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[bookmark: _Toc215047247]Introduction and Background
Anticoagulants are medicines which slow down the blood clotting process and are used for many clinical conditions including:
· Atrial Fibrillation (AF) to reduce the risk of AF-related stroke. Patients with AF have a five-fold increased risk of stroke and AF-related strokes are associated with higher mortality and greater disability. 
· Venous Thromboembolism (VTE) treatment and prophylaxis.
· Thrombotic disorders.
· Prophylaxis of thromboembolic complications associated with prosthetic heart valves. 
Most patients with AF and those with mechanical heart valves will need anticoagulation lifelong while some conditions e.g. provoked VTE are likely to only continue treatment for a specified period.

Treatment choice of anticoagulation must be based on clinical features, risk and benefit, national guidance, and patient preference. Patients on anticoagulation need to fully understand the different treatment options available. Anticoagulation treatment options include the Direct Oral Anticoagulants (DOACs) e.g., apixaban, dabigatran, edoxaban and rivaroxaban and Vitamin K Antagonists (VKAs) e.g., acenocoumarol, phenindione and warfarin. NICE guidance states that for the treatment of Non-Valvular Atrial Fibrillation (NVAF; atrial fibrillation that is not related to a heart valve problem, such as mitral stenosis or a prosthetic heart valve) DOACs are the preferred first line anticoagulant.  For some indications e.g. mechanical heart valves, DOACs are not recommended, and patients will be required to stay on VKAs. Warfarin is the most frequently prescribed of the VKAs.

Warfarin has a narrow therapeutic window and is associated with multiple food and drug interactions, necessitating close monitoring of its clinical effects through a blood test called International Normalised Ratio (INR). Expert management of warfarin initiation and monitoring aims to ensure that patients’ INRs are stabilised within a set range, to help prevent adverse effects including bleeding and thromboembolic events.  For patients with AF, the quality of anticoagulation (warfarin) management can be assessed by calculating Time in Therapeutic Range (TTR), a measure of the proportion of time a patient’s INR is within their specific target treatment range. 

DOACs do not require regular INR monitoring, but follow up, on an annual basis, at minimum, is required to review treatment, adjust dosing, if necessary, based on current weight and renal function, and assessment for adverse effects such as bleeding and thromboembolic events. DOACs can be initiated and managed by General Practitioners (GPs). The proposed service will identify patients taking warfarin for NVAF and where appropriate, switch them to a DOAC prior to discharging from the community anticoagulation service once stabilised, to their registered GP for ongoing management.

All patients on anticoagulants must have an in-depth review of their anticoagulation treatment by a healthcare professional at least annually. For some, especially those on warfarin with a low TTR (< 65%) or a higher risk of bleeding, these reviews will need to be more frequent. The review is an opportunity for patients to discuss their anticoagulation therapy and treatment options, and for healthcare professionals to conduct a more holistic review including change to indication or target INR, adherence and long-term control. For patients on warfarin, this review will be undertaken by their community anticoagulation service provider, while for patients on DOACs, this review 
          will be undertaken by their registered GP. 

This community anticoagulation service will serve the population of North East London (NEL).  NEL has a population of over 2 million people and comprises seven places: Barking and Dagenham, City and Hackney, Havering, Newham, Redbridge, 
         Tower Hamlets and Waltham Forest. Service providers for each place are:

	CAS Provider
	Place

	City and Hackney IPC CIC
	City and Hackney

	Healthbridge Direct
	Redbridge

	Together First CIC
	Barking and Dagenham

	Waltham Forest GP FedNet
	Havering, Newham, Tower Hamlets, Waltham Forest







1. [bookmark: _Toc215047248]Outcomes
Of the NHS Outcomes Framework domains and indicators, the following will be supported through this contract.

	1
	Preventing people from dying prematurely
	√


	2
	Enhancing quality of life for people with long term conditions
	√

	3
	Helping people recover from episodes of ill health or following injury
	√

	4
	Ensuring people have a positive experience of care
	√

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



1.1 [bookmark: _Toc215047249]Local Outcomes
Community anticoagulation monitoring is well established in NEL. This specification builds on the existing services, with the following key elements:

· There will be a single service specification across NEL to provide a consistent service for the population and reduce inequalities in access to the service.
· To provide stabilisation, monitoring and dosing in a community setting in line with national guidance and standards as set out in section 4.4; aiming to improve warfarin control in patients, manage excursions from target INR range and reduce warfarin associated adverse events.
· Compliance with agreed clinical pathways of care and guidance with standardised reporting and audit requirements to ensure quality and safety.
· To provide a DOAC switching service for suitable patients with NVAF which will provide counselling patients prior to safe transfer to their registered GP. 
· To accept suitable patient referrals from secondary care anticoagulation clinics.

2. [bookmark: _Toc215047250]Scope of Service
[bookmark: _Hlk213848647]Patients registered, with a GP in NEL will be referred to the service from secondary care anticoagulation services. This will include patients aged 18 and over whose anticoagulation therapy has been previously initiated and managed by acute services. Referrals can be made by GPs if a patient is newly registered to a NEL practice and meets the inclusion criteria of this specification.

This specification requires the service provider to deliver:
1. Warfarin monitoring and maintenance dose adjustments for patients established on warfarin.
2. Switching from warfarin to DOAC in a minimum of 30% patients with NVAF annually in year 1 and year 2 with a follow up appointment for each patient within one month, followed by transfer of care to patient’s GP for continuation of treatment. 
3. The management of excursions from target INR as per Appendix 1. 
4. Where necessary, escalation of complex patients to secondary care specialists, including referral back to secondary care for ongoing monitoring, to be decided on a case-by-case basis.
5. Domiciliary visits where patients fit criteria for these.
6. Patient education, information and decision support on anticoagulation
7. An in-depth annual review for all patients on warfarin as per Appendix 8
8. A positive experience of care for all patients.

2.1 [bookmark: _Toc215047251]Service Aims
To provide a high quality, standardised, clinically and cost-effective community anticoagulation service which maximises safety and adherence, minimises risk and maximises treatment benefit for patients on anticoagulation therapy.

