providers are to ensure holiday cover is provided within all functions of the service and robust Business Continuity processes are in place to mitigate against disruption to the service caused by unexpected circumstances. Providers are to ensure Patients waiting times for treatments are not disadvantaged while working with Commissioners and referrers to manage affected Patients.

3.2.4 Service Delivery Assurance 

All Providers of this service must continuously demonstrate that the service they deliver meets the required national and local standards of delivery.

As a minimum, they must be able to demonstrate that any person delivering the service is appropriately trained and competent, the premises are suitable and accredited and equipment meets the standards set out by the relevant professional body (see 5.7).

The Provider must assure Commissioners that the highest possible standards of clinical governance are achieved in services providing care to their Patients.  

Commissioners may request evidence to support Provider assurance processes and undertake quality visits to delivery locations and support services as required to gain assurance about the service (see 5.5).


3.3 Population covered

This service specification covers the recognized population of Lincolnshire ICB.  The service will be sensitive to individual Patient needs, including gender, age, culture, and religious beliefs.

3.4 Any acceptance and exclusion criteria and thresholds 

3.4.1 Acceptance Criteria

General abdominal – includes assessment of the aorta, biliary tract, gallbladder, inferior vena cava, kidneys, liver (with portal vein dopplers), pancreas, retroperitoneum and spleen;
•	Gynaecology – including transabdominal and transvaginal;
•	Renal / bladder / prostate;
•	Scrotal / testicular;
3.4.2  Specialist Acceptance Criteria
•	Musculoskeletal.
•	Vascular – includes suspected DVT.
· Thyroid.

A matrix has been developed outlining the remit of each of the above scans (Schedule 1). Providers will, during mobilisation, agree which scans detailed in the matrix fall into each of the below HRG codes:

Table 1: HRG Codes
	HRG Code
	Description

	RA23Z
	Ultrasound Scan; duration: ≤ 20 minutes

	RA24Z
	Ultrasound Scan; duration: > 20 minutes but ≤ 40 minutes



The referring clinicians should consider the appropriateness of the referral based upon the integral nature of the diagnostic and the clinical pathway, in their deliberations with the Patient and in their choice of Provider.
The Provider must offer assurance that the Professional performing the examination has sufficient module based training to undertake the particular scan. It is acknowledged that much of the practical and academic training of sonographers is module based. It is critical that the training and experience of the sonographer is relevant to the nature of the examination being performed.

3.4.3 Exclusion Criteria
Clinical
•	Breast.
•	Cardiac Imaging.
•	Chest.
•	Ophthalmology.
•	Superficial masses or lumps in the neck, axilla or groin.
•	Any Patient with suspected cancer should be referred through the two week wait referral pathway.
•	Ultrasound Guided Processes.
•	Obstetric Care.

	General

•	Children under the age of 18.
•	Non-NHS Patients.
· Investigation of any clinically urgent condition or pathology (not cancer related)

Any other exclusion criteria may not be added without the agreement of the Commissioner.



3.5  Interdependence with other services/Providers

The Provider is required to continue to develop their relationships with other Providers to demonstrate being an integral member of the Health and Social Care Community. This includes third sector organisations providing help and support for Patients.  The development of local clinical networks will be encouraged with the aim of providing parallel services, which provide complementary services allowing for further clinical services to be offered closer to home and within the community. 
The role of service users as key stakeholders will be an important component of this service and Providers should ensure effective mechanisms for their involvement and develop a positive relationship with local involvement networks.
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 (including images and clinical outcome report) with others involved in a Patients care, treatment and support while having regard to the Patients’ rights to confidentiality and Information Governance legislation.

All contractors and sub-contractors must demonstrate sufficient information governance assurances. This can be done by completing the NHS Digital ‘Data Security and Protection Toolkit’. 


	4.	Applicable Service Standards

	
4.1  Applicable National Standards

1. Right Test, Right Time, Right Place - Royal College of Radiologists and Royal College of General Practitioners (2006);
2. I Refer Making the Best Use of a Department of Radiology- Royal College of Radiologists (2017) 8th Edition or as updated;
3. Standards for the communication of critical, urgent and unexpected significant radiological findings - Royal College of Radiologists (2016);
4. Standards for the Provision of an ultrasound service – Royal Society and College of Radiographers (2014)
5. Standards for interpretation and reporting of imaging investigations, Second edition (2108) ) - Royal College of Radiologists
6. Standards for the communication of critical, urgent and unexpected significant radiological findings - Royal College of Radiologists (2008);
7. Ultrasound Training, Employment and Registration – Society and College of Radiographers (2010);
8. Guidelines for Professional Working Standards: Ultrasound Practice – United Kingdom Association of Sonographers (2008). UKAS merged with the SCoR on 01/01/2009;
9. Society and College of Radiographers suggested documents:
10. http://doc-lib.sor.org/scope-practice-medical-ultrasound
11. http://doc-lib.sor.org/ultrasound-training-employment-and-registration
12. http://doc-lib.sor.org/profession-standards-independent-practitioners
13. http://doc-lib.sor.org/guidelines-profession-working-standards-ultrasound practice
14. Industry Standards for the Prevention of Work Related Musculoskeletal Disorders in Sonography – Society of Radiographers (2006);
15. Prevention of Work Related Musculoskeletal Disorders in Sonography - Society of Radiographers (2007);
16. Ultrasound Equipment Evaluation Project (UEEP) recommendations as published from time to time – MHRA.

