

NHS Community Pharmacy Contractual Framework
Enhanced Service – Anticoagulation monitoring (Warfarin)
Background
Warfarin is used in the management of a number of clinical conditions including atrial fibrillation, prophylaxis and treatment of venous thrombosis and pulmonary embolism, and transient ischaemic attacks. While it is a very safe and effective medicine, some of its side effects including, e.g. haemorrhage, require close monitoring.
Warfarin monitoring aims to stabilise the International Normalised Ratio (INR) within set limits to help prevent serious side effects while at the same time maximising treatment effects. The specific range of INR values depends upon the clinical condition being treated
. The daily maintenance dose of warfarin is usually 3-9mg taken at the same time each day
.
The British Society for Haematology (British Committee for Standards in Haematology) has published comprehensive guidelines on the use of anticoagulants1. The National Patient Safety Agency (NPSA) has also issued guidance on making anticoagulant therapy safer, with a range of associated resources for healthcare professionals and patients
. Pharmacists providing an anticoagulant monitoring service should be familiar with all of this guidance.
For an average general practice with a list size of 10,000, the average number of patients expected to require anticoagulation therapy at any one time is likely to be approximately 140
.
1. 
Service Description
1.1 Anticoagulation monitoring involves the pharmacy testing the patient’s blood clotting time to determine the International Normalised Ratio (INR), which measures the delay in the clotting of the blood caused by warfarin.

1.2 The pharmacist will interpret the results of the blood test and make recommendations about changing doses or omitting doses in response to the observed INR, in line with British Society for Haematology (British Committee for Standards in Haematology) guidelines1. 

1.3 The pharmacist will provide support and advice to the patient on the use of their anticoagulant therapy, including referral to other primary or secondary care professionals where appropriate.

2.
Aims and intended service outcomes
2.1 To ensure patients taking Warfarin maintain their INR  within a specified range by:

· Stopping or adjusting the treatment  when necessary; and
· Anticipating and communicating to patients changes that may affect coagulation, such as diet, alcohol consumption, lifestyle and drug interactions.
2.2 To provide continuity of care to the patient by having:
· An agreed care plan in place with the prescriber and patient;
· Effective referral to primary or secondary care when necessary; and
· Easy access to information, support and advice.
2.3 To improve convenience and accessibility to testing by offering increased choice of location and extended hours of availability.
3. 
Service outline

3.1 The part of the pharmacy used for the provision of the service provides a sufficient level of privacy (at least at the level required for the provision of the Medicines Use Review service
) and safety and meets other nationally and locally agreed criteria. Appropriate hand washing and hygiene facilities will need to be available.
3.2 The PCT will commission a clinical waste disposal service for each participating pharmacy. The pharmacy will allocate a safe place to store equipment required for the provision of the service and the resultant clinical waste. 
3.3 The pharmacy contractor should ensure that their staff are made aware of the risk associated with the handling of clinical waste and the correct procedures to be used to minimise those risks. A needle stick injury procedure must be in place.

3.4 Appropriate protective equipment, including gloves, overalls and materials to deal with spillages, must be readily available close to the storage site.
3.5 Point of Care Testing (POCT) equipment used for the assessment of patients’ INR will be procured after an assessment of the equipment options available at the time and after approval from the PCT. Guidance on issues to be considered when procuring POCT equipment is contained in GH/016 Guidelines for point of care testing: haematology (British Committee for Standards in Haematology)1. 

3.6 The pharmacy contractor will nominate a named pharmacist to act as the clinical lead for the service.
3.7 The pharmacy contractor has a duty to ensure that pharmacists and staff involved in the provision of the service have up to date relevant knowledge and expertise and are appropriately trained in the operation of the service. Pharmacists providing the service will have completed PCT agreed training and will have completed an assessment which will lead to them being accredited for the provision of this service.
3.8 Staff involved in the delivery of this service should be offered immunisation for Hepatitis B. The payment for this will need to be negotiated locally.
3.9 Protocols and audit for quality assurance (internal and external) of the service and calibration of testing equipment are in place and are followed. 
3.10 The pharmacy contractor will have a standard operating procedure in place for this service which conforms to local and national guidelines on the provision of anticoagulant monitoring. The pharmacy contractor has a duty to ensure that pharmacists and staff involved in the provision of the service are aware of and operate within local protocols.

3.11 The service will be provided in accordance with the NPSA guidance on the use of anticoagulants3.
3.12 A referral system for patients from secondary care or GP practices is agreed locally. A period during which the pharmacy will provide the monitoring service will be agreed for each patient, following which the prescriber will review the ongoing need for the therapy.
3.13 The normal frequency of testing is agreed by the PCT and other stakeholders.

