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The test your doctor has requested for you or your relative involves the use of an unlicensed product.  
Although medical trials have shown the safety and usefulness of this product, we have a legal 
responsibility to explain what unlicensed products are and why we use them.

Why do medicines have a licence?  A product licence is a way of showing that a medicine has 
undergone a series of checks that show it to be safe and effective when used in a particular way.  
Some medicines, although being recognised as safe and effective, do not have a licence.

Why are some products not licensed?  There are several possible reasons why a product may be 
classed as unlicensed:

Although unlicensed in the UK, the product may be used because it has a licence in another country 
with which the UK has an agreement on licensing standards.

Although one form of the product might have a UK licence, it may have to be changed into another 
form to be useful for your test.  This is made up as a ‘special’ product and is no longer classed as 
licensed.

The demand for the product may not be great enough for the manufacturer to go through the 
process of obtaining a licence.

Why is this test not carried out using a licensed product?  There is no licensed product available 
for this test.

Why can a product be used if it is not licensed?  An unlicensed product can only be used if the 
doctor responsible for its use is satisfied that it is safe and effective, and that its use is likely to benefit 
the patient.  In many cases, the product will have been in widespread use for many years without 
causing any adverse effects. 

Can I refuse to have the test?  You have the right to refuse to allow the test to proceed, although 
you should remember that the doctors responsible for your care or that of your relative have 
considered the case carefully, and have decided that the test could be useful.  The test cannot 
proceed unless it has been fully explained to you, and you have agreed to go ahead.

Who can I contact for further information?  If you have any questions regarding unlicensed 
products or any other aspect of your test, please contact us on the telephone number given in your 
appointment letter.
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