2.2 [bookmark: _Toc215047252]Service Key Objectives
· To support reductions in stroke and other thromboembolic events via the provision of a community anticoagulant management and monitoring service, in line with local clinical priorities, guidance from NICE, the British Committee for Standards in Haematology and recommendations from the 2007 National Patient Safety Agency Alert: Safer use of anticoagulants. 
· To reduce avoidable hospital or secondary care visits by managing most patients who require anticoagulation closer to home including domiciliary visits where patient is registered as house bound
· To ensure the provision of equitable access to anticoagulation therapy in the community. 
· To ensure the most appropriate choice of anticoagulant for individual patients based on their needs and characteristics.
· To be part of an integrated pathway that ensures the seamless flow of patients between primary and secondary care.
· To be a convenient “one-stop” clinic where patient education, discussion and support, blood tests, dose changes and follow up arrangements are all made during the patient consultation.
· To ensure management of TTR and where excursions occur, these are appropriately managed as per Appendix 1, referring patients to emergency services when necessary.


2.3 [bookmark: _Toc215047253]Service Responsibilities
The service provider will be responsible for ensuring that the service is provided in accordance with all aspects of the service specification. In particular, that:

· There is a named service clinical lead who is accountable for the commissioned service and its safe and effective delivery across a place (see section 4.1 Service Clinical Lead).
· There is a designated named lead for each clinic site. The site lead is clinically responsible for patients under their care and for ensuring the service, including anticoagulation monitoring, dosing, management of excursions and switching to DOACs is delivered at that clinic site according to the specification.  
· The service clinical lead must ensure they have an up-to-date list of all clinic site leads and must be informed if any clinic site leads are absent, and of the contingency plan in place during this absence.
· Anticoagulation clinic sites shall be provided in the community and geographically spread in line with population need and within accessible locations, while also maintaining an adequate patient list to ensure enough service time to maintain staff competence.  
· Anticoagulation clinic sites must operate at least one day per week with availability of ad hoc appointments if patients require more than one INR check in a 7-day period or cannot attend on the day the service is running.
· Healthcare professionals who monitor, review and adjust doses of anticoagulation therapy must have undertaken the minimum training and competency requirements as per Appendix 2 and have access to ongoing training to meet the requirements of their role. 
· Each clinic site must have Standard Operating Procedures (SOPs) in place to ensure a safe and consistent service is provided (see Appendix 10).  This includes a SOP to enable patients already self-monitoring to safely continue to do so (see section 4.9).
· The service provider will ensure that there are effective processes in place to manage the referral of patients to the service, and relevant communication with the interfaces of care including: patient’s registered GP, community pharmacy, care home and the and the relevant secondary care anticoagulation service, if needed. 
· Each patient consultation and entry on the Clinical Decision Support System (CDSS), whether a routine visit or an annual review, must be recorded in a standardised template and made available in the patient’s registered GP record.  
· Patients referred to the service must be accepted within 3 weeks of referral.  
· All patients taking warfarin receive at least an annual review of their anticoagulation treatment by the service provider.
· All patients taking warfarin for NVAF are considered for switch to DOAC where appropriate.
· All Serious Incidents and patient safety events are reported in accordance with NEL ICS Patient Safety Events and Serious Incidents in Primary Care Policy and Patient Safety Incident Response Framework policies (see section 4.8).  Learning, where relevant will be shared across all community anticoagulant providers.
· The service provider is to adopt appropriate Quality Assurance processes for point of care testing equipment and materials as per Appendix 3.
· There is safe management, documentation and communication of the cessation of anticoagulation as advised by a specialist.  This must be made available for entry to the patient’s registered GP record.
· All relevant KPIs and financial data as indicated by the service specification are reported in a timely manner as requested by the commissioner.
· The service provider will meet with the commissioner on a quarterly basis to discuss submitted KPIs and provide mitigations, if requested, for any unexpected deviations from quarterly data trends or national standards.
· Additional data requests from the commissioner are responded to, with improvement and/or remedial actions carried out as required by the commissioner.

2.4 [bookmark: _Toc215047254]Target Population and Eligibility Criteria
All patients within NEL who require warfarin monitoring and do not fall into any of the exclusion criteria as listed in Section 2.5, will be eligible for the community anticoagulation service. This includes patients identified by their GP as being housebound and as a result require domiciliary visits. 

Patients can access the service by:
· Referral from secondary care 
· The service proactively working with secondary care to identify patients suitable for primary care anticoagulation monitoring.
· Referrals by a GP if a patient is newly registered to a NEL practice and meets the inclusion criteria of this specification.

See Appendix 4 for patient details required on referral to the community anticoagulation service.

Certain patient categories (see list below) may be more challenging to manage:

· Other antithrombotic treatment in addition to anticoagulant therapy required for the management of other medical conditions (e.g. antiplatelets)
· History of haemorrhagic stroke
· History of clinically significant bleeding
· Plan for cardioversion
· Active cancer +/- chemotherapy
· Cognitive impairment
· Known alcohol problems
· Difficult living situation and or lack of social support
· Communication difficulties

Some patients in these categories may need to remain in secondary care anticoagulation services; decisions on appropriateness for community anticoagulation management will be made on an individual patient basis following a discussion between the service clinical lead and the patient’s secondary care anticoagulation team.
There may also be clinical scenarios where patients are no longer suitable for community anticoagulation services and will need to be referred back to secondary care anticoagulation teams; this will be discussed and agreed between the service clinical lead and secondary care anticoagulation team on an individual patient basis.