3.14 For each patient attending the clinic the pharmacist will:

· check for adverse events and any recent lifestyle changes or changes to medicines;

· perform an INR test;

· interpret the results;

· adjust the warfarin dosage accordingly;

· counsel the patient;

· update the patient’s Anticoagulant treatment record booklet
;
· update the patient record; and
· communicate with the prescriber appropriately.

3.15 Computerised decision support software, approved by the PCT, may be used to assist the management of patients’ anticoagulation therapy and facilitate recording of patient data.

3.16 The pharmacy contractor will have a procedure in place to communicate with patients and prescribers, when ‘do not attends’ (DNAs) occur. A recall/appointment system will also be in place to manage patients’ testing schedules.
3.17 Referral protocols are set up and agreed with the PCT and prescribers.
3.18 The PCT will provide a framework for the recording of relevant service information for the purposes of audit and the claiming of payment. A pro-forma to communicate with GP practices will also be provided.

3.19 The pharmacy contractor must maintain appropriate records to ensure effective ongoing service delivery and audit. Records will be confidential and should be stored securely and for a length of time in line with local NHS record retention policies.
3.20 Local agreement will be reached on the minimum period during the week when an accredited pharmacist will be available at the pharmacy to offer the service.

3.21
The PCT should arrange at least one contractor meeting per year to promote service development and update pharmacy staff with new developments, knowledge and evidence. 
4. 
Quality Indicators 

4.1 The pharmacy reviews its standard operating procedures and the referral pathways for the service on an annual basis.

4.2 The pharmacy can demonstrate that pharmacists and staff involved in the provision of the service have undertaken CPD relevant to this service.
4.3 The results of external quality assurance tests fall within the acceptable range.
4.4 The pharmacy participates in an annual PCT organised audit of service provision.

4.5 The pharmacy co-operates with any locally agreed PCT-led assessment of service user experience.

4.6 Audit of INR ranges demonstrates that x% of patients INR were within acceptable ranges. The target percentage should be agreed at a local level.
	CPPE training which may support this service:
Anticoagulation: Managing patient, prescribing and problems open learning programme

The CPPE website (signposting section) lists a number of other education and training providers who offer courses on anticoagulation management: www.cppe.manchester.ac.uk.



	Other useful sources of information/training:

University of Birmingham www.anticoagulation.org.uk
UK National External Quality Assessment Service (NEQAS) www.ukneqas.org.uk
Anticoagulation Europe www.anticoagulationeurope.org
Anticoagulation Specialist Association www.the-asa.org.uk
NPSA www.npsa.nhs.uk/patientsafety/alerts-and-directives/alerts/anticoagulant/
 


� British Society for Haematology (British Committee for Standards in Haematology) guidelines: � HYPERLINK "http://www.b-s-h.org.uk" ��www.b-s-h.org.uk� and � HYPERLINK "http://www.bcshguidelines.com" ��www.bcshguidelines.com�. 


� Pharmacists should consult the current edition of the British National Formulary for up to date advice on treatment with warfarin: � HYPERLINK "http://www.bnf.org" ��www.bnf.org�. 


� NPSA Patient Safety Alert 18: Actions that can make anticoagulant therapy safer: � HYPERLINK "http://www.npsa.nhs.uk/patientsafety/alerts-and-directives/alerts/anticoagulant/" ��www.npsa.nhs.uk/patientsafety/alerts-and-directives/alerts/anticoagulant/�. 


� NICE Anticoagulation therapy service commissioning guide:


� HYPERLINK "http://www.nice.org.uk/page.aspx?o=370987" ��http://www.nice.org.uk/page.aspx?o=370987�.


� The requirements for consultation areas are detailed in The Pharmaceutical Services (Advanced and Enhanced Services) (England) Directions 2005 as amended: � HYPERLINK "http://www.dh.gov.uk/mpi" ��www.dh.gov.uk/mpi�. 


� Pharmacies can obtain copies of these booklets from their PCT. PCTs can obtain supplies via the NHS Non-Secure Contract held by 3M Security Printing and Systems Limited (3MSPSL). Telephone orders: 0845 610 1112, web-based ordering system: � HYPERLINK "http://www.nhsforms.co.uk" ��www.nhsforms.co.uk�, email orders or queries: � HYPERLINK "mailto:nhsforms@spsl.uk.com" ��nhsforms@spsl.uk.com�. 


� HYPERLINK "mailto:lisa.teefey@astron.co.uk" \o "Lisa Teefey" � �
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