Schedule 2 Part A Service Specification

	Service Specification No.
	4

	Service
	Monitoring of Oral Disease Modifying Antirheumatic Drugs (DMARDs) Methotrexate (oral or subcutaneous), Leflunomide, Azathioprine, Mycophenolate Mofetil and Mercaptopurine & Monitoring of Disease Modifying Antirheumatic Drugs (DMARDs) (Gold Injections)

	Commissioner Lead
	NHS Sheffield Clinical Commissioning Group

Linda Cutter (Head of Commissioning – Elective Care)

	Provider Lead
	GP practice as identified as Provider in the Contract under which this Service Specification sits

	Period
	1st April 2019 – 31st March 2020

	Date of Review
	Annually in March


	1.
Population Needs

	1.1 National/local context and evidence base 
The treatment of several diseases, particularly in rheumatology (but also for some skin disorders and bowel problems), is increasingly reliant on disease modifying agents some of the most commonly used are Methotrexate (oral or subcutaneous), Leflunomide, Azathioprine, Mycophenolate Mofetil and Mercaptopurine. These will be initiated by secondary care teams and once the patient has been stabilised on treatment will be subject to transfer for primary care monitoring and prescribing. This Service Specification is to cover the monitoring of the safe use of these drugs with the express aim of detecting and acting on side effects which may occur with their use. The monitoring of the clinical aspects of the disease remain with secondary care clinicians.
There are potential significant interactions with methotrexate which all prescribers should bear in mind. In particular trimethoprim should not be prescribed to anyone taking methotrexate orally or by injection.  Guidance issued by Sheffield CCG offers support to practices on how to add ‘specialist initiated drugs (SIDs)’ to patient’s records.

http://www.intranet.sheffieldccg.nhs.uk/best-practice-guidance.htm 
This Service Specification is to cover the monitoring of the safe use of DMARD injections with the express aim of detecting and acting on side effects which may occur with their use. The monitoring of the clinical aspects of the disease remain with secondary care clinicians.

http://www.intranet.sheffieldccg.nhs.uk/medicines-prescribing/shared-care-protocols.htm


	2.
Outcomes

	2.1 NHS Outcomes Framework Domains & Indicators

Domain 1

Preventing people from dying prematurely

Domain 2

Enhancing quality of life for people with long-term conditions

  X
Domain 3

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

Domain 4

Ensuring people have a positive experience of care

Domain 5

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

X
2.2 Local defined outcomes
· Patients receiving care closer to home, by treatment being administered at a local GP practice;

· increased patient choice, through giving an option to be seen at a local GP practice; 

· efficient use of National Health Service resources; and

· patients being jointly managed by secondary and primary care, so they can be treated in the community. 



	3.
Scope

	3.1 Aims and objectives of service

The aim of this Service is to ensure the safe and effective prescribing and monitoring of named DMARDs in primary care .
This aim will be met through delivery of the following objectives:

· Methotrexate (oral or injection), Azathioprine, Leflunomide, Mycophenolate Mofetil and Mercaptopurine are prescribed and monitored in the community via a local GP practice;
· Gold injections administered and monitored in the community via a local GP practice; and 

· Delivery of a Service which is convenient and meets the needs of patients.

3.2          Service description/care pathway
The Service delivered under this Specification is a shared care drug monitoring service in respect of all of the following specified drugs:

· Methotrexate (oral or injection);
· Leflunomide;
· Azathioprine;
· Mycophenolate Mofetil; and

· Mercaptopurine.
Secondary care will determine those who are eligible for the Service. They will initiate delivery of the DMARD preparations for specified lengths of time which will be reported to the GP overseeing care.  The need for continued therapy is reviewed regularly by secondary care and discontinued when deemed appropriate.

Once stabilised by secondary care patients will then be transferred under a shared care agreement to primary care for ongoing treatment with DMARDs. The treatment will be transferred from secondary to primary care through the use of a shared care transfer form. This will be governed by a shared care protocol or guideline. 