2.5 [bookmark: _Toc215047255]Exclusion Criteria
Exclusions from accepting referrals for warfarin monitoring and dosing by the community anticoagulation service are:
· Known hereditary or acquired bleeding disorder. 
· Deep vein thrombosis (DVT), pulmonary embolism ((/PE) or acute thrombosis within the previous three months
· Documented evidence of central nervous system (CNS) haemorrhage within the previous 6 months
· Gastro-intestinal bleeding within the previous 6 months
· Significant liver disease: if liver function is deteriorating then these patients should either be retained in secondary care, or if already in primary care, be considered for referral back to the specialist service
· Patients receiving a Vitamin K antagonist other than warfarin (e.g. phenindione or acenocoumarol)  
· Intravenous drug user 
· APLS- Anti phospholipid syndrome
· Pregnancy
· Women trying to conceive
· Children less than 18 years of age
· End Stage renal disease, eGFR < 15mililitres/minute

2.6 [bookmark: _Toc215047256]Service Provision
· Each clinic site will have a site lead, who is ideally a prescriber and is clinically responsible for all patients registered at that site. This includes anticoagulation monitoring and for ensuring contingency plans are in place to cover periods of absence. Contingency plans should include the running of clinics, advice to patients who have queries or problems and the timely submission of required quality assurance assessments.
· Each clinic site must have in place SOPs to cover all aspects of delivery of the service specific to that site. The service must ensure that SOPs are updated as necessary and reviewed at least every two years.
· All patients registered with the service will be seen in person, either in a clinic setting or at home, by a member of staff who has undergone appropriate anticoagulation training as per Appendix 2 and is working in line with the site SOP for managing patients on anticoagulation. 
· Decisions on warfarin dose changes and testing intervals must always be undertaken by a registered clinician.  This can be a GP, pharmacist or nurse with suitable training and experience. 
· Recommendations on dosing and testing intervals should be undertaken in conjunction with a suitable CDSS; however, the clinical responsibility lies with the registered clinician.
· If INR testing is carried out by a Healthcare Assistant (HCA), or other professional who is not a registered clinician additional protocols must be in place to ensure appropriate clinical oversight and decision-making.
· If HCAs, or other unregistered clinicians are involved in warfarin management, this may include the use of CDSS but any recommendations resulting in changes to a patient’s dosing regimen or testing frequency should be made by a clinician with a prescribing qualification as per Care Quality Commission GP mythbuster 92: Anticoagulant monitoring in primary care.
· The length of time between test dates will vary according to clinical need but stable patients on warfarin should have their INR checked at least every 12 weeks. Less stable and new patients will require more frequent tests, to optimise time in therapeutic range Patients who are self-testing/self-monitoring should be seen face to face in clinic at least annually.
· The service provider should ensure that a systematic call and recall system is in place and should be able to provide data to demonstrate the effectiveness of the system.
· The service provider should implement appropriate and effective strategies for monitoring and ensuring the safety of non-attenders, including escalation to their registered GP.

3. [bookmark: _Toc215047257]Clinical Management
3.1 [bookmark: _Toc215047258]Service Clinical Lead
Each NEL place will have a Service Clinical Lead who will use their clinical knowledge in the area of anticoagulation to ensure that patients receive safe and effective care within that place, in line with the service specification. 

Roles and responsibilities of the Service Clinical Lead include the following:

· To be accountable for the development and delivery of a place-based community anticoagulation service by supporting the development and accreditation of the service across several clinic sites.
· To ensure that all clinic sites have access to GP Clinical Systems and CDSS and that there are appropriate data sharing agreements in place with other service providers and GP practices within the place.
· To ensure all staff involved in service provision have the appropriate level of access to CDSS and have had necessary training on CDSS as per Appendix 2.
· To oversee and manage processes for transferring patients from secondary care to the service provider which includes clinically screening all patients referred to the service prior to accepting them, ensuring all relevant referral information is entered onto CDSS.
· To monitor and audit the quality of services being delivered, and to make recommendations for improvement as required.
· To review quarterly KPI submissions and to contribute to formal reports on contract delivery and progress to the commissioner.
· To review and investigate any queries raised by the commissioner following quarterly KPI submissions.
· Review, investigate and report to the commissioner any incidents or near misses relating to anticoagulation.
· To lead on the development of local service pathways and protocols as required.
· To lead on the identification and management of risks in relation to the community anticoagulation service.
· To establish and maintain effective communication with all clinic sites, and to be a key source of information for staff regarding the community anticoagulation service.
· To develop relationships with secondary care anticoagulation providers, ensuring seamless care on transfer to the service and a process of escalation to secondary care specialists in the case of complex queries.
· To build effective relationships with a wide range of stakeholders including commissioners, local GPs, primary care nurses, GP practice managers, local hospital and community staff including specialist nurses, pharmacists, etc. to facilitate multi-agency service development.
· To review any patient feedback of their experience of the service and suggestions for improvements.
· To share learning and examples of good practice across the service.
· To ensure all clinic sites have SOPS in place to ensure a safe and consistent service is provided.  This includes an SOP to enable patients already self-monitoring to safely continue to do so.
· To ensure training of staff working within the service is up to date and competency assessed.  

3.2 [bookmark: _Toc215047259]Referral of patients to the service
The service provider is responsible for setting up a seamless process for accepting referrals to the service. 
The expectation is that patients who are stable on warfarin will be transferred from secondary care anticoagulation services.  
The service will accept referrals from a NEL GP practice if requested to do so by a secondary care anticoagulation clinic or anticoagulation provider outside of NEL.  This may be the case if a patient relocates and registers with a NEL GP practice and needs to be referred to a NEL community anticoagulation service provider.  
Details on minimum information which must be included in the referral are outlined in Appendix 4: Details required on referral to the community anticoagulation service.

3.3 [bookmark: _Toc215047260]Record Keeping 
The service provider shall retain a comprehensive record for each patient that shall be updated at each consultation.
  
Details on minimum requirements for record keeping are outlined in Appendix 5: Record Keeping for the community anticoagulation service

3.4 [bookmark: _Toc215047261]Management of patients taking warfarin 
See Appendix 6: Management of patients taking warfarin, which includes information on:
· Warfarin monitoring
· Information and education for patients and their carers
· Patient hand-held records
· Supply of warfarin
3.5 [bookmark: _Toc215047262]Management of Excursions from therapeutic INR
See Appendix 1: Management of Excursions from therapeutic INR
3.6 [bookmark: _Toc215047263]Switching from warfarin to a DOAC in patients with non-valvular atrial fibrillation
The service provider will actively identify patients taking warfarin for NVAF and review them to see if they are appropriate for a switch to a DOAC.
Patients with poor control of INR (TTR <65%) should be prioritised as per NEL Guidance in Appendix 7 which is based on Guidance on safe switching of warfarin to DOAC COVID-19 which was issued by the Royal Pharmaceutical Society in 2020.
The service provider is requested to switch a minimum of 30% patients with NVAF annually in year 1 and year 2 with a follow up appointment for each patient within one month, followed by transfer of care to patient’s GP for continuation of treatment. 

