NHS Borders Pharmacy Services – Unlicensed Medicine Request Form
Section 1 – for completion by requesting pharmacist and consultant
1.  Requestor details
	Consultant
	

	Pharmacist
	

	Directorate
	

	Site
	



2. Medicine details
	Product name
	

	Strength
	

	Form
	

	Route of administration
	

	Indication
	



	Approximate number of patients to be treated per year
	

	Approximate annual cost of medicine (£)
	



3. Clinical Assessment
Why is an unlicensed medicine being considered? Indicate as appropriate below:
	Equivalent licensed product is temporarily unavailable
	

	Equivalent licensed product is discontinued or unsuitable
	

	Other (please give details)
	



	Is the product completely new to NHS Borders? 
	

	Is the product for a clinical trial? 
	



4. Clinical Evidence
	Is there evidence to support use of this medicine for the proposed indication?
	

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

	Is there evidence to support the proposed administration schedule?
	

	Is the active drug currently in a UK licensed product for use via the same route?
	

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

	Is the product licensed for the proposed indication in a non-EU member state?
	

	Have the requesting clinicians used this medicine before?
	

	Are other centres using the requested product for the proposed indication?
	

	If yes, please state which
	



5.  Summary of evidence and references
	Please summarise below the supporting evidence below and list references. Supporting evidence in the form of guidelines, articles, etc may be attached to this document when submitted. 

	





6. Clinical considerations
Only complete the table below if there is no Summary of Product Characteristics (SPC) available, or no equivalent UK licensed product. If there is an SPC or equivalent UK licensed product, then this tablet does NOT need to be completed. 
	What are the risks of the patient NOT using this medicine?

	

	What side-effects or toxic effects have been reported with use of this medicine?

	

	Please detail any cautions for use of this medicine

	

	Are there any significant interactions?

	

	Please detail any contra-indications, or other risks to the patient with this medicine

	

	Will there be any Primary Care implications, such as a shared care scheme etc?

	

	Is any manipulation of the product required by Pharmacy, nursing staff, or similar, prior to administration? Are there any Health & Safety concerns with the preparation and administration of this medicine?

	



7. Who is authorised to prescribe this medicine?
	Consultant
	

	Non-medical prescriber
	

	Resident Doctor (please indicate specific grades, or state “all”)
	



8.  Requestor & Clinical Director sign-off
	In accordance with the ULM Policy, each new unlicensed medicine that is requested for use 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 Pharmacist to initiate the ULM with completion of section 1. If the product is deemed to be a medium or high-risk ULM, the requesting consultant is required to sign the relevant part of section 2 which authorises procurement of the medicine. 

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 NHS Borders by East Region Formulary. In the case of a ULM for a patient group a FAF3 application must be also made to East Region Formulary, 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 East Region Formulary, a non-formulary request form should be completed for every patient prescribed the medicine. 
 
Once section 1 is completed and approved by Clinical Director for the Clinical Management Team (CMT) then the requesting Clinical Pharmacist can complete assessment of the product, and a Lead Pharmacist and/or consultant can give approval for procurement of the medicine.



	By signing, the signatories below confirm they have read the NHS Borders Policy on the prescribing, procurement and supply of unlicensed medicines, (available on NHS Borders intranet) and accept full responsibility for its use.

	Role
	Signature
	Date

	Consultant
	
	

	Requesting Pharmacist
	
	

	Clinical Director
	
	



9. For ULMs requiring FAF3 approval (if applicable)
	FAF3 completed by
	

	Role
	

	Date submitted
	

	Until the FAF3 is approved by the East Region Formulary, a non-Formulary request must be completed for each patient who will be prescribed the requested medicine. 





Section 2 – for completion by requesting pharmacist and procurement staff
1. Procurement & Quality Assurance details
	Is the product a UK Special?
	

	Is the product an import?
	

	What quantity is required?
	

	Cost of medicine
	

	Manufacturer/Supplier
	

	Lead time for ordering
	



2. For UK Specials
	[bookmark: _Hlk197518585]MS Number
	

	Is a batch-specific Certificate of Analysis available?
	

	Is a Product Specification available? If so, please attach to this document.
(If none is available, please discuss with Lead Pharmacist for Specialist Services)
	

	Is Certificate of Conformity available?
	

	Is Certification of GMP compliance available?
	



3. For imports
	Imported medicine PL number
	

	Country of licence
	

	Is the country of licence within the EU?
	

	If non-EU, does the country have a mutually recognised agreement with the UK for the manufacture of medicinal products?
	

	Is a certificate of TSE compliance available?
	

	Is an English translation of the SPC available? 
	