The patient will be given an individual management plan (blue book) by secondary care. It is the responsibility of the Provider to transcribe the patients’ blood results clearly into this book for the patient to take to their outpatient appointments. Where a patient does not provide their blue book the provider must accurately record any relevant information from the appointment and give this to the patient. 
The monitoring requirements for each drug can be found in their respective shared care protocols/guidelines 
http://www.intranet.sheffieldccg.nhs.uk/medicines-prescribing/shared-care-protocols.htm. Providers should familiarise themselves with the monitoring schedules and ensure results out of range are acted on as per the shared care protocols.  
The Provider will produce and maintain of a register of all patients prescribed Methotrexate (oral or injection), Azathioprine, Leflunomide, Mycophenolate Mofetil and Mercaptopurine. The consultation record will include:

· the patient’s name and date of birth;
· the indication for and likely duration of treatment; 
· read/ SNOMED code diagnosis; 
· computerised linkage of medication to indication for treatment;
· which drug is being used:Methotrexate (oral or injection), Leflunomide, Azathioprine, Mycophenolate Mofetil or Mercaptoprine):

· for oral Methotrexate; the prescription is for  2.5mg tablets only and the dose is written in words and figures and the day of the week on which they should be taken is identified on the prescription; and
· for Methotrexate injection; the prescription is for Metoject® or Nordimet ® (currently the only licensed brands of sub-cutaneous injection covered by the shared care guideline). The strength, quantity and day of week on which it is to be administered should be identified on the prescription;
· read code diagnosis;
· the responsible consultant; 
· relevant clinical history, examination findings and test results;
· follow up arrangements. 

The Provider is responsible for the call and recall of patients on the register to monitor the medication and ensure the Shared Care Protocols are being followed. Providers should have in place procedures for following up non-responders and sharing this information with secondary care.
The Practice will keep accurate records relating to the Service, including all known information relating to any significant events – i.e. deaths – of which the Provider has been notified.
The Practice must ensure that they have the information and knowledge to understand the therapeutic issues relating to the patient’s clinical condition and that all staff involved in providing any aspect of care under this scheme has the necessary training and skills to do so. 
Where the Service is provided by someone other than the patient’s own practice, the Provider must ensure that the patients registered GP is given all accurate information relating to Service delivery for that patient; after obtaining explicit consent from the patient.
3.3
Population covered

This Service will be available to every patient in Sheffield eligible for primary care monitoring of Monitoring of Oral Disease Modifying Antirheumatic Drugs (DMARDs) 
3.4
Any acceptance and exclusion criteria and thresholds

Please see protocols/guidelines by following link
http://www.intranet.sheffieldccg.nhs.uk/medicines-prescribing/shared-care-protocols.htm 

Please note all referrals must come from STH or another hospital outside Sheffield where the patient is registered with a Sheffield GP. 
3.5
Interdependence with other services/providers

Clinicians at Sheffield Teaching Hospital Rheumatology, Dermatology and Gastroenterology departments.


	4.
Applicable Service Standards 

	4.1
Applicable national standards (e.g. NICE)

http://cks.nice.org.uk/dmards 
4.2
Applicable standards set out in Guidance and/or issued by a competent body (e.g. Royal Colleges) 

4.3
Applicable local standards



	5.
Location of Provider Premises 

	The Provider’s premises are located at:
Individual GP Practices


Schedule 2 Part B Indicative Activity Plan

	Name of Service 
Monitoring of Oral Disease Modifying Antirheumatic Drugs (DMARDs) (Methotrexate (oral or subcutaneous), Leflunomide, Azathioprine, Mycophenolate Mofetil and Mercaptopurine  
Varies per practice – see DMARDs Activity




Schedule 2 Part C Activity Planning Assumptions

	Name of Service 
Monitoring of Oral Disease Modifying Antirheumatic Drugs (DMARDs) (Methotrexate (oral or subcutaneous), Leflunomide, Azathioprine, Mycophenolate Mofetil and Mercaptopurine  
Activity Planning Assumption

Up to 4 monitoring appointments per patient per year will be funded. With the exception of Leflunomide where a maximum of 6 monitoring appointments will be funded per year per patient.