See Appendix 7: Guidance on switching from warfarin to DOAC in patients with Non-Valvular Atrial Fibrillation
3.7 [bookmark: _Toc215047264]Pausing Warfarin Treatment 
Patients who require surgery or other invasive procedure (e.g. dental) may need to have their anticoagulation stopped temporarily. In all cases, a clear plan on management of anticoagulation before and after the procedure should be provided by the specialist surgical team undertaking the surgery or other invasive procedure or the secondary care anticoagulation team. 
The service provider should ensure they have received a documented, working plan to guide management. 
Advice on managing patients undergoing dental surgery is available from the Scottish Dental Clinical Effectiveness Programme  (Management of Dental Patients taking Anticoagulants or Antiplatelet Drugs)
3.8 [bookmark: _Toc215047265]Individual Patient Annual Review 
The service provider will complete, at minimum, an individual annual review for all patients taking warfarin.

See Appendix 8: Individual Patient Annual Review for details on what the annual review should include.
3.9 [bookmark: _Toc215047266]Domiciliary Service
The service provider agrees to monitor all patients who meet the inclusion criteria for the community anticoagulation service, including those who are housebound as assessed and formally classified by their registered GP. These patients will be coded as “housebound” on the GP system and require home visits by the service provider.  
A patient is considered housebound if their condition is such that:
· They cannot leave their home at all, or
· They can only leave their home with significant effort, assistance, or support (e.g., from another person, a wheelchair, or specialist transport), and
· Leaving home would be medically contraindicated (i.e., harmful to their health) or highly impractical due to their condition.

For patients requiring a home visit, the service provider needs to ensure that this is recorded on the CDSS so it can be reported in the quarterly KPIs.  Similarly, if a patient, no longer requires a home visit this also needs to be recorded on CDSS.
Routine domiciliary visits should not be undertaken for patients who have not been assessed and formally classified as housebound by their registered GP, however the service provider may use their clinical judgement in the absence of an assessment and formal classification or when domiciliary visits may be required for a temporary period.

3.10 [bookmark: _Toc215047267]Adverse Events
The service provider must record patient safety events (incidents), serious incidents (SIs) and near misses on the Learning From Patient Safety Events (LFPSE) platform. The service provider must conduct Patient Safety Incident Investigations (PSIIs) when a patient safety event, incident or near miss indicate significant patient safety risks in line with the 2022 Patient Safety Incident Response Framework (PSIRF), guidance on Learning from Deaths in the NHS and the revised 2018 Never Events Policy and Framework. 
The service provider is also expected to report all SIs to the Commissioner including:
· All cases of bleeding requiring hospital admission.  
· Any patient who has a major bleed or thrombosis. 
· Any apparent drug reaction or interaction resulting in under or over anticoagulation.
· Death of a patient on anticoagulation therapy whatever the cause.

3.11 [bookmark: _Toc215047268]Self-management and self-monitoring arrangements
The service provider should ensure that there are suitable systems and local policies in place for the management of patients who wish to self-monitor or self-manage their INR in line with national guidance. This could be a particularly useful option for stable patients on extended-interval INR monitoring who are not suitable for switch to a DOAC. There is evidence that compared to standard monitoring, patients who self-monitor or self-management show improved quality of their oral anticoagulation therapy. 
The service provider is also encouraged to consider any technology that might support patients undertaking self-monitoring. 

An SOP on the management of patients who wish to self-monitor or self-manage their INR is required to be in place at each clinic site and must include:

· Training and competency assessment of any patients undertaking self-testing or self-monitoring
· Appropriate external quality assurance for any machines used by patients  
· An agreement signed by the patient and the site lead, who is clinically responsible for the anticoagulation service at the site where the patient attends for warfarin monitoring.  This should include as a minimum, review of the patient at least every 6 months for the first 12 months and then at least annually thereafter, and documentation of results and dosing 
· Use of appropriate machines that have been evaluated for self-monitoring.

Currently there is no specific funding for self-monitoring or self-testing. We understand that current expenditure is picked up by patients purchasing machines and GP practices prescribing the appropriate strips. The service provider will still be funded the usual fees for review of any self-monitoring patients and will be expected to provide activity safety and clinical quality data for this patient group. The overall funding situation will be kept under review. 

4 [bookmark: _Toc215047269]Quality and safety systems
4.1 [bookmark: _Toc215047270]Point of Care Testing (POCT) and Quality Assurance (QA)
QA is the overall term used to describe all measures that are taken to ensure the reliability of results from anticoagulation POCT testing and reporting. Internal Quality Control (IQC) and External Quality Assessment (EQA) are two distinct, yet complementary components of Quality Assurance.

Appendix 3: Guidance on Internal and External Quality Control outlines the expectations and requirements of services utilising anticoagulation POCT devices to ensure that services are safe and effective for patients.

The service provider is to complete IQC at minimum of monthly.  It is also good practice to complete IQC:
· When a new batch of strips is introduced
· If INR results are unexpected
· If the machine is accidentally dropped
· Following service or repair of the machine