(This is intended as a non-exhaustive list.)

(This is intended as a non-exhaustive list.)

4.2	Applicable standards set out in Guidance and/or issued by a competent body 
 The Society and College of Radiographers
 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 based best practice guidance 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 including the results of the Patient experience survey.


	5.	Applicable quality requirements and CQUIN goals

	
5.1 Applicable quality requirements 
             See Schedule 4
5.2 Applicable CQUIN goals 
None
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:
· Clinical governance lead (if appropriate to Provider organisation)
· Incident reporting including Series 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.

The governance lead has responsibility for reviewing all alerts generated from the Central Alerting System and acting on those relevant to the service. 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. 

The Provider must adhere to the Commissioners Incident Reporting Policy and report incidents in the usual way but also be mindful to report Information Governance related incidents to the Commissioners. 

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 
Current NRLS guidelines 
When acting in a Lead Provider role, the Provider must be assured, and provide assurance, that all sub-contractors/affiliated providers delivering the service follow the same high standards of governance. 
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.

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/Improvement 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.
Commissioners can request evidence of Data Security and Protection Toolkit returns at any time. It is good practice for Providers to provide evidence on an annual basis that their DSPToolkit Return has been externally audited. 


5.6 Equipment

Equipment, including consumables are 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 staff receive 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.
The Provider shall provide equipment that meets or exceeds the following:
· Complies with the latest guidance from the National Imaging Clinical Advisory Group and Professional Bodies.
· Transducers that ensure good visualisation at sufficient depth of image without significant loss of accurate spatial resolution; and
· Be capable of flow imaging and measurement.
· Electrical Safety Testing is required annually with regular maintenance and quality assurance testing.
· Details of maintenance contracts to include regular and emergency service cover must be provided.
5.7 Workforce standard
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:
· 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, DBS enhance checked and approved and professionally registered, where appropriate.

The Provider must include the following roles (can be the same person):
· 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 sub-contracted staff, meet the requirements as set out in the service specification and the NHS Terms & Conditions

The Provider will ensure the appropriate staffing levels to cover the delivery of services in all instances. Providers must evidence staff follow IG Code of Conduct as per IG Toolkit requirements.

The Provider shall ensure that the service is delivered by Staff who meet the following service requirements:
· UK Registered Radiologists on the GMC Specialist Register who have:
· Performed and reported on a minimum of [900] ultrasound scans in the last [12] months; and Sonographers who:
· have performed and reported on a minimum of [900] ultrasound scans in the last [12] months; and
· meet the relevant specification set out in the ‘National Occupational Standards for Imaging’ for the anatomical area to be scanned (https://tools.skillsforhealth.org.uk/competence);
· have successfully completed an appropriate postgraduate certificate or diploma in medical ultrasound approved and validated by a Higher Educational Institution and accredited by the Consortium for the Accreditation of Sonographic Education (CASE); or
· the Certificate / Diploma of the College of Radiographers in Medical Ultrasound, or hold an equivalent level of qualification in medical ultrasound (or example if trained overseas) or individual accreditation from the Society for Vascular Technology for vascular imaging; and 
· have maintained their Continuing Professional Development in accordance with professional guidelines.
· It is suggested that all sonographers who are not otherwise statutorily registered are registered on the Public Voluntary Register of Sonographers, which is administered by the College of Radiographers. (Please note: Acceptance on to the Voluntary Register does not in itself authenticate competence or fitness to practice)
· Staff will have English as a first language or have passed a suitable English language examination to the level of requirement set out on the Health Professions Council website(http://www.hpc-uk.org/apply/international/requirements
· 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. 

5.8 Marketing and Promotion of Services
The Provider will undertake communication activity and marketing campaigns in order to promote the 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.

5.9 Information Governance and Information Technology 

The successful bidder will need to ensure robust and effective systems are in place for handling information securely and confidentially, and, where required, appropriate consent is obtained and information sharing agreements are in place with all partner organisations.

The successful bidder will comply with the Data Security and Protection Framework for Health and Social Care which is formed by those elements of law and policy from which applicable NHS IG standards are derived.


Successful bidders:

· Required to develop and implement robust, efficient and secure data collection systems to meet the requirements of this contract and to provide clinical data to support efficient monitoring, audit and reporting while achieving the NHS standards for the safe and secure handling, processing and exchanging of NHS data. Effective data collection and management will also be required as part of service delivery monitoring.
 
· Utilise 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.

· 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 the NHS information governance requirements. 
· 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 and General Data Protection Regulation (GDPR 2018) 
· Must have an electronic Patient administration and reporting system, meet the Health and Social Care Network Connection Agreement requirements and must be able to provide all necessary returns, including the Community Data Set, to the Commissioner in the required format.
· 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.

