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You have been given a supply of:

This medicine is:

1. An unlicensed medicine

A licensed medicine being used off-label I:I

In the United Kingdom (UK), most medicines are licensed but some are not. To help you
understand what this means, we have given you this leaflet which answers some of the
most frequently asked questions and explains why medicines are licensed and why some
useful medicines do not have licences.

Your pharmacist may also give you another leaflet which is specific to your medicine.
Why do medicines have a licence?

In the UK, all medicines are checked to make sure they work and are safe. These checks
are normally part of a clinical trial. The Medicines and Healthcare Products Regulatory
Agency (MHRA) gives a product licence to medicines which have passed these checks.
The product licence, also called a market authorisation, will say which condition or
conditions that medicine can be used to treat.

What is meant by an unlicensed medicine?

An unlicensed medicine is a medicine which does not have a product licence. A medicine
might be unlicensed for various reasons.

Some examples of unlicensed medicines are:

¢ A medicine that has to be imported because it is not available in the UK.

e A specially prepared liquid medicine for patients who cannot swallow tablets or
capsules.
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Sometimes prescribers may use a medicine in a way that is not part of its product licence.
You may hear this being called an ‘off-label’ use of a licensed medicine.

Examples of ‘off-label’ uses include:

e Using a medicine to treat a condition which is not listed in the product licence.
e Using a medicine in an age group which is not mentioned in the product licence.

e Using a medicine at a different dose than that recommended in the product licence.
Why are some medicines unlicensed?
There are many different reasons why a medicine might be unlicensed.
These include:

e Manufacturers may decide not to try to get new uses for a medicine added to the
product license because it is very expensive to complete the necessary clinical
trials.

e The number of people with a particular condition is too small to allow clinical trials to
be completed.

e The medicine is still going through the licensing process, which can take some time.
How do | know these medicines are safe and will work?
Your prescribers will have considered all the options for treating your condition before
deciding to give you an unlicensed or off-label medicine. The prescriber will have thought
carefully about the best medicine for you and your condition.
Prescribers have a lot of experience with medicines. They will have read specialist
information about the unlicensed or off-label medicine and may have talked to other
experts about your treatment.
How will I know that my medicine is not licensed?
Your prescriber should discuss this with you before giving you the medicine.
If your medicine is being used ‘off-label’, you may notice that the leaflet in the box does not
talk about the condition that you have. It is important that you take your medicine as the
prescriber or pharmacist has told you. The dose should be printed on the label stuck on
the box by pharmacy.
What if | don’t want to take an unlicensed medicine?
This is your choice to make. Talk it over with your prescriber. Tell them what you are
worried about. They will be able to give you more information and advice about the

medicine.

Your prescriber will also be able to discuss alternative treatments with you and explain
why they think this option is the best for you.
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Where can | find out more information?

If the leaflet given to you with the medicine does not talk about the condition you have,
please ask your prescriber for more information.

If the medicine comes from another country and the packaging and leaflet are not in
English, ask your pharmacist if they can give you a leaflet that has been translated into
English.

How do | obtain further supplies of this medicine?

Your prescriber or pharmacist should explain this to you when you are given your
medicine.

If you need to continue with your medicine after leaving hospital, you may need to continue
to obtain it via the hospital. Alternatively your hospital prescriber may ask your GP to
prescribe this medicine for you. Your GP will then give you a prescription which you can
take to a community pharmacy.

Feedback

Your feedback is important to us and helps us influence care in the future.

Following your discharge from hospital or attendance at your outpatient appointment you
will receive a text asking if you would recommend our service to others. Please take the

time to text back, you will not be charged for the text and can opt out at any point. Your
co-operation is greatly appreciated.

Further information

If you would like further information about your medicine, please
telephone the pharmacy department using the details below and ask to
speak to the Responsible Pharmacist or the Medicines Information
Department (Aintree):

e Royal Liverpool Hospital: 0151 706 2085
e Aintree Hospital: 0151 529 3226

Author: Medicines Governance Group
Review date: October 2026
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All Trust approved information is available on request in
alternative formats, including other languages, easy read, large
print, audio, Braille, moon and electronically.

Gl el i Ly o5 5al panay allall vie i) el U8 e agale B gall ua yally dalaiall Cila glaall aran i 55 (S
Lol 5 O ge ARy yhay g (1 siSall ) o 48y phay g o gually 9 5 Sl Ao Ladall g pally g Lgle) 8 Jgnsd (3 kg 5 A

FFIARERESHENBEEADTUHCEARM  AFRTES. WAL, XF

i, TR, 5X. BEE (Moon ) EXHEFRR , BHHERN.

caadly 513 G yiaad p Cilise SN 4y |y o sazs L ddagl ) 53 Adoladl Jaus g5 008 1y gud e Sl A0S g gz il 1y g0
Sl gage Gk 55y Sy 5 Ose S8 Gasatia had (Dgea oal e ol 3 4 ¢ S Gl ) 4 ales )

Al iy 1oy Sl 38 4l g Sy b\.}JAgd.'ncQ,\}MDﬁ&\ﬁdegﬁmﬁﬁﬂ)\A:m.'\o};\;\u._a_)l.’ﬁb
AAD (S5 A 5 (930 b (Bnd (B ph o) A8 (s (o i 58 (lula) 3y (5548 ¢ i Sl

P AR R A HE R B (5 BT UL e 3R, GfEESE. s, Ky
s Al B3 BREAK (Moon) HICHHL A, HUERI

Dhammaan warbixinta bukaanleyda ee Ururka ee la oggol yahay waxaa marka la
codsado lagu heli karaa nuskhado kale, sida lugado kale, akhris fudud, far waaweyn,
dhegeysi, farta braille ee dadka indhaha la’, Moon iyo nidaam eletaroonig ah.

PI 3083 V1