IQC results should be documented on the CDSS and made available to the commissioner on request.
EQC is to be completed every two months using an accredited provider as per Appendix 3.
4.2 [bookmark: _Toc215047271]Computerised Decision Support Software (CDSS)
The accredited Computerisation Decision Support System (CDSS), INRstar, is to be set up and used by the provider to store this information and must be in place on all sites used to deliver the service. INRstar shall be a common system used throughout NEL, allowing safe transfer of patients between clinic sites or service providers if required. 
INRstar will provide guidance on dosing as well as record patient details and outcomes. 
INRstar is to be set up so entries on INRstar are automatically filed back to the patient’s GP record.  Details on how to set this up are available at INRstar Help - Clinical Systems Interfaces. 
Healthcare professionals undertaking warfarin management should be aware of the limitations of INRstar and use their professional responsibility to always exercise clinical judgement.
The service provider must ensure that all staff members involved in the community anticoagulation service have the correct level of access to INRstar as per  INRstar Help - Understanding Roles and Permissions 
The service providers must ensure the status of patients is up-to-date on INRstar as per INRstar Help - Patient Status: Activating, Suspending or Deactivating a Patient 
All staff members undertaking warfarin review need to ensure they have completed training on INRstar as per Appendix 2.
4.3 [bookmark: _Toc215047272]Clinical Audit
The service provider must undertake regular audit of the service, reporting on set key performance indicators (KPIs) covering the safety and quality requirements for each service provider site, as outlined in Section 7.  
The commissioner will monitor audit outcomes as part of the contract management.
4.4 [bookmark: _Toc215047273]Applicable National Standards
See Appendix 9: National Standards relating to Anticoagulation.
4.5 [bookmark: _Toc215047274]Applicable Local Standards
See Appendix 10: Local Standards relating to Anticoagulation.
4.6 [bookmark: _Toc215047275] Clinic Site Premises
In line with the Care Quality Commission, service providers must ensure that anticoagulation clinic  site premises meet the standards set out by the Health and Social Care Act (2008) (Regulated Activities) Regulations 2014, Regulation 15: Premises and equipment .
5 [bookmark: _Toc215047276]Reporting Requirements and Contract Monitoring Meetings
The provider is requested to submit quarterly reports to the commissioner and contract lead at the end of each financial quarter: 
	Quarter
	Report date range
	Submission month (date TBC)

	1
	1st April to 30th June inclusive
	July

	2
	1st July to 30th September inclusive
	October

	3
	1st October to 31st December inclusive
	January

	4
	1st January to 31st March inclusive
	April



Data to be submitted includes Key Performance Indicators (Section 5.1) and Activity and Quality Metrics (Section 5.2).  
The data must be provided for each individual clinic site in addition to a consolidated report if the service provider covers multiple sites. 
Reporting framework and deadlines will be confirmed by the commissioner.
A contract monitoring meeting will take place on a quarterly basis following submission of the quarterly report.  It is expected that each service clinical lead will attend these meetings. This meeting will allow for discussion around data submitted.   
Dates for these meeting will be confirmed by the commissioner.
When issues with performance arise, the commissioner may ask for additional reports, action plans or ad hoc meetings to discuss and address the issues.

5.1 [bookmark: _Toc215047277]Key Performance Indicators
Key Performance Indicators (KPIs) will be reported on a quarterly or annual frequency as per the table below.  
Targets for KPIs numbered 1-5 are based on INRstar National Averages.  It is expected that each clinic site will achieve these quarterly targets, however it is recognised that there will be occasional exceptions due to factors including the inter-individual variability of warfarin and patient adherence.  Mitigations will be reviewed on a case-by-case basis for clinic sites who fail to achieve quarterly targets.  These mitigations will be discussed at the quarterly monitoring meeting. 
	Key Performance Indicators
	Target
	Reporting Frequency

	1.
	Location 12-month TTR 

	70%
	Quarterly

	2.
	% of patients with an INR reading > 5 ≤ 8 
	1.1%
	Quarterly 

	3..
	% of patients with an INR reading > 8 
	0.02%
	Quarterly

	4.
	% of patients with an INR reading > 1 unit below target
	3.7%
	Quarterly

	5. 
	INR variance within one unit of target INR

(75% of patients should be within 1 unit higher or lower than their target INR for each anticoagulation clinic site per quarter)
	75%
	Quarterly

	6.
	External Quality Control (EQC) for each INR machine in use by the service.
Submit bi-monthly PASS/FAIL result.

Evidence of bi-monthly EQC report to be available on request from the commissioner.
	100%
	Quarterly

	7.
	Internal Quality Control (IQC) for each INR machine in use by the service.
Record monthly on INRstar.

Evidence of IQC to be available on request by commissioner 
	100%
	No submission
required

	8.
	Total number of patients referred to the service who are accepted within 3 weeks of referral
	95%
	Quarterly

	9.
	Number and % of patients with atrial fibrillation switched from warfarin to a DOAC

Submission of INRstar Drug and Diagnosis Usage Summary Report. 

This indicator is linked to a payment outcome (see section 5.1.1) 

	30%
	Annually

	10.
	Number of patients taking warfarin who received an annual review.
Date of annual review to be recorded on INRstar.  
Evidence of review to be available on request by the commissioner.
	95%
	Annually



[bookmark: _Toc215047278]5.1.1 Outcome Payment Indicator
The indicator: Number of patients with non-valvular atrial fibrillation (NVAF) switched from warfarin to a DOAC is an outcome payment linked to payment for Year 1 and Year 2 of the delivery of this contract. 
[bookmark: _Hlk214282142]Number of patients switched to DOAC will be monitored on a quarterly basis and the calculation will be made on an annual basis by the following numerator and denominator:
Number of patients with AF switched to DOAC (1st January to 31st December) / Number of patients with NVAF on 1st January at the start of each year.
Providers will be asked to submit an INRstar report “Drug and Diagnosis Usage Summary Report” dated 1st of January and 31st December each year.  This report will outline the number and % of patients for each warfarin indication, including atrial fibrillation. The quality of the report will depend on the accuracy of information on each patient INRstar record.
The minimum annual target required to achieve payment is 30%.
The outcome payment will be paid to the provider in February of each year as outlined below:
	Contract Period
	Outcome Achievement Confirmation Period
	Outcome Achievement Payment

	01/01/2026 - 31/12/2026
	January 2027
	February 2027

	01/01/2027 - 31/12/2028
	January 2028
	February 2028

	01/01/2027 - 31/12/2028
	January 2029
	Not applicable



5.2 [bookmark: _Toc215047279]Activity and Quality Metrics
Activity and Quality will be reported on a quarterly or annual frequency as per the table below.  These metrics will be discussed as required at the quarterly monitoring meeting.