· Ensure 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.
· Understand that all Patient records (in any format) gathered in the course of delivering the service remain the property of the NHS and should be surrendered to the Commissioner at any time on request, and in any case at the end of the contract in an agreed format, acceptable to the Commissioner, and without charge or disposed of appropriately following the Commissioners instructions. 
· Must ensure that appropriate consent has been obtained and information sharing agreements are in place before making records available through their information systems to facilitate communication and enhance Patient safety.
· Be aware that whenever Person Identifiable Data (PID) is to be exchanged between the Provider and the Commissioner or processed on behalf of the Commissioner to enable the provision of this NHS service, the Provider is required to make a successful annual NHS DSPT submission and achieve level [2] across all categories, and meet the requirements of the HSCN Connection Agreement.
· Information systems are e-RS compliant, or working towards compliance. Initial appointments must be directly or indirectly bookable through e-RS.
· 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 and General Data Protection Regulation (GDPR 2018)
· Must ensure that all electronic PID is encrypted to the NHS minimum standard (AES 256bit) while in transit. This includes data in transit over the HSCN.
Where data is transferred from the Scanner to the Provider, PACS or image store the removable media device must have encryption software. Standard operating procedures for handling the data will be implemented as required by the Commissioner.
Provision of Digital Data between the Provider PACS systems should be through the Image Exchange Portal or other data sharing systems to other Providers as specified by the Commissioner, or in clinical circumstances that require the transfer of the image to support the safe treatment of the Patient.
In the event of cancellation of the contract (for whatever reasons), the Provider will be required to maintain systems to allow continued access, in a timely manner, to all of the Patient information, images and associated Patient records.
Bidders must describe how they will ensure that information relating to Patients is safeguarded and taken account of in relation to the following five key areas:

• 	Patient confidentiality.
· Current Caldicott Guardian Principles, including the 7th Caldicott principle added as a result of the Caldicott 2 Report.
· NHS Lincolnshire Clinical Commissioning Group information sharing protocols.
· Consent to treatment and use of information.
· NHS Standards for Information Security.

 Successful Providers are:
· Required to achieve and maintain a minimum of level of compliance with each requirement within the Data Security and Protection Toolkit or support a ‘Not Satisfactory’ submission with an improvement plan that is acceptable to the Commissioner. Subsequently, satisfactory DSP Toolkit submissions are required annually and for the duration of the contract.  

· Required to fully comply with the HSCN Connection Agreement for maintaining adequate security arrangements for continuing use of the HSCN and relevant national applications.  

· Provide assurance and evidence of this annually by providing the Commissioner with an independent audit report of the Data Security and Protection Toolkit declarations.

(https://digital.nhs.uk/data-and-information/looking-after-information/data-security-and-information-governance/data-security-and-protection-toolkit)

Through this mechanism the Provider will demonstrate compliance with relevant legal and regulatory standards, including:

• 	General Data Protection Regulations 2018

As supported by Guidance applicable to Health Care settings

It is the Provider’s responsibility to:
· Ensure all staff contracted by them and who access NHS Information, documents, IT systems and networks are properly trained and authorised to do so. The Commissioners reserve the right to impose sanctions on a Provider that fails to comply in this regard.  The Provider will adopt NHS Digital Information Governance standards for training and access controls and provide statements of compliance through the Data Security and Protection Toolkit. 

· Ensure that all staff contracted by them uphold the common law duty of confidentiality and Current Caldicott Principles. The Provider must have a named individual with responsibility for Information Governance.

· If there will be a necessity for the Provider to use NHS Smartcard technology, the Provider must have robust arrangements for the management of these and ensure appropriate training is in place for all staff in line with the ICB’s Registration Authority Policy.

Once the contract is commissioned and all checks have been undertaken then Smartcards can be issued to Providers by GEMCSU (GEMCSU.Smartcards@nhs.net or 01522 515362).

The Commissioner’s existing policies are considered examples of best practice.

These include policies covering the areas of:

• 	Confidentiality
• 	Records Management
• 	Data Protection
• 	Email and internet use
· Information Security
· Registration Authority

· Provide the Commissioner with assurances that information governance requirements have been made and have available, upon request, security policies, procedures or controls to ensure that they are acceptable, complete and up to date.

· Provide the Commissioner with details of any third party organisation they employ to fulfil this contract together with IG and IT security assurance

· Provide the Commissioner with appropriate IG & IT security assurance for any third parties they employ, which may be the same standards required of the primary Provider or a criteria agreed with the Commissioner depending on the third party’s role.

· When hosted within NHS accommodation the Provider will be required to utilise NHS provided and maintained communication lines (network,HSCN & telephone) and IT equipment and  will not be permitted to introduce any fixed communication lines (network, broadband, HSCN or telephone) or connect any non-NHS equipment to the Commissioners network.

· Understand that where a Provider chooses to operate from their own premises, either owned or leased, it is the Provider’s responsibility to both provide and secure their own appropriate IM&T systems and any communication links, which must remain totally independent from any other network or system not totally owned or controlled by the Provider. To the extent that the Provider is acting as a Data Processor on behalf of the Commissioner, the Provider shall, in particular, but without limitation.

· Only process such Personal Data as is necessary to perform its obligations under this Agreement, and only in accordance with any instruction given by the Commissioner under this Agreement.

· Put in place appropriate technical and organisational measures against any unauthorised or unlawful processing of such Personal Data, and against the accidental loss or destruction of or damage to such Personal Data.

· Report Provider and third party contractor incidents (any unusual problem, occurrence, or other situation that is likely to lead to undesirable effects or that is not in accordance with established policies, procedures or practices)  their causes and resolving actions to their own managers in the first instance, and to the Commissioner on a monthly basis;

· Take reasonable steps to ensure the reliability of employees who will have access to such Personal Data, and ensure that such employees are aware of and trained in the policies and procedures identified in clauses below;

· Not cause or allow such Personal Data to be transferred outside the European Economic Area without the prior consent of the Commissioner.

