All Wales Medicines Strategy Group

All Wales Shared Care Framework
[bookmark: _Toc200524544]Appendix 1: Template - Shared care protocol 

	PROTOCOL: [DRUG NAME]
This document should be read in conjunction with the current SPC: www.medicines.org.uk/

	1. Licensed indications
State if drug is being used off‑label. 
	

	2. Therapeutic use and background
	

	3. Contraindications
	

	4. Typical dosage regimen (adults)
	All dose adjustments will be done by secondary care. The following is for information only: 

1. Route
2. Formulation
3. Recommended starting dose___as a single daily /weekly dose or as divided daily dose
4. Titrate dosage up by ___ (dose)/____ (week or day) according to response. 
5. Maintenance dosage up to a maximum ____.
6. Adjunctive treatment regime
7. Conditions requiring dose reduction e.g. impaired renal/ liver function.
8. Usual response time 
9. Duration of treatment______ or as long as indicated by clinical effectiveness

	5. Drug interactions
For a comprehensive list, consult the BNF or SPC
	






	
6. Adverse drug reactions 
For a comprehensive list (including rare and very rare adverse effects), or if significance of possible adverse event uncertain, consult the SPC or BNF
	Most serious toxicity is seen with long-term use and may therefore present first to primary care. The frequency of adverse reactions is classified using the following convention: 
Very common (≥ 10%); common (≥ 1% and < 10%); uncommon (≥ 0.1% and < 1%); not known (cannot be estimated from the available data).

	
	Clinical condition (Where possible indicate if common, rare or serious)
	Management (Including threshold at which to contact specialist)

	
	System – symptom/sign
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	IF YOU SUSPECT AN ADVERSE REACTION HAS OCCURRED, PLEASE STOP THE DRUG/CONTACT THE SPECIALIST DEPARTMENT. 

The patient should be advised to report any of the following signs or symptoms without delay:                
Other important comorbidities (e.g. Chickenpox exposure)

Any adverse reaction to a black triangle drug, or serious reaction to an established drug, should be reported to the Medicines and Healthcare products Regulatory Agency (MHRA) via the “Yellow Card” scheme.
https://yellowcard.mhra.gov.uk/ 

	7. Baseline investigations
	To be undertaken by secondary care



	8. Monitoring
	Monitoring
	Frequency
	Results
	Action
	By

	
	
	
	
	
	

	
	
	
	
	
	

	9. Pharmaceutical aspects 
	E.g. special storage requirements, washout
Or
No special considerations

	10. Advice to patients and carers The specialist will counsel the patient with regard to the benefits and risks of treatment and will provide the patient with any relevant information and advice, including patient information leaflets on individual medicines.
	

	11. Pregnancy (men and women) and breast feeding
It is the responsibility of the specialist to provide advice on the need for contraception to male and female patients on initiation and at each review but the ongoing responsibility for providing this advice rests with both the primary care prescriber and the specialist.
	

	12. Specialist contact information 
	If stopping medication or needing advice please contact: 
Specialist:

…………………………………………………………………
Contact number:

…………………………………………………………………
Hospital:

…………………………………………………………………
Email:

…………………………………………………………………
For Out of Hours advice, please telephone:

…………………………………………………………………


	13. Access to support, advice and training
Information on how primary care prescribers can access advice, support, and clinical guidance from the specialist team should be clearly outlined here.
	

	14. Criteria for shared care
	Prescribing responsibility will only be transferred when:
· Treatment is for a specified indication and duration.
· Treatment has been initiated and established by the secondary care specialist. 
· The patient’s initial reaction to and progress on the drug is satisfactory.
· The primary care prescriber has agreed in writing (which may be electronic) in each individual case that shared care is appropriate.
· The patient’s general physical, mental and social circumstances are such that he/she would benefit from shared care arrangements. 

	15. Responsibilities of initiating specialist
	· Initiate treatment. 
· Undertake baseline monitoring.
· Dose adjustments.
· Monitor patient’s initial reaction to and progress on the drug.
· Ensure that the patient is taking their medication and has an adequate supply of medication until primary care supply can be arranged. 
· Continue to monitor and supervise the patient according to this protocol, while the patient remains on this drug. Reviews should occur at least annually.
· Follow up if the patient misses any secondary care appointments and inform the primary care prescriber.
· Provide training, advice, and guidance to primary care prescribers as needed to support the shared care agreement.
· Patients will remain under the care of the specialist and should not be discharged.
Provide primary care prescriber with:
· Diagnosis, relevant clinical information and baseline results, treatment to date and treatment plan, duration of treatment before consultant review.
· Provide primary care prescriber with details of outpatient consultations, ideally within 14 days of seeing the patient, or inform primary care prescriber if the patient does not attend appointment.
· Advice on when to stop this drug.
Provide patient with relevant drug information to enable:
· Informed consent to therapy. 
· Understanding of potential side effects and appropriate action. 
· Understanding of the role of monitoring.
· Monitoring booklet where appropriate. 
· Any dose or formulation changes made in secondary care

	16. Responsibilities of primary care 
	· To monitor and prescribe in collaboration with the specialist, according to this protocol.
· To ensure that the monitoring and dosage record is kept up-to-date. 
· Symptoms or results are appropriately actioned, recorded and communicated to secondary care when necessary. 
· Communicate any dose or formulation changes, agreed with the specialist and undertaken in primary care to the patient
· Follow up if the patient misses any primary care appointments and inform the specialist
· Refer the patient to the specialist if there is a deterioration in their clinical condition
· Discontinue treatment as advised by the specialist.
· In case of medicine shortages, promptly inform the community pharmacist and specialist.
Delete as appropriate:
Provision of shared care is in accordance with Local Supplementary Scheme, where available.
Near-patient testing is in accordance with the service outline of the GMS contract.

	17. Responsibilities of patients 
	· To attend hospital and primary care appointments, including those for monitoring. 
· Ensure monitoring booklet (if issued) is taken to appointments.
· Failure to attend will result in medication being stopped (on specialist advice). 
· To report adverse effects to their specialist or primary care prescriber.
· Inform the specialist if they are moving out of the area or registering with a different GP practice

	18. Additional responsibilities
	List any special considerations.

Responsibilities of all prescribers:
Any serious reaction to an established drug should be reported to MHRA.

	19. Supporting documentation
	· Include hyperlinks to the original sources and access dates
· All Wales AWMSG Shared Care Framework
· General Medical Council. Good practice in prescribing and managing medicines and devices. Shared care. Available from https://www.gmc-uk.org/ethical-guidance/ethical-guidance-for-doctors/good-practice-in-prescribing-and-managing-medicines-and-devices/shared-care

	20. Patient monitoring booklet
	Include patient information leaflet if available

	21. Primary care letter
	See Appendix 2: Template letter - Request for shared care agreement (specialist to primary care prescriber) in the All Wales Shared Care Framework

	22. Protocol date
	


	23. Protocol review date
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