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REQUEST TO PRESCRIBE A MEDICINE FOR EXCEPTIONAL USE

This form should be completed by a prescriber who wishes a  patient to receive a medicine in the following exceptional circumstances:

Unlicensed


·  unlicensed medicines (category 1, which includes special formulations)

Licensed

· “off-label” medicines (category 2)
· prior to Scottish Medicines Consortium (SMC) advice and Drug and Therapeutics Committee advice (category 3)

· outwith Scottish Medicines Consortium (SMC) or Drug and Therapeutics Committee advice (category 4)
Please refer to accompanying guidance notes before completing this form

	1
	Clinical group/CHP:



	2
	Clinical team/speciality:



	3
	Requesting clinician:



	4
	Patient CHI:



	5
	Requested medicine:



	6
	Indication:



	7
	Dose:



	8
	Anticipated duration of treatment:



	9
	Cost:



	
	
	
	

	10
	Exception category 

(please tick)
	
	Unlicensed for any indication (CATEGORY 1)



	
	
	
	

	
	
	
	Off-label ie licensed for other indications (CATEGORY 2)



	
	
	
	

	
	
	
	Licensed and prior to SMC advice (CATEGORY 3)



	
	
	
	

	
	
	
	Licensed and outwith SMC or DTC advice (CATEGORY 4)



	
	

	11
	Description of case (including exceptional nature of clinical and non-medical circumstances):



	12
	Previous treatment options and alternatives:



	13a
	Clinical evidence:



	13b
	Quality of clinical evidence (attach relevant references):

Please tick 

I

RCTs

II

Case control or cohort studies

III

Non-analytic studies eg case reports, case series

IV

Expert opinion



	14a
	Economic evidence (attach relevant references): 



	14b
	Service implications:



	15a
	Safety evidence (exception categories 1, 2 only):



	15b
	Monitoring requirements 



	16
	Rationale for proposed treatment: 



	17


	Details of all discussions relevant to this case:



	18
	Declaration of interest:



	FOR USE BY THE AUTHORISING PANEL

	Final decision


	Date
	Rationale behind decision


Name and Signature of Chair of Authorising Panel 

 _ _ _ _ _ _ _ _ _ _ _ __ _ _ _  _ _ _ __ _ _ _ __ _ _ _  _ _ _ _ _ _ _ _ _ _ _ __ _  _ __ _ _ _ _      Date_ _ _ _ __ _ __  


REQUEST TO PRESCRIBE A MEDICINE FOR EXCEPTIONAL USE

GUIDANCE NOTES

Requests to prescribe a medicine for exceptional use should be considered by the relevant group as follows:

· Secondary Care within the Single Delivery Unit requests – relevant Clinical Group

· Oncology and Haematology requests – Oncology & Haematology Medicines Management Group (OHMMG)

· Mental health, Care of the elderly, General practice requests – CHP panel 

The Clinical Group/OHMMG/ CHP panel must consider whether there are overriding factors that make the decision not to prescribe unreasonable in the particular circumstances.   

Please note:

· Approval of prescribing is based on the exceptional nature of the individual patient case 
· This process does not apply to cohorts of patients.

· Secondary care clinicians who wish a patient to receive a medicine that is unlicensed or prior to/outwith SMC advice should make a case to their Clinical Group.  Prescribing approved by the Clinical Group remains the clinical and financial responsibility of secondary care ie such medicines should be supplied from hospital and general practitioners should not be asked to prescribe. 

· A separate form should be completed for each exceptional case.

· Following discussion by the Clinical Group/OHMMG/ CHP panel, completed forms should be forwarded to the relevant Principal or CHP Lead Pharmacist and copied to the Tayside Medicines Unit fao Mrs Karen Law.

· Appeals should be considered by the independent Single Delivery Unit Appeals Panel
Guidance on specific questions:
5. Requested medicine


The approved (generic) and brand name should be entered

6. Indication


The indication in which the unlicensed/new medicine is intended to be used

7. Dose


The dose in which the unlicensed/new medicine is intended to be used

8. Anticipated duration of treatment

Length of treatment should the unlicensed/new medicine be approved for use in this patient e.g. one course of 7 days, life-long.

9. Cost 


The NHS cost for a relevant treatment period e.g. per course or per 28 day treatment period. 

10. Exception category


Indicate relevant exception category of medicine.

11. Description of case

Provide details of exceptional nature of clinical and non-medical circumstances to demonstrate that there are overriding factors that make the decision not to prescribe this unlicensed/new medicine unreasonable in this particular case.

12. Previous treatment options and alternatives
Provide details of previous treatment options.  State any alternative medicines also licensed for the indication given under 6.  

13. 
Clinical evidence

Provide details of clinical outcomes associated with this unlicensed/new medicine in this patient group eg increase in disease free survival, overall survival and quality of life.  Indicate the quality of evidence to support use, attach relevant references.  
14. 
Economic evidence
Indicate whether any economic evidence exists to support the use of this unlicensed/new medicine, attach relevant references.  If available, provide details of cost-effectiveness eg cost per life-year gained (LYG) or cost per quality-adjusted-life-year (QALY) gained.  State any other service implications eg in relation to monitoring or hospital admissions.  

15.   Safety evidence 

Risks associated with the prescribing of an unlicensed medicine are often unclear.  State any known risks associated with the use of this unlicensed medicine and any monitoring requirements.

16.  Rationale for proposed treatment 
If licensed alternatives are available, stress why this unlicensed/new medicine should be used in preference to established alternative interventions (medical or surgical).  (Provide details of any contra-indications, situations of intolerance or failure to respond).

If category 1 and 2 medicine, stress how the benefits outweigh the potential risks of using this unlicensed or “off – label” medicine.


If category 3 medicine, stress why it is unreasonable to wait for national guidance.  

If category 4 medicine, stress how this patient is different to the patient group considered by the SMC.

All exception categories, stress why this unlicensed/new medicine should be funded in place of other agreed clinical priorities. 

17. Details of all discussions relevant to this case

State whether any peer-groups have already discussed this case eg multidisciplinary team, peer groups, experts outwith Tayside etc.  List the individuals involved, their designation and their opinion.

18.  Declaration of interest
Refer to Appendix 3.  State name of pharmaceutical company and whether personal/non-personal and specific/non-specific interests. 
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