· Complete a Privacy Impact Assessment before commencement of the service and at any time that a change occurs to the procedure for holding or transferring data.

· Have an information guardian able to communicate with the Provider’s board, who will take the lead for information governance and from whom the Provider’s board shall receive regular reports on information governance matters, including but not limited to details of all incidents of data loss and breach of confidence;

· (where transferred electronically) only transfer essential data that is (i) necessary for direct service user care; and (ii) encrypted to the minimum data encryption standards for healthcare and the National Standards (this includes, but is not limited to, data transferred over wireless or wired networks, N3, held on laptops, CDs, memory sticks and tapes);

· Have policies which are rigorously applied that describe individual personal responsibilities for handling Personal Data.

· Have a policy that allows it to perform its obligations under the NHS Care Records Guarantee.

· Have appropriate information sharing agreements and protocols for sharing Personal Data with other NHS organisations and (where appropriate) with non-NHS organisations.

· Where appropriate, have a system in place and a policy for recording any telephone calls in relation to the Services, including the retention and disposal of such recordings.

· If the Provider is an NHS Trust, an NHS Foundation Trust or an NHS Body, the Parties acknowledge their respective duties under the FOIA and shall give all reasonable assistance to each other where appropriate or necessary to comply with such duties.

· If the Provider is neither an NHS Trust, NHS Foundation Trust nor NHS Body, the Provider acknowledges that the Commissioner is subject to the requirements of the FOIA and shall assist and co-operate with the Commissioner to enable the Commissioner to comply with its disclosure obligations under the FOIA.  Accordingly, the Provider agrees:

· that the decision on whether any exemption to the general obligations of public access to information applies to any request for information received under the FOIA is a decision solely for the Commissioner.

· That where the Provider receives a request for information under the FOIA, it will not respond to such request (unless directed to do so by the Commissioner) and will promptly (within [2] working days) transfer the request to the Commissioner.

· The Commissioner, acting in accordance with the codes of practice issued and revised from time to time under both section 45 of the FOIA, and regulation 16 of the Environmental Information Regulations 2004, may disclose information concerning the Provider and this Agreement either without consulting with the Provider, or following consultation with the Provider and having taken its views into account.

· Assist the Commissioner in responding to a request for information, by processing “information” or “environmental information” (as the same are defined in the FOIA) in accordance with a records management system that complies with all applicable records management recommendations and codes of conduct issued under section 46 of the FOIA, and providing copies of all information requested by the Commissioner within [5] Operational Days of such request.

5.9	Facilities
Whilst it is anticipated that the service will be provided from a number of locations. Each site must meet the minimum requirements of:
· A room, which is at least 12sqm and supports wheelchair access.
· Includes a hand washbasin and adjustable lighting.
· Is supported by a staffed reception area and waiting area.
· Has access to toilet facilities, which include disabled access.
· It is desirable that the room has an air conditioning system. 
· Providers will be required to evidence the locations where mobile units will be parked and achieve the necessary agreements with the site owner.
· Musculoskeletal disorders are the most common work-related illness in Britain and represent a significant potential risk. There are guidance documents, which focus upon preventing, and controlling musculoskeletal disorders for radiographers, other health care professionals engaged in sonography and Providers must be aware of and abide by this advice.
· Providers’ attention is drawn to the NHS Healthcare Cleaning Manual (2014) which details hygiene standards. Further guidance in relation to this can be obtained from the Head of Infection Prevention and Control / Deputy DIPaC, Lincolnshire NHS ICBs Federated Infection Prevention and Control Function.

5.10    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:

https://www.nhs.uk/using-the-nhs/help-with-health-costs/healthcare-travel-costs-scheme-htcs/

A Patient’s eligibility for PTS should be determined either by a healthcare professional or by non-clinically qualified staff who are both:

· Clinically supervised and/or working within locally agreed protocols or guidelines, and employed by the NHS or working under contract for the NHS

Eligible Patients are those:

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

· Where the Patient’s 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.


· Recognised as a parent or guardian where children are being conveyed.


	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, work within a GP practice or access current NHS accommodation in Lincolnshire managed and accessed through NHS Property Services (to include premises owned by Lincolnshire Community Health Services, United Lincolnshire Hospital Trust and certain GP practices). 
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 services will be community based, ideally in locations across the Lincolnshire ICBs localities offering choice to Patients in terms of location and opening times.

Lincolnshire ICB
It is envisaged there will be a collective delivery of NOUS services within 30 miles or 30mins of Lincolnshire West Locality
· Lincoln and Gainsborough area

Lincolnshire East Locality
· Louth, Skegness and Boston area

Lincolnshire South Locality
· Stamford, Deepings, Crowland, Spalding, Bourne, Long Sutton and Holbeach area

Lincolnshire South West Locality
· Grantham and Sleaford Area



	7.	Individual Service User Placement

	Appendices 

	A1. Scans Clinical Matrix
	


	A2  Referral Guide
	



	A3  Algorithm for Diagnosing DVT
	





image1.emf
AQP NOUS Schedule  1 Matrix 2015.doc


AQP NOUS Schedule 1 Matrix 2015.doc




Schedule 1 AQP NOUS Matrix 2020

		Imaging indicated

		Clinical indications for scan include:

