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You have been given a treatment called:

This is either an unlicensed medicine or a medicine being used outside 
of its current licence, known as off licence or off label. In this leaflet we 
explain unlicensed and off licence medicines in greater detail and some 
of the reasons why decisions are taken to prescribe them.

What is a licensed medicine?

Before a medicine can be widely used in the UK it must first be granted 
a licence. While no medicine is completely risk free a licence indicates 
that all the proper checks have been carried out and the benefits of a 
medicine are believed to outweigh the risks. This licence is also known 
as a Marketing Authorisation (MA).

Licences are only granted if high standards of safety and quality are met 
during the whole development and manufacture of a medicine. In the 
UK, licences for medicines can be granted by the Medicines and 
Healthcare Products Regulatory Agency (MHRA – which can grant 
licences for the UK only), or the European Medicines Agency (EMA – 
which can grant licences across the EU).

What is an unlicensed or off licence medicine?

An unlicensed medicine is one that does not have a licence in the UK. 
Off licence use means that the medicine has a licence in the UK but it 
does not cover the condition that you are being treated for. This can be 
because the manufacturer has not asked for it to be licensed for 
specific conditions even though there is evidence available. Note 
that neither unlicensed nor off licence use mean that they 
are unsafe or will not work.
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Why are these medicines prescribed?

Reasons include:

• the prescriber believes that this medicine would work well for your 
condition even though it is licensed for a different condition

• the medicine is unavailable in the UK and has to be obtained from 
another country which has similar high standards of licensing

• the medicine is normally available in one form, e.g. tablet, but 
another form, e.g. liquid, is better for you – this will have to be 
made up as a 'special' medicine, so it will be unlicensed

What happens when I am given an unlicensed or off 
licence medicine?

The prescriber will have considered the evidence and concluded that this 
medicine is appropriate for you. They should tell you why they have 
decided this and answer any questions you may have.

They may also give you some written information to read alongside the 
manufacturer's information leaflet (if there is one). Note that the 
manufacturer's leaflet may not seem 'quite right' - it may not mention 
your condition or the dose you are on. Please be reassured that many 
medicines can be used in situations other than those mentioned in the 
manufacturer's leaflet.

How do I get my unlicensed or off licence medicine?

You will be able to get your first supply of medicine in the same way you 
would get other medicines from the hospital. In an outpatient clinic you 
will be given a prescription to take to a pharmacy within the 
hospital. If you are an inpatient a nurse will administer the medicine 
and, if appropriate, you will be given a supply when you are discharged.
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What if I need a repeat prescription?

You may need to make special arrangements for repeat prescriptions of 
your medicine. This is because it might need to be made specially or take 
longer to get hold of than other medicines. Your GP may not always be 
able to give you further supplies of this medicine if they are not familiar 
with it. Please ask the hospital pharmacy staff for advice on this.

What if I don't want to take this medicine?

If you are unhappy about taking this medicine talk to the medical team 
or pharmacist and tell them what you are worried about. They can:

• give you more information about the medicine
• explain why they think it is the best treatment for you
• tell you about alternatives

Remember, you can't be forced to take it if you don't want to.

Where can I find out more about medicines?

If you have any concerns about your medicines, the information you 
have been given or you would just like to know more, please talk to a 
member of the medical team or the pharmacist who will be pleased to 
answer your questions. You may also contact Medicines Information in 
pharmacy:

0114 271 4371 (Northern General Hospital)   

0114 271 3296 (Royal Hallamshire Hospital)

Alternative formats can be available on request.
Please email: sth.alternativeformats@nhs.net
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