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Important information relating to specific products
	Product
	Comments

	Cisapride
	The Committee on Safety of Medicines (CSM) advised that the balance of risks and benefits for cisapride was negative in all indications and populations and in respect of importation of cisapride products not licensed in the UK. The CSM has additionally advised that the MHRA should object to importation of cisapride products on grounds of safety, both for adult and paediatric use.

	Melatonin
	There is a licensed controlled release melatonin tablet available in the UK, however it is recognised that unlicensed immediate release products, liquids and capsule preparations may be needed for the special needs of individual patients for whom the UK licensed product is unsuitable. There is at least one pharmaceutical immediate release product available within Europe, however, other unlicensed melatonin products are frequently notified for import. These products may be classified as supplements, not pharmaceuticals in their country of origin and may not made under pharmaceutical Good Manufacturing Practices. They should therefore only be used as a last resort. Importers must ensure customers are advised accordingly.

	Single component measles, mumps and rubella vaccines
	Currently (Dec 2009), Merck Mumpsvax is not being manufactured and is unavailable. This vaccine contains the Jeryl Lynn strain used in UK MMR vaccines and  is the only strain to which the MHRA does not object to import.

Historically, the following strains and products have attracted objections to import: Rubini strain, Urabe strain, L-Zagreb strain, Pavivac.

In October 2009, the Commission on Human Medicines (CHM), following submission of  evidence from prospective importers,  advised that the MHRA should  object to importation of L-Zagreb mumps vaccines on grounds of safety (possible association with incidence of aseptic meningitis).

Clinics, doctors and parents should be aware that courses of measles, mumps and rubella single component vaccines may not be able to be completed due to unavailability of imported mumps vaccine.

	Subcutaneous immunotherapy (allergy desensitising) 
products
	Based upon CSM advice, the MHRA normally objects to importation of unlicensed subcutaneous desensitisation products, other than those for bee and wasp stings for use in specialist clinics with resuscitation facilities.

	Sublingual Immunotherapy (SLIT) Products
	In 2005, the Committee on Safety of Medicines (CSM, now Commission on Human Medicines) advised the MHRA that objection was not required to importation of unlicensed pollen-based SLIT products for use in non-asthmatic adults under the supervision of NHS specialists with access to resuscitation equipment. On this basis, the MHRA will normally object to importation all non-pollen-based SLIT products.

	Supplements from the USA
	Products classified medicines in the UK but as supplements in the USA are not made under pharmaceutical Good Manufacturing Practices. They should therefore only be used as a last resort. Importers must ensure customers are advised accordingly.

The MHRA normally objects to the import of unlicensed medicines from US compounding pharmacies. These are not inspected to cGMP standards by the US FDA and hence there is no assurance of acceptable product quality.

	Talc preparations for pleurodesis
	On 10 October 2007, the MHRA issued the following statement announcing that we intend to treat talc preparations as medicinal products with effect from 1 January 2008:
MHRA statement on talc preparations for pleurodesis
Consequently, talc preparations for pleurodesis should be licensed as medicinal products for use in the UK and manufacturers of these preparations are invited to submit appropriate manufacturing authorisation applications. Given the current absence of licensed talc preparations for pleurodesis these products will be required to be prescribed by healthcare professionals as unlicensed medicines for the special clinical needs of individual patients on the direct personal responsibility of the prescriber. Importers of any medicine that is unlicensed in the UK must notify the MHRA in accordance with The Human Medicines Regulations 2012 (SI 2012/1916) (external link).

	Thalidomide
	Until June 2008, no licensed thalidomide product was available in the UK and unlicensed product had to be manufactured or imported. In June 2008, a licensed product became available in the UK (Thalidomide Pharmion 50 mg Capsules). In view of the serious safety concerns with thalidomide, the MHRA will object to notifications for importation of Thalidomide products unless there are very strong clinical reasons for the use of an unlicensed product. UK manufacturers of unlicensed thalidomide products are expected by the MHRA to adopt a similar position.
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