		Notes

		Timescale



		(Routine) General abdominal 


Includes assessment of the aorta, biliary tract, gallbladder, inferior vena cava, kidneys, liver (with portal vein dopplers), pancreas, retroperitoneum and spleen;




		• Upper abdominal pain


• suspected  gallstones


• Mass/lump


• query  ascites


• Jaundice

· Dyspepsia not relived by PPI /H2RA 


· Unexplained weight loss 

· Abnormal liver function tests (LFTs)- abdomen ultrasound (with portal vein dopplers)

· Raised WCC

· Organomegaly


· Increased abdominal girth


· Abdominal free fluid

		

		Routine: 90% within 5 weeks

Remaining 10% seen within 6 weeks

Specialist: 90% within 5 weeks

Remaining 10% within 6 weeks

Urgent: 2 to 3 working days





		(Specialised) Musculoskeletal; and Vascular – includes suspected DVT


Includes any joint and associated muscles, ligaments and tendons


Any patient referred with suspected DVT should be treated in line with the Lincolnshire Algorithm for Diagnosing DVT 

		· Persistent single joint symptoms


· Superficial soft tissue masses


· Suspected muscle or tendon tears


· Trochanteric pain

		Referrals can be made for musculoskeletal scans.


Note: Lumps in the neck, groin and axilla are excluded.

		As above



		(Routine) Gynaecology – including transabdominal and transvaginal


For the majority of female patients, transabdominal and transvaginal scans are performed to give full assessment of the uterus, ovaries and adnexae.


If a transvaginal scan is performed patients are required to give written consent. 

		•
Pelvic pain


•
Dysfunctional uterine bleeding


•
Ovarian cysts


•
Polycystic ovaries


•
Infertility investigation


· Lost IUCD

		Service excludes obstetric ultrasounds




		As above



		(Routine) Renal / bladder / prostate

This scan images the bladder (pre and post micturition).  


In males assessment is made of the outline and size of the prostate.  


Both kidneys are examined and measured. 


The abdominal aorta is assessed for Abdominal Aortic Aneurism (AAA).

		•
Renal  pain or mass


•
LUTS


•
Renal calculi


•
Prostate symptoms


•
Loin pain


•
Polycystic Kidneys disease

· Unexplained hypertension


· Proteinuria


· unexplained reduced eGFR to rule out an obstructive cause  

		 The prostate can be visualised but this examination is not suitable for detecting prostate cancer

		As above



		(Routine) Scrotal / testicular

Ultrasound provide assessment of the scrotum and all contents.

		•
Palpable lump


•
Pain/swelling


•
Hydrocele


•
Varicocele

		

		As above



		(Specialised) Thyroid


Includes visualisation of both lobes isthmus and parathyroid region including associated vasculature

		· Palpable neck mass

· Swelling

		

		As above





		Exceptions



		2WW 

Abdominal masses; post-menopausal bleeding; Haematuria; Suspicious testicular lumps; Suspicious Thyroid lumps



		Patients who require a hoist or other specialist equipment to mobilise



		inguinal hernias 

(only included in the spec where there is a diagnostic doubt)
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Referral Guide



Version 2 - November 2014

















		1.0 Service Information







· All CCGs within the county have commissioned Direct Access services for Non Obstetric Ultrasounds aimed at providing greater patient choice and enhanced delivery within the 

Community; they have been secured through a variety of contract forms including Any Qualified Provider (AQP). 



· This document contains useful information you need to be aware of when referring your patient for AQP Non Obstetric Ultrasound (NOUS) services.

	

		2.0 Referral Pathway







· Referrals can be made via e-RS, electronic or paper. Appointment slots can be viewed on e-RS by accessing from the Directory of Service (DOS):



· Diagnostic Imaging/ Ultrasound 





· Referral mechanisms are indicated (page 5) As such a single form has been developed for use by referring clinicians (page 6) The referral form should be completed in full including a history of any previous scans the patient has had. The referral form should include all the details relating to the referral, this will assist the radiographer who will need this information to provide a clear accurate report.



· When making any referral into the NOUS service please consider:



· Applicable national standards

· Inclusion and Exclusion Criteria outlined in section 3.1

· Include a history of any previous diagnostic images and relevant reports



Timescales



· Requests for ultrasounds for suspected DVT will be treated as urgent and patients will be seen within [2] days, a maximum of [3] days from the date of referral. 

· 90% of referrals that have been triaged as ‘routine’ should be undertaken within [5] weeks of acceptance of the referral. The remaining 10% to be seen within [6] weeks.

· 90% of referrals that have been triaged as ‘specialist’ should be undertaken within [5] weeks of acceptance of the referral. The remaining 10% to be seen within [6] weeks. 

· The Patient should be offered a choice of day and time of appointment that is convenient to them.

· All providers will produce and send a report to the referrer within a minimum of [2] days or a maximum of [3] days. This report will be made available electronically to the referrer via Choose and Book or email.



An overview of the referral pathway is shown on the next page.















		AQP NOUS Pathway 







		GP determines requirement for NOUS for patient









		Referral form is completed by the practice and sent to the provider or appointment is made on e-RS





		If the form fails to meet criteria, practice is notified by the chosen provider within 1 day of receiving referral





 

		Provider receives form and contacts the patient within 3 days to arrange appointment







		90% of referrals should be undertaken within 5 weeks of acceptance of the referral. All patients (100%) to be seen within 6 weeks.