	Activity and Quality Metrics
	Reporting 
Frequency

	1
	Total number of patients registered for warfarin monitoring  
	Quarterly

	2
	Number of warfarin patients who attended for POCT 
	Quarterly

	3
	Total number of DNAs
	Quarterly

	4
	Total number of patients lost to follow up 
	Quarterly

	5
	Total number of new stable warfarin patients transferred to the community anticoagulation service

	Quarterly

	6
	Number of patients from the community anticoagulation service referred to secondary care anticoagulation services with reason
	Quarterly

	7
	Total number of home visits for warfarin monitoring 
	Quarterly

	8
	Total number of patients switched from warfarin to a DOAC
	Quarterly

	9
	Total number of patients requiring bridging with Low Molecular Weight Heparin
	Quarterly

	10
	Total number of patients requiring administration of Vitamin K (phytomenadione)
	Quarterly

	11
	Number and detail of complaints received in relation to service
	Quarterly

	12
	Number and detail of adverse events relating to warfarin (e.g., hospitalisation or emergency care relating to AC treatment: stroke, thrombosis, bleeding, death) 
	Quarterly

	13
	Proportion and breakdown of patient satisfaction surveys received in relation to the service
	Annually

	14
	Confirmation of location and access times of the current provider sites
	Annually

	15
	Number of patients self-testing and number of patients self-managing 

	Annually 

	16
	Breakdown of warfarin indications being managed by the service via the INRstar Drug and Diagnosis Usage Summary	
	Annually 

	17
	Breakdown of patients being managed by the service in terms of age, gender, ethnicity and postcode (deprivation indicator)
	Annually

	18
	List of SOPs currently in place and date of last review
	Annually


	19
	Staff competency records
Evidence to be available on request by commissioner
	No submission required




6 [bookmark: _Toc214282338][bookmark: _Toc215047280]Appendices
Appendix 1 [bookmark: _Toc215047281]Management of Excursions from Target INR 
See NEL Guideline: Management of Excursions from Target INR range in Patients taking Warfarin available in the Community Anticoagulation Service Folder at: https://primarycare.northeastlondon.icb.nhs.uk/home/meds/medicines-guidelines-cardiovascular/
Appendix 2 [bookmark: _Toc215047282]Training and Competency Assessment Requirements
The service provider shall be responsible for ensuring that all staff responsible for providing the community anticoagulation service are deemed clinically competent and have been   trained accredited and assessed in line with national standards. 
All health professionals delivering direct patient care should be registered with an   independent UK health regulator i.e. GMC, NMC or GPhC. 
Completion of accredited training, followed by yearly refresher courses is expected of all      staff involved in the provision of this service specification.  Evidence of training and yearly updates needs to be available on request of the commissioner.  
The service provider shall ensure that:
a) All staff employed in the provision of the service meet the competencies recommended by the National Patient Safety Agency: Actions that can make anticoagulants safer. [ARCHIVED CONTENT] Actions that can make anticoagulant therapy safer: Alert and other information
· Staff are competent in maintaining anticoagulation therapy
· Staff are competent in managing anticoagulants in patients requiring dental surgery
· Staff are competent in reviewing the safety and effectiveness of the anticoagulant service 

b) All staff involved in the provision of the community anticoagulation service have training on the use of the CDSS INRstar sufficient to meet the requirements of their role.

c) All staff involved in INR testing are competent in the use of associated machinery and consumables.

d) All staff involved in the switch of NVAF patients from warfarin to DOACs must be a medical prescriber or non-medical prescriber whose scope of practice includes anticoagulation. They must have completed an accredited course on anticoagulation e.g.
· BMJ Learning: Anticoagulation in Primary Care
and be trained, competent and fully aware of the Summary of Product Characteristics (SPCs) of the various DOACs.
e) There is a designated service clinical lead who has:
· The competence to oversee the clinically safe management of a community-based anticoagulation clinic(s) using near patient testing for INR testing, interpreting INR results and assessing the dose of oral anticoagulation to maintain results within their appropriate therapeutic ranges 
· Knowledge, competence, and expertise in all anticoagulation therapies including DOACs, bridging therapy and warfarin 
· A comprehensive understanding of the conditions requiring oral anticoagulation therapy and the target ranges for oral anticoagulation therapy 
· The ability to evaluate which target INR is required when treating different conditions 
· An understanding of the pharmacology of oral anticoagulants and ability to determine the relevant medication, side effects, antidotes, interactions and dosing 
· Experience in dealing with clinical queries relating to anticoagulation and escalation for specialist input when necessary
·  The ability to critically analyse all aspects of anticoagulation management and therefore evaluate aspects for safe practice 

f) [bookmark: _Hlk202386881]All staff have supporting evidence of having met individual clinical and governance requirements in: 
· Safeguarding adults and children
· Dealing with blood products and spillage 
· Health and Safety including legislation 
· Hand washing and infection control 
· Needle stick injury 
· Data protection 
· Basic Life Support
· Staff Disclosure and Barring Service (DBS) clearance (previously known as Criminal Record Bureau (CRB) clearance). 

g) There is a robust recruitment, induction and training programme which ensures that all staff employed to work in the service have a thorough understanding of the specific requirements of the service and that all standards are met.

h) [bookmark: _Hlk202386831]Appropriate time is allocated for staff involved in the anticoagulation service to have protected learning time and enable attendance at mandatory training.
Appendix 3 [bookmark: _Toc215047283]Guidance on Internal and External Quality Control
See NEL Guideline: Quality Assurance of INR Point of Care Testing from Community Anticoagulation Service Providers in NEL available in the Community Anticoagulation Service Folder at https://primarycare.northeastlondon.icb.nhs.uk/home/meds/medicines-guidelines-cardiovascular/
Appendix 4 [bookmark: _Toc215047284]Details Required on Referral to the Community Anticoagulation Service
For each patient considered eligible for transfer into the community anticoagulation service, details as outlined below will be provided to the community anticoagulation service provider.  
Minimum data set required on referral of a patient to the community anticoagulation service provider: 
· Patient details (name, address, telephone number, DOB, ethnicity, sex, registered GP details and NHS number) 
· Indication(s) for warfarin 
· Details of location and type of prosthetic heart valve 
· Target INR and desirable therapeutic range
· If relevant, details of why the target INR is higher than expected for the indication
· Date of initiation of warfarin
· If the patient is suitable for a DOAC (if patient is not suitable then the reason should be included)
· Proposed duration of anticoagulant therapy 
· Name and speciality of initiating practitioner
· Previous 3 consecutive in-therapeutic range INRs over a minimum of a 4-week period
· Date at which the next INR is due 
· Other medicines the patient is taking 
· Allergies 
· Details of any patient categories which may be more challenging to manage as outlined in section 2.4

Appendix 5 [bookmark: _Toc215047285]Record keeping for the Community Anticoagulation Service
The provider will retain a comprehensive record for each patient that shall be updated at each clinic visit.  Each clinic consultation should include documentation on:  
a. Patient’s INR value
b. Dose of warfarin recommended
c. Date of next appointment  
d. Information from the patient about unusual bleeding or bruising, adherence to treatment, new medication (including over the counter, homeopathic and herbal remedies, changes in diet, changes in alcohol or smoking, or planned surgery
e. Relevant notes supporting dose decision, counselling advice, self-testing or self- management and ongoing clinical review
f. Relevant information on management of INR values that are out of range including:
· reason for INR excursion if identifiable
· details on rationale and dosing for bridging treatment with low molecular weight heparin or to administer Vitamin K
· details of the management plan for the INR excursion
g. Details on any advice received from service clinical lead or specialist anticoagulation services.  