Schedule 2 Part G Other Locally Agreed Policies and Procedures

	Policy
	Date
	Weblink



	Variety of protocols/guidelines that are all stored under the weblink shown across
	
	http://www.intranet.sheffieldccg.nhs.uk/medicines-prescribing/shared-care-protocols.htm


Schedule 2 Part K Transfer of and Discharge from Care Protocols 

	Please follow appropriate shared care protocol/guideline 

http://www.intranet.sheffieldccg.nhs.uk/medicines-prescribing/shared-care-protocols.htm



Schedule 3 Payment 

Part A Local Prices 
	Service Description


	Currency
	Price
	Basis for payment

	Monitoring of Oral Disease Modifying Antirheumatic Drugs (DMARDs) (Methotrexate (oral or subcutaneous), Azathioprine, Mycophenolate Mofetil and Mercaptopurine  
Leflunomide
	Per monitoring appointment (not injection)

Per monitoring appointment (not injection)
	£25.00

£25.00
	A maximum of 4 monitoring appointments will be funded per year per patient.
A maximum of 6 monitoring appointments will be funded per year per patient.



	Monitoring of Disease Modifying Antirheumatic Drugs (DMARDs) Gold 52
	Price per weekly injection & monthly monitoring
	£30.33 
	Payment is per patient paid on a quarterly basis

	Monitoring of Disease Modifying Antirheumatic Drugs (DMARDs) Gold 26
	Price per fortnightly injections & 6-weekly monitoring
	£15.16 
	Payment is per patient paid on a quarterly basis

	Monitoring of Disease Modifying Antirheumatic Drugs (DMARDs) Gold 12
	Price per monthly injection & quarterly monitoring
	£7 
	Payment is per patient paid on a quarterly basis


Part F Expected Annual Contract Value
	Service 


	Expected annual contract value

	Monitoring of Oral Disease Modifying Antirheumatic Drugs (DMARDs) (Methotrexate (oral or subcutaneous), Leflunomide, Azathioprine, Mycophenolate Mofetil and Mercaptopurine  
	Varies per practice – see DMARDs activity




Schedule 4 Part C
Local Quality Requirements

	Quality Requirement


	Threshold
	Method of Measurement
	Consequence of breach

	Providers must maintain a register of all patients monitored under the DMARDs
Shared care guidelines/protocols in place for all patients 

All patients should be monitored in line with:

The shared care guideline for Sodium Aurothiomalate 50mg in 0.5ml Injection (Myocrisin 10%)


	Compliance – register with all patients included
100%
Compliance – all patients monitored in line with shared care guideline
	Annual submission of audit data as requested by the CCG.
	If the Provider is in breach, as evidenced through the audit an action plan to rectify the breach will be required to be submitted within 10 Operational Days of notification from the Commissioner. This action plan should include:

· clear actions;

· clear leads;

· clear timesacles.

The Provider will then be required to deliver against the action plan and update the Commissioner on request. 

If the Provider fails to comply with the above, General Condition 9 (Contract Management) will apply. 


SCHEDULE 6 Part C Reporting Requirements

Activity Information required

	Information required
	Reporting Period
	Format of Report
	Timing and Method for delivery of Report

	Number of monitoring appointments 
	Monthly
	As set out in the database 
	Via LCS database by 15th working day of the month. 

	Number of active patients
	Monthly
	As set out in the database 
	Via LCS database by 15th working day of the month. 


Quality Requirements Information required

	Information required
	Reporting Period
	Format of Report
	Timing and Method for delivery of Report

	Quality Audit


	Annually
	Submission of audit data. Clinical Audit and Effectiveness Team to provide practices with MIQUEST search to extract audit data from practices IT system (EMIS or SystmONE). 

	TBC by the Quality Team 


6