Where a patient is referred with suspected DVT ultrasound scanning should be undertaken within 2 working days of acceptance of referral and an absolute maximum of 3 working days















		A written clinical report is sent to the referrer (and GP if this is not the same individual) within 2 -3 working days. The information should be communicated electronically via a secure network





		Patient attends appointment





























		3.0 Referral Criteria and Providers







3.1 Referral Criteria

The Direct Access NOUS service provides the following scans:



•	Routine: General abdominal – includes assessment of the aorta, biliary tract, gallbladder, inferior vena cava, kidneys, liver, pancreas, retroperitoneum and spleen;

•	Routine: Gynaecology – including transabdominal and transvaginal;

•	Routine: Renal / bladder / prostate;

•	Routine: Scrotal / testicular;

•	Specialised: Musculoskeletal; thyroid and vascular – includes suspected DVT.



The following are excluded from the service:



•	Cancer – any Patient with suspected cancer should be referred through the two week wait referral pathway;

•	Ultrasound guided procedures;

•	Obstetric care;

•	Scans for Breast, Cardiac Imaging; Chest; Ophthalmology; 

•	Superficial masses or lumps in the neck, axilla or groin; 

•	Children under the age of 18

•	Non-NHS Patients;



































































Direct Access Non-Obstetric Ultrasound (NOUS) Request Form

Please read this page and the Referral Guide carefully prior to making any referral



This service is available to Lincolnshire NHS Patients who are aged 18 years and over, at a range of locations across the county, subject to the exclusion criteria outlined in the Referral Guide.



		PATIENT DETAILS



		Date of Referral:                                                   Date Referral Received           



		Name (First and Surname)      

D.O.B                              Age                (Age≥ 18years)

NHS No.      

Address      

Postcode      



Home Tel No.      

Mobile Tel No.      

		

		Name of Referrer     

Address     

Postcode     

GP Practice Code/ CCG



Tel No.      

Fax No.      

Email     



		Gender:

Male/Female

		Physical/Communication Difficulties (Please specify)      



		If Interpreter required, please specify language:        



Chaperone required (ultrasound only):   (Yes/No)





		BMI           

Weight     

		

		



		Scan request (Referrers should ensure any local care pathways/primary care options have been followed prior to referral)  



		Ultrasound (please read the Referral Guide for Exclusion Criteria)



		Please indicate type of ultrasound required.

		Routine - General Abdomen (Upper abdomen including aorta)

		☐		Routine - Gynaecology (TV/TA Female Pelvis)

		☐		Routine - Scrotal/Testicular

		☐

		Routine - Renal Tract (Renal, Bladder, Prostate)

		☐		

		☐		

		☐

		Specialised - Thyroid

		☐		Specialised - Vascular (suspected DVT)

		☐		Specialised - MSK (Excludes Necks)

		☐







		

Please select:                       Urgent	☐	Specialised    ☐          Routine	☐



		Clinical Condition / Symptoms and Clinical Indication (including relevant previous medical and drug history.  Please include current medication, known drug allergies). Is the patient diabetic?      













		Clinical question to be answered by the scan:      











		Patients in the first trimester of pregnancy are contraindicated. Following this time scanning must be discussed with a Radiologist.

		Previous Imaging (indicate as appropriate)

CT  (Yes/No)

MRI (Yes/No)

Ultrasound	(Yes/No)	

When & where undertaken.  

     

(Copy of report is required with 

referral)	









Provider List to be added following completion of Procurement.Page 2 of 2
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Schedule 3  

Appendix 1 



Patient with signs or symptoms of DVT

Diagnose DVT and treat

ALGORITHM FOR DIAGNOSING DVT

(Taken from 2012 NICE Guidelines for VTE)

No

Was the proximal leg vein ultrasound scan positive?

Yes

No

Yes

Other causes excluded by assessment of general medical history and physical examination

DVT suspected

Two-level DVT Wells score





















DVT likely ( 2 points)

DVT unlikely ( 1 point)







D-Dimer test

Is a proximal leg vein ultrasound scan available within 4 hours of being requested?







D-Dimer Test

Proximal leg vein ultrasound scan 

Was the D-Dimer test positive?



No

Yes





Is proximal leg vein ultrasound scan available within 4 hours of being requested? 

Interim treatment of Rivaroxaban or parenteral anticoagulant (if Rivaroxaban contraindicated)



Was the proximal leg vein ultrasound scan positive







No



Proximal leg vein ultrasound scan ideally within 24 hours of being requested (see note 1)



Interim treatment of Rivaroxaban or parenteral anticoagulant (if Rivaroxaban contraindicated)

Yes

Yes



No







Offer proximal leg vein ultrasound scan

D-Dimer Test



Proximal leg vein ultrasound scan ideally within 24 hours of being requested (see note 1)



Diagnose DVT and treat







Was the D-Dimer test positive?



Was the proximal leg vein ultrasound scan positive?





No

Yes – see note 1



Repeat proximal leg vein ultrasound scan 6-8 days later



Yes

Yes



No





Was the repeat proximal leg vein ultrasound scan positive?







No





Advise the patient it is not likely they have DVT.  Discuss with them the signs and symptoms of DVT, and when and where to seek further medical help.  Take into consideration alternative diagnoses







Note 2 - this pathway is based on NICE Guidance but has been revised to reflect local availability and access to diagnostics, this is highlighted by the bold boxes and arrows which is likely to be the part of the pathway most used.