In addition, the provider shall be able to provide the following for any patient under their care:  
a. Patient name, date of birth, NHS number, address including postcode, gender and ethnicity (required for reporting on Equity in Access)
b. Indication for treatment with warfarin
· note some patients may have > 1 indication for warfarin and all indications should be documented
· In the case of prosthetic heart valves, location of implant and type of valve should be documented
c. Date of initiation of treatment 
d. Planned duration of treatment and discontinuation date if applicable
e. Target INR and desirable therapeutic range
f. Time in Therapeutic Range (TTR)
f. Relevant notes supporting dose decision, counselling and self-management  
h. Frequency of missed appointments  
i. Medical conditions, hospital admissions likely to affect anticoagulation 
j. Bleeding episodes and adverse events including submission to commissioner of all patient safety incidents  
l. Name of initiating Consultant or GP  
m. Any actions taken other than dosing and retest dates.  

The accredited Computerisation Decision Support System (CDSS), INRstar, will be set up to store most of the above information. Otherwise, the relevant information will be available from the patient’s medical notes on the GP Clinical System which must be accessible to the relevant clinic site. 

The provider is required to ensure that all clinical information relating to the patients anticoagulation management is recorded in the patient’s own Registered GP Clinical System lifelong medical record. 

Appendix 6 [bookmark: _Toc215047286]Management of patients taking warfarin 
a) Warfarin Monitoring
· For patients taking warfarin, the dose required to achieve the therapeutic target INR is highly variable between patients.
· Dosage decisions should be supported using approved clinical decision support software (CDSS), but clinical judgment must be applied in all cases to determine decisions.
· Warfarin should be taken once a day at a fixed time to aid compliance. Patients are mostly seen during the day therefore a late afternoon or evening dose enables the managing practitioner to ask the patient to miss a dose, when required. Management can be more difficult if the patient has already taken their anticoagulant prior to clinic appointment.
· Warfarin tablets are colour coded - strengths available are: 0.5mg (white), 1.0mg (brown), 3.0mg (blue) and 5.0mg (pink).
· [bookmark: _Hlk100839240]All strengths of warfarin tablets may be used to best meet the needs of individual patients. Not all patients will need all strengths of tablets.
· The current INR and recommended dose should be recorded in the patient’s yellow anticoagulant record book. 
· The recommended dose should always be specified in milligrams, i.e. Xmg, not number of tablets.
· If a patient misses a dose of warfarin they should be told not to take double the dose the next day but to continue with their normal dose
· The frequency of monitoring will vary but patients should have their INR checked at least every 10 -12 weeks. Every patient must be seen at least once every 12 weeks.
· Less stable and new patients will require more frequent monitoring. 
· More frequent monitoring of INR is required if there are risks of over-anticoagulation (e.g. severe, uncontrolled hypertension, liver disease, renal failure); or if there is an increased risk of bleeding (e.g. age 65 years or over, highly variable INRs, history of GI bleeding, cerebrovascular disease, serious heart disease, risk of falling etc.).
· Note: although INR may be measured daily or on alternate days, when starting warfarin and following a change in dose, a meaningful INR can only be obtained after 3-4 days. 
· Recall dates will be suggested by the dosing support software; however, if the patient’s clinical condition is changing, or there have been alterations in other medication, then the INR should be checked more frequently, and clinical judgment should override the CDSS.

b) [bookmark: _Hlk203488957]Information and education for patients and their carers

There is an opportunity for patient education on initiation and at each subsequent appointment, including during the annual review. 
The service provider will ensure that patients are fully informed regarding their condition and are fully involved in the planning of their treatment programme. Where patients do not have the capacity to make decisions, healthcare professionals should follow the Department of Health guidelines – ‘Reference guide to consent for examination or treatment’ (2009) (available from www.gov.uk).
The service provider will ensure all staff are sensitive to the cultural, ethnical and communication needs of people for whom English is not a first language or who may have sensory impairment, cognitive and/or behaviour problems or disabilities. 
These factors should be taken into consideration to facilitate effective communication at each appointment. The provider will make necessary adjustments (e.g. access to interpreting services) to facilitate patients’ additional needs, the cost of which will be borne by the provider. 

The service provider must ensure on an ongoing basis that the patient or their carer understands:  
· Current dose and significance of target INR  
· Target INR, latest INR result, date and time of next appointment 
· Different warfarin tablet strengths and how to make up the correct dose 
· Reason for and objectives of treatment  
· Alternative anticoagulation options which may be available e.g. DOACs for NVAF
· Anticipated length of treatment  
· Importance of adherence 
· What to do in the event of a missed dose  
· Side effects of anticoagulant drugs and what to look out for especially with regards to bleeding, including when to seek additional support/emergency review
· Relevant lifestyle, dietary and alcohol advice (e.g. leisure and sporting activities)
· Drug interactions with other medications including aspirin, other antiplatelets, non-steroidal anti-inflammatory drugs and antibiotics 
· Importance of informing other healthcare practitioners that they are on anticoagulant treatment 
· What to do in acute illness
· What to do if dental treatment or surgery is required
· Role of the yellow anticoagulant book (or alternative hand-held record) 
· Importance of ensuring an adequate supply of warfarin and actions to take before/if supplies run out 
· Contraception and pregnancy advice, if relevant 
· Contact details for the provider 
· Who to contact in the case of an emergency

c) Hand-held records
Each patient receiving warfarin will have an individual handheld record or ‘yellow book’ in which INR levels, dosing information, date of next test and contact numbers for advice are recorded at each visit. 
Patients should be frequently reminded to take the record book with them to each consultation/or whenever they seek treatment advice with health care professionals in primary, community, secondary and tertiary/specialist care. 
Record keeping in the handheld record should be maintained by the Community Anticoagulation Service. 
Electronic copies of the Oral Anticoagulation Therapy patient information booklets are available in English and a range of languages at: https://webarchive.nationalarchives.gov.uk/ukgwa/20180501161525/http://www.nrls.npsa.nhs.uk/resources/?entryid45=61777&q=0%c2%acanticoagulant%c2%ac  
 
