NHS Lothian – Hospital Pharmacy Services
Request Form to use an Unlicensed Medicine

	Form Owner / initiator
	


	Section 1: Clinical Assessment - This section is to be completed jointly by the requesting clinician/ pharmacist

	Unlicensed Medicine Details

Consultant: 





Directorate:



Site(s):






Ward(s)/users:



Product Name:




Strength / Form:

Manufacturer: 





Dose: 

Indication: 





Frequency:

Route of administration: 



Duration of Treatment: 

Approx. no. of patient per annum:    


Approx. total annual cost


	Why is an unlicensed medicine being considered? (Indicate as appropriate)


Pharmaceutically Equivalent Licensed product temporarily unobtainable

(
Equivalent UK Licensed unavailable / unsuitable 




(
Other (give details)








(


	Is the product completely new to NHS Lothian?




Yes / No




	Is the product for a clinical trial?






Yes / No



	Clinical Evidence

Is there any evidence to support its use for the proposed indication?

Yes / No

· If not, is there evidence to support its use in other indications?

Yes / No
Is there evidence to support its proposed administration schedule?


Yes / No

Is the active drug currently in a UK licensed product for use via the same route?
Yes / No

Is the product licensed for the specific indication in an EU member state?

Yes / No / Unknown

Is the product licensed for the specific indication in a non-EU member state?
Yes / No / Unknown

Has the prescribing consultant used this medicine before



Yes / No

Are other centres using this medicine for the proposed indication?


Yes / No / Unknown


· If so, name: ____________________________






	Summarise the supporting evidence, list references and attach copies if available




Request Form to use an Unlicensed Medicine

	Section 1: Clinical Assessment (continued) 



	What are the risks to the patient of NOT using this drug?



	What side effects or toxic effects have been reported?



	Are there any significant interactions?



	Give details of contraindications and any other risks to the patient



	Will there be any primary care implications e.g. shared-care scheme



	Pharmaceutical Precautions / Precautions in Use



	Stability information / Manipulation required in pharmacy/ward/clinic re: Health & Safety




Request Form to use an Unlicensed Medicine
	Section 1: Clinical Assessment (continued) 



	Authority for prescribing for SpR



Yes / No

Authority for prescribing by Junior Medical Staff

Yes / No

I have read the NHS Lothian Policy on the prescribing, procurement and supply of unlicensed medicines, (available on NHS Lothian intranet) and accept full responsibility for its use.

Requesting Consultant (PRINT)______________ 
____________






Signature:  








Date:






	In accordance with the ULM Policy, each new unlicensed medicine that is requested for use (whether for an individual patient or a patient group) must be risk assessed by the pharmacy service prior to obtaining the medicine for patient use. This is to ensure that the product is acceptable for use and no risk minimisation measures are required prior to supply of the medicine to patients. It is the responsibility of the requesting Consultant and Clinical director for the CMT to initiate the ULM with completion of section 1. A non-formulary request form must also be completed separately for each patient prescribed the medicine from a medicines governance perspective until it is approved for use in Lothian by the relevant committees (see below).

In the case of a ULM for a patient group a FAF3 application must be also made to the local hospital Drug and Therapeutics Committee then forwarded to Formulary Committee before approval to use can be granted where the following circumstances apply: 

a.) New medicine imported from another country

b.) If ULM is to be prescribed in both primary and secondary care

c.) New indication for an unlicensed medicine previously in use

Until the FAF3 is approved by the Formulary Committee a non-formulary request form should be completed for every patient prescribed the medicine. 

Once section 1 completed and approved by Clinical Director for the CMT then pharmacy can complete assessment of the product and the Site Lead Pharmacist can give approval for procurement of the medicine.

Clinical Director Name (PRINT): 










Signature:  








Date:




Responsible Clinical Pharmacist Name (PRINT):








Signature:  








Date:






	

	For those ULMs requiring FAF3 approval:

FAF3 completed by (PRINT Name): 







       

Position:               






  Date submitted: 


Until the FAF3 is approved by the Formulary Committee a non-formulary request form must be completed for each patient who will be prescribed the medicine.




Request Form to use an Unlicensed Medicine
	Section 2: Procurement & Quality Assurance Details – This section is to be completed jointly by Stores Manager and the requesting Pharmacist. 

	Unlicensed Medicine Details

Product Name: 




Strength / Form: 

Manufacturer / Supplier: 



UK Special / Import (delete as appropriate)

Quantity Required: 




Quoted Lead-Time: 



	Procurement Details

Is the medicine to be obtained from (indicate as appropriate):

An NHS “Specials” Manufacturer






(
A Licensed Importer








(
A commercial “Specials” Manufacturer





(
A company which already has licensed products of the same active ingredient
(
A licensed pharmaceutical wholesaler





(
Other (provide details): 



	For UK “Specials”:
Name of Manufacturer/ Supplier: 




MS Number: 

Is a Batch-Specific Certificate of Analysis available?



Yes / No

Is a Product Specification available? (If yes, attach a copy)



Yes / No

· If no, then a full product specification will need to be drawn up, contact QRGS (32341) for advice.  