[bookmark: _GoBack]Note 1 – please refer to NICE Guidance.  Clinicians should use judgement and may wish to consider treatment with Rivaroxaban or parenteral anticoagulant pending a repeat scan.  This should also be a consideration if access to ultrasound is not possible within 24hrs i.e. weekend





Appendix 2



Management of Acutely Swollen Leg in the community

Contact & data recording sheet



		Provider:

		

		Case Identification:

		



		Presentation / History









		Modified Wells Probability Score



		CLINICAL FEATURE

		SCORE



		Active cancer (ongoing treatment or past 6 months)

		+1

		



		Paralysis or recent immobilisation of the lower limb

		+1

		



		Recently bedridden > 3 days or major surgery within 12 weeks

		+1

		



		Localised tenderness along distribution of the deep venous system

		+1

		



		Entire leg swollen

		+1

		



		Calf swelling >3cms compared to asymptomatic leg (10cms below tibial tuberosity)

		+1

		



		Pitting oedema (greater in symptomatic leg)

		+1

		



		Collateral superficial veins (non varicose)

		+1

		



		Previously documented DVT

		+1

		



		Alternative diagnosis likely

		-2

		



		Scores:

		2 or more = probability of DVT Likely

<2 = probability of DVT unlikely

		    Wells Score

		



		

D-Dimer test :   POSITIVE    or  NEGATIVE          Date Test Undertaken ____________________       

Delete accordingly                                                          





		OUTCOME:

Please tick one

		GP care



		EAU/Admit

		Ultrasound

		Discharge



		

Would you previously have admitted this patient to EAU/Medical ward?

		

YES  OR  NO



Delete accordingly



		

ULTRASOUND RESULT

Delete accordingly

		

POSITIVE    or   NEGATIVE





		

Rivaroxaban Initiated    Yes or No     Number of days treatment required ___________



		

LMWH Initiated          Yes or No                Number of doses of LMWH Required ____________







Appendix 3

Prescribing and Clinical Effectiveness Bulletin

Volume 7; Number 15						August 2013   

GUIDANCE ON THE USE OF RIVAROXABAN (XARELTO) FOR THE TREATMENT OF DEEP VEIN THROMBOSIS AND THE PREVENTION OF RECURRENT DVT AND PULMONARY EMBOLISM                                              		 

Key points

· NICE have recommended the use of Rivaroxaban (Xarelto) as an option for the treatment of deep vein thrombosis (DVT) and the prevention of recurrent DVT and pulmonary embolism (PE) after a diagnosis of acute DVT in adults.

· Current management of venous thromboembolism (VTE) requires the initiation of a low molecular weight heparin (LMWH) (e.g. enoxaparin or tinzaparin) for rapid anticoagulation overlapped with warfarin until an effective dose of warfarin is reached (determined using INR monitoring).

· Rivaroxaban removes the need for initial treatment with LMWH, replaces a two stage therapy with a single oral component and removes the need for INR monitoring associated with warfarin.

· In new patients, Rivaroxaban should be the preferred option in those with a suspected DVT (unless contraindicated) while awaiting and subject to Doppler confirmation. Rivaroxaban is also preferred in those with a clear provoking event requiring three months’ treatment (e.g. combined oral contraceptive (COC), trauma, surgery, plaster cast, hormone replacement therapy). Patients should be reviewed at three months with a view to assessing the risks, benefits and need for a longer course where indicated (see Duration of treatment table below).  Rivaroxaban is also preferred in those taking medicines known to interact with warfarin and those for whom regular INR monitoring is hard to access or problematic or where venapuncture is difficult. 

· Rivaroxaban is contra-indicated in patients with active clinically significant bleeding and those with a lesion or condition at significant risk of major bleeding (e.g. recent brain or spinal injury, recent brain, spinal or ophthalmic surgery, recent intracranial haemorrhage etc)) or severe renal impairment.

· In new patients, warfarin remains the preferred option in those requiring a longer duration of treatment (i.e. longer than three months). Warfarin is also preferred in those with severe renal impairment, those with a history of significant peptic ulcer disease, those with hypersensitivity to Rivaroxaban or excipients and those with hepatic disease associated with coagulopathy and clinically relevant bleeding risk. 

· In existing patients, clinicians should consider Rivaroxaban as a possible alternative to treatment with warfarin in patients with poor INR control despite evidence that they are fully compliant with treatment, in patients allergic to or intolerant of coumarin anticoagulants or in patients on long-term LMWH therapy.



Role of Rivaroxaban



For new patients - Rivaroxaban should be the preferred option (unless contra-indicated) in those:

· with a suspected DVT while awaiting and subject to Doppler confirmation.

· with a clear provoking event likely to require three months’ treatment (e.g. combined oral contraceptive (COC), trauma, surgery, plaster cast, hormone replacement therapy)

· taking medicines known to interact with warfarin. The potential for drug, food and alcohol interactions with warfarin is well documented with numerous ‘black spot’ drug interactions listed in the BNF; the range of interacting medicines with Rivaroxaban is considerably narrower. A list of the drugs that are known to interact with Rivaroxaban is provided below.

