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Unlicensed Medicine Special Need Evidence Form

The Human Medicines Regulations 2012 requires that medicinal products are licensed before they are marketed in the UK. However, some patients may have special clinical needs that cannot be met by licensed medicinal products. So that these special needs may be met, in Regulation 167 the law allows manufacture and supply of unlicensed medicinal products (commonly known as 'specials') subject to the following conditions:
1) there is a bona fide unsolicited order, 
2) the product is manufactured and assembled in accordance with the specification of a person who is a doctor, dentist, nurse independent prescriber, pharmacist independent prescriber or supplementary prescriber registered in the UK,
3) the product is for use by their individual patients on their direct personal responsibility. 
If a 'special' is manufactured in the UK, the manufacturer must hold a manufacturer's (specials) licence issued by the MHRA. A 'special' may not be advertised and may not be supplied if an equivalent licensed product is available which could meet the patient's needs. 
Responsibility for deciding whether an individual patient has “special needs” which a licensed product cannot meet is a matter for the prescriber responsible for the patient’s care. 

The MHRA expects manufacturers, importers and distributors of unlicensed medicines to obtain documentary evidence of this special need.  

Responsibility for the use of an unlicensed medicine and the liability for any consequences rest with the prescriber alone. 

In the event of adverse reactions, the prescriber may be called upon to justify their actions. The manufacturers will not be held accountable unless the medicine is proven to be defective in some way. 

Please complete the details below electronically then print, sign and return this form as a pdf document to Preston Pharmaceuticals at prestonpharmaceuticals@lthtr.nhs.uk


	Customer Name:
	

	Job Title:
	

	Organisation:
	

	Product Name, Strength and Form:

	

	Declaration:

	This unlicensed medicine is required to fulfil the special needs of specific patients in accordance with Regulation 167 of The Human Medicines Regulations 2012.

	Signature:
	

	Date:
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