Is a Certificate of Conformity available





Yes / No

Is certification of GMP compliance available





Yes / No



	For Imported Products:
Name of Supplier: 





Manufacturer:

Imported Medicine PL Number:



Country of Licence: 

Is this country within the EU







Yes / No

· If no, does this country have mutually recognised agreement with the UK for 

the manufacture of medicinal products




Yes / No

Is a certificate of TSE compliance available?





Yes / No

Is an English Translation of the SPC available?




Yes / No / N/A

· Who will provide the translation: 


Is an English Translation of the Patient Information Leaflet available

Yes / No / N/A

Are the Translations Certified?






Yes / No

· If yes, by whom?




	Is there a Technical Services / Medicines Information department


Yes / No


	Are there any problems associated with continuity of supply?


Yes / No

If so describe;



	Provide details of any additional information required by supplier / manufacturer e.g. consultant letter




Request Form to use an Unlicensed Medicine

	Section 2: Procurement & Quality Assurance Details (continued) 



	What are the costs involved in obtaining this drug?



	Provide details of any special storage conditions, labelling issues, warning labels required for dispensing?



	Provide details of any clinically significant excipients present?



	Provide details on the intended route of administration? Indicate if the SPC supports this use?



	Provide details of any warning labels that will be required to dispense this medicine? 


	Signed Off by (PRINT Name): 



Signature:  

Designation: 






Date:




	Section 3: Quality Assurance/Risk Assessment Details - For completion by ULM Officer, Medicines Information Pharmacist or QRGS

	Quality Control / Quality Assurance issues



	Risk Level Assigned (LOW 0 - 5 : MED 6 - 14 : HIGH 15 - 36)



	Reasons for Risk Level Assigned (and details of control mechanism, if required)



	Signed Off by (PRINT Name): 



Signature:  

Designation: 






Date:




	Approval to procure

Approved  / Not approved (Delete as appropriate)

Site Lead Pharmacist:









Signature: 






 Date:  









	A copy of the completed ULM request form should be sent to Medicines Management Pharmacist at Pharmacy Department, RIE.


Risk Assessment Form for an Unlicensed Medicine
Product Name: 



Manufacturer/



Strength/Form/

Code:




Supplier: 

 

Pack size: 
	RISK ASSESSMENT (RA): SCORING 
	 
	 

	Supplier

	MHRA licensed importer with full Pharmacovigilance in QMS (e.g. IDIS/Durbin/ULM)
	1
	 

	NHS Specials Unit with QA managed by qualified person or pharmacist
	1
	 

	Commercial Specials Manufacturer (UK)
	2
	 

	Supplier not manufacturer (e.g. wholesalers)
	5
	 

	Registered Pharmacy (extemporaneous preparation)
	10
	 

	Origin

	UK manufacturers with Specials licence
	1
	 

	EU / USA / Canada / Australia / NZ and licensed in country of origin
	1
	 

	Elsewhere - licensed in country of origin
	3
	 

	EU / USA / Canada / Australia / NZ and not licensed in country of origin
	3
	 

	Elsewhere e.g. China, India and not licensed in country of origin
	10
	 

	UK Registered Pharmacy (extemporaneous preparation)
	10
	

	Certification                                     

	Full analytical report available
	0
	 

	Fully licensed product with EMEA / PL number (Imports)
	1
	 

	Certificate of Analysis and GMP compliance available (Specials)
	1
	 

	Certificate of Conformity available product analysed (Specials)
	2
	 

	Certificate of Conformity but no product analysis (Specials)
	5
	 

	No Certificate available / no analysis carried out (Specials / Section 10)
	10
	 

	Documentation  
	 
	 

	Product TSE compliant with English-translated SPC
	1
	 

	Product TSE compliant with no English-translated SPC
	2
	 

	UK manuf. Special/ Section 10 – product TSE compliant with no product information 
	2
	

	No product TSE compliance certification
	10
	

	Packaging & Labelling
	 
	 

	English
	0
	 

	Foreign language but easy to read critical data
	5
	 

	Foreign language and not easy to read critical data
	10
	 

	Specification

	BP / EP / USP monograph product
	0
	 

	Other Pharmacopoeial monograph
	1
	 

	Manufacturer's specification available
	2
	 

	No external specification available
	5
	 

	Route of Administration

	Topical to intact skin (non-sterile)
	0
	 

	Mucous membranes, broken skin, oral (non-sterile)
	1
	 

	Sterile all routes except intrathecal
	2
	 

	Sterile intrathecal
	3
	 

	Therapeutic Agent

	Established therapeutic agent - no special problems
	0
	 

	Recognised therapeutic agent - minor problems or little experience of use
	2
	 

	Novel therapeutic agent of unusual use
	4
	 

	Unrecognised therapeutic agent with some supporting information for use
	6
	 

	Unrecognised therapeutic agent with no information available
	10 
	 

	Recognised therapeutic agent with known problems
	10 
	 

	Products containing material of animal or human origin
	10 
	 

	Total Score

	LOW
	0 to 8

	MEDIUM
	9 to 16

	HIGH
	17 to 44


RA Signed Off by (Print name): 


Signature:  



Date: 
Designation: 
Reference No.: 








1

Version 3 October 2015