All patients receiving a DOAC must be given the relevant drug information pack, including an alert card. 

d) Warfarin supply
Warfarin will be supplied from the patient’s registered GP via a prescription.
Appendix 7 [bookmark: _Toc215047287]Guidance on switching from warfarin to DOAC in patients with NVAF
See NEL Guideline: Guidance for the Safe Switching from Warfarin to a DOAC available in the Community Anticoagulation Service Folder at:https://primarycare.northeastlondon.icb.nhs.uk/home/meds/medicines-guidelines-cardiovascular/
Appendix 8 [bookmark: _Toc215047288]Individual Patient Annual Review
The service provider must ensure that all patients registered with the community anticoagulation service receive at minimum a single in-depth annual clinical review of their treatment with a healthcare professional involved in the delivery of the service. 
 
For some patients, especially those with difficult to manage INR and TTR, or at higher risk of bleeding, this in-depth review will need to be more frequent.

The review is an opportunity to have a more in-depth discussion around the patient’s anticoagulation and should include: 

· Review of the indication for anticoagulation (including review of CHA2DS2VASc score for patients with atrial fibrillation)  
· Assessment and correction of bleeding risk factors (e.g. by using HAS-BLED or ORBIT) 
· Patient education, information and decision support 
· Assessment of medication adherence 
· Review of alternative anticoagulant strategies 
· For patients taking warfarin for atrial fibrillation a review for appropriateness of switching to a DOAC
· Assessment and documentation of TTR
· Assessment and documentation of INR and assessment of INRs that fall outside of the therapeutic range (especially INRs < 1.5 and > 5)   
· Medicines optimisation (including ensuring that antiplatelets are not concomitantly prescribed unless there is a definite reason as recommended by a named specialist)   
Clinic sites should keep records of annual reviews for all patients under their ongoing care and be able to report annually to the commissioner. 

Appendix 9 [bookmark: _Toc215047289]National Standards relating to Anticoagulation 
· British Journal of Haematology – Guidelines on Anticoagulation with Warfarin 4th Edition (2011) https://onlinelibrary.wiley.com/doi/10.1111/j.1365-2141.2011.08753.x
· NICE Guideline NG196 2021 Atrial Fibrillation: Diagnosis and Management https://www.nice.org.uk/guidance/ng196
· NICE Guideline NG 158 (2020, updated 2023) Venous Thromboembolic Diseases: diagnosis, management and thrombophilia testing https://www.nice.org.uk/guidance/NG158
· National Patient Safety Agency (2007). Patient Safety Alert 18 – Actions that can make anticoagulant therapy safer  
https://webarchive.nationalarchives.gov.uk/ukgwa/20171030131022/http://www.nrls.npsa.nhs.uk/resources/type/alerts/?entryid45=59814&p=3  
· NICE Quality Standard QS 93 (2015) Atrial Fibrillation https://www.nice.org.uk/guidance/qs93
· NICE Quality Standard QS29 (2013, updated 2021) Venous thromboembolism in adults: diagnosis and management 
https://www.nice.org.uk/guidance/qs29
· NICE Quality Standard QS15 (2012, updated 2019) Patient experience in adult NHS services) 
https://www.nice.org.uk/guidance/qs15
· NICE Diagnostic Guidance DG14 – Atrial fibrillation and heart valve disease: self-monitoring coagulation status using point-of-care coagulometers (the CoaguChek XS system) (2014, updated 2017) 
https://www.nice.org.uk/guidance/dg14
· London Clinical Networks. Excellence in anticoagulant care: Defining the elements of an excellent anticoagulation service (August 2016)  
1.3.12-Excellence-in-Anticoagulant-Care.pdf

Appendix 10 [bookmark: _Toc215047290]Local Standards relating to Anticoagulation 
1. NEL Guidelines relating to Anticoagulation and the Community Anticoagulation Service are available at: https://primarycare.northeastlondon.icb.nhs.uk/home/meds/medicines-guidelines-cardiovascular/
2. Community Anticoagulation Service Standard Operating Procedures (SOPs)
The provider will be responsible for the development and update of Standard Operating Procedures (SOPs) for all elements of this service.
The service clinical lead is responsible for ensuring all clinic sites have SOPs in place prior to service commencement. SOPs can be standardised across all clinic sites, but they must also be specific to each individual clinic site if there are conditions that invalidate the standard SOP. The service provider must ensure that SOPs are updated as necessary and reviewed at least every two years.
SOPs should include but not be exclusive of:
· Referral of patients to the service 
· Warfarin dosing guidance and standard management INR ranges
· Common drug and food interactions and co-prescribing with warfarin
· Maximum recall periods during maintenance therapy with warfarin
· Management of excursions from target INR
· Situations where warfarin may need to be paused or the dose amended e.g. surgery or dental treatment. 
· INR self-testing policy for patients who wish to self-test or self-manage their warfarin or are already established with self-testing or self-management of their warfarin
· Initiation of DOACs in patients with NVAF who are suitable for a switch. Choice of DOAC to initiate must always be in line with NHS North East London formulary.
· Domiciliary service provision
· Patient counselling and education
· Use of Point of Care devices including:
· Testing procedure – finger prick/sample testing
· Compliance with internal and external quality assurance systems
· Guideline for use of CDSS (INRstar) including staff training and access
· Domiciliary service provision – to include a lone worker policy
· Process of communication between other service providers including the patient’s registered GP and secondary care anticoagulation services. 
· Management and reporting of adverse events
· Management of patients who fail to attend appointments
· Staff training and clinical supervision
· Management of KPI reporting 
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