	Is an English translation of the PIL available? 
	

	Are the translations certified? And by whom?
	

	Does the supplier/manufacturer have a Technical Services or Medicines Information department?
	

	Are there any problems associated with the continuity of supply? If so, please detail. 
	

	Please provide details of any additional information required by the supplier/manufacturer (e.g. a consultant letter, etc)

	



4. Storage and stability
	Provide any details of special storage conditions for this medicine

	

	Provide details of any clinically significant excipients present

	

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

	



5. Quality Assurance sign-off
	By signing the signatories below confirm they have read the NHS Borders Policy on the prescribing, procurement and supply of unlicensed medicines, (available on NHS Borders intranet) and accept full responsibility for its use.

	Role
	Signature
	Date

	Clinical Pharmacist
	
	

	Procurement Technician
	
	



6. New Product Information (if applicable) for adding to eMM
Medicine details available throughout rest of form, see Sections 1 and 2. Please ensure the drug file is set-up for batch tracking to be completed when active. 
	F2 note to be added? (e.g. for specific consultants or specialities?)
	

	To be stocked in Pharmacy?
	

	Re-order level (units)
	
	Re-order level (outer packs)
	

	Cold storage requirement?
	
	Proposed storage location in Pharmacy (shelf location)
	

	Ward stocklists to be added to
	
	Quantity to store on ward
	



Complete below if product is for dispensing to Individual patient
	Specify any standard dosing if required as part of dispensing template (e.g. X times per day; X mg / hour, etc)
	

	Variable dosing (e.g. variable infusion rate)
	



For completion by Procurement / Stores
	Is the product on contract?
	

	If YES, record contract number
	
	If YES, record expiry date of contract
	

	Completed by
	Role
	Signature
	Date

	
	
	
	



	EMIS System Drug File Details

	Masterfile Item
	
	Mapped
	

	Template set-up
	

	Waiting for EMIS to fix
	
	Action taken with EMIS
	

	Addition to stocklists / assignment of storage in electronic cabinets

	Added by
	Role
	Signature
	Date

	
	
	
	

	Wards added to
	
	Quantities added
	

	
	
	
	

	
	
	
	

	
	
	
	


If this product is to be added to TRAK, please complete the TRAK Product Request form in Appendix 2 and submit that form to IM&T for processing. 


Section 3 – for completion by requesting pharmacist
1. Please complete the risk assessment scoring in Appendix 1 and assign a score for the requested product. 
	Risk level assigned

	

	Control mechanisms, if required based on risk level

	

	Quality Control or Assurance issues

	



	By signing, the signatories below confirm they have read the NHS Borders Policy on the prescribing, procurement and supply of unlicensed medicines, (available on NHS Borders intranet) and accept full responsibility for its use.

	Role
	Signature
	Date

	Requesting Pharmacist
	
	





Section 4 – for completion by pharmacist 8a or above and, if applicable, requesting pharmacist and consultant
1. Approval to procure
LOW Risk – can be approved by another pharmacist (8a or above) within the department
	Approved or Not Approved?
	



	By signing the signatories below confirm they have read the NHS Borders Policy on the prescribing, procurement and supply of unlicensed medicines, (available on NHS Borders intranet) and accept full responsibility for its use.

	Role
	Signature
	Date

	Pharmacist 8a or above
	
	



MEDIUM or HIGH Risk – approval sought from another pharmacist (8a or above) and must also be acknowledged by requesting pharmacist and consultant due to higher risk nature of medicine for procurement.
	Approved or Not Approved?
	



	By signing the signatories below confirm they have read the NHS Borders Policy on the prescribing, procurement and supply of unlicensed medicines, (available on NHS Borders intranet) and accept full responsibility for its use.

	Role
	Signature
	Date

	Requesting Pharmacist
	
	

	Pharmacist 8a or above
	
	

	Consultant
	
	



Completed form must be sent to bor.prescribing@borders.scot.nhs.uk 








Appendix 1 – Risk Assessment Scoring
	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  































Appendix 2 – TRAK Product Form
	Date
	

	Contact Name
	
	Contact Telephone No
	

	New medication, New form for existing medication or Amendment to a current medication?
	

	Generic Drug / Pharmacy Item Name
	

	ASCRIBE / Order Item Code
	

	Ascribe / Order Item Description
	

	Additional Information:
	




	Drug Forms to be attached:

	Route: 
E.g. Oral
	Form: 
e.g. Tablets
	Strength:
e.g. 20
	UOM:
e.g. Milligrams

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	Is this a Controlled Drug?     

	Does a Paper Form need to accompany a request for this drug?  
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