· for whom regular INR monitoring is hard to access or problematic or where venapuncture is difficult. It is emphasized that the decision to initiate a patient on Rivaroxaban within this context must be based on sound clinical reasoning and should not simply reflect the convenience of the patient or the practice.



Licensed indication and dose

Rivaroxaban (Xarelto) 15mg and 20mg film coated tablets are licensed for the treatment of DVT and PE and for the prevention of recurrent DVT and PE in adults.

For the initial treatment of acute DVT, the recommended dose of Rivaroxaban is 15mg twice daily for the first 21 days followed by 20mg once daily for continued treatment and prevention of recurrence.

A reduced dosage of 15mg twice daily for 21 days followed by 15mg once daily should be used in people with moderate (creatinine clearance 30-49ml/min) or severe (creatinine clearance 15-29ml/min) renal impairment.



Role of LMWH and warfarin 



For new patients - Warfarin should be the preferred option in those:

· requiring a longer duration of treatment (i.e. longer than three months).

· with severe renal impairment (creatinine clearance < 30mL/min). Rivaroxaban is contra-indicated in patients with a creatinine clearance of less than 15mL/min; caution is advised in those with a CrCl between 15mL/min and 30mL/min. Patients with a baseline eGFR of 30-40mL/min/1.73m2 are at risk of progressive/acute renal dysfunction and the potential risks of bleeding with Rivaroxaban should be weighed on an individual basis.

· with a history of significant peptic ulcer disease (rates of major gastro- intestinal bleeding and GI symptoms are lower with warfarin than those reported with Rivaroxaban).

· with hypersensitivity to Rivaroxaban or excipients.

· with hepatic disease associated with coagulopathy and clinically relevant bleeding risk including cirrhotic patients with Child Pugh B and C.



For existing patients - Warfarin remains the anticoagulant of clinical choice.  Clinicians should consider Rivaroxaban as a possible alternative to existing treatment with a VKA in patients with:

· poor INR control despite evidence that they are fully compliant with treatment. Poor INR control is defined as Time in Therapeutic Range (TTR) of < 60% after 4 months in the presence of compliance. Poor INR control as a result of poor compliance is not considered to be sufficient reason to move to an alternative oral anticoagulant. INR monitoring enables assessment of compliance with warfarin; there is no comparable way to assess compliance with Rivaroxaban.  Poor compliers with warfarin are likely to be poor compliers with Rivaroxaban.

· allergy to or intolerable side effects with coumarin anticoagulants.

· on long-term LMWH therapy.



In addition, conversion from warfarin (or alternative VKA) to Rivaroxaban may also be considered for patients:

· with a history of significant bleeding on warfarin. Although significant bleeding is a contra-indication for both warfarin and Rivaroxaban.

· with a history of stroke or transient ischaemic attack (TIA) while taking warfarin (providing there is no evidence of poor or non-compliance). Warfarin should be used with caution in recent ischaemic stroke and is contra-indicated in haemorrhagic stroke. Rivaroxaban is contra-indicated in recent intracranial haemorrhage.

· for whom regular INR monitoring is hard to access. It is emphasized that the decision to initiate a patient on a new OAC within this context must be based on sound clinical reasoning as defined in this guidance and should not simply reflect the convenience of the patient or practice.



All other patients who are well controlled and tolerant of warfarin (or another vitamin K antagonist) are not recommended to change.



Patients with active cancer



NICE TA 261 confirms that there is no direct trial evidence demonstrating that Rivaroxaban is superior to LMWH in patients with cancer. The TA makes no specific recommendations in this regard, but recognizes the disadvantages of currently available treatment (e.g. regular

injections which some patients choose to decline). In the absence of evidence, existing NICE

guidance to use LMWH for 6 months then assess risks and benefits still stands (see NICE CG extract in Appendix 3).



Patients who are pregnant or breast-feeding



Wherever possible, warfarin should be avoided in pregnancy, particularly in the first and third trimesters. Warfarin does not pass into breast milk in significant amounts and appears to be safe for the breast feeding infant, but there is a risk of haemorrhage particularly where there is vitamin K deficiency. Rivaroxaban (Xarelto) is contra-indicated during pregnancy and breast-feeding. Nonetheless, in women with a history of recurrent VTE or PE, anticoagulation may need to be considered and warfarin is preferred. After delivery, warfarin should be delayed until risk of haemorrhage is low, usually after 5 to 7 days.  Warfarin is contra-indicated within 48 hours postpartum. LMWHs are safe in breast feeding mothers and are preferred.



Guidance on switching: Warfarin to rivaroxaban



When switching warfarin (or another VKA) to Rivaroxaban, the VKA should be stopped and the Rivaroxaban initiated as soon as the INR is < 3.0. When converting from warfarin to Rivaroxaban, INR levels are likely to be falsely elevated after initiation of Rivaroxaban. The INR is not a valid measurement of the anticoagulant activity of Rivaroxaban and should not be used for this purpose.



Guidance on switching: Rivaroxaban to warfarin



Switching Rivaroxaban to warfarin requires the Rivaroxaban and the warfarin to be given concurrently until the INR is > 2. For the first two days of the conversion period, give standard initial dosing of warfarin, followed by guidance from INR testing. While patients are on both drugs, the INR should not be tested earlier than 24 hrs after the warfarin dose BUT prior to next dose of Rivaroxaban (as stated above Rivaroxaban may contribute to an elevated INR). There is a risk of underdosing if this procedure is not followed.
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