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1. Introduction
The Medicines and Healthcare Products Regulatory Agency (MHRA) grant marketing authorisations
(previously ‘product licences’) for medicines in the UK. Medicines must meet standards of safety,
quality and efficacy before they are granted this authorisation. The authorisation covers all the main
activities associated with the marketing of a medicinal product.
The authorisation does not restrict the prescription of the medicine by properly qualified medical
practitioners. Licensed medicines can be used legally in clinical situations which fall outside of the
remit of the licence: for example a different age groups, dose, indication, route or method of
administration. Manufacturers may not have sought to extend the licence for commercial reasons
where costs are likely to exceed the financial return. It is possible for the same medicine from different
sources to have different indications depending on the decision of the manufacturer.
The use of medicines ‘‘off-label’’ should be seen as a legitimate aspect of clinical practice. The use of
medicines ‘‘off-label’’ is often necessary and is common in many areas of medicine, for example
palliative care, paediatrics and psychiatry. Off-label medicines should not be used if there is a suitable
alternative licensed product is available.
Recommendations from bodies such as the General Medical Council and the Medical Defence
Organisations place a duty on doctors to act responsibly and to provide information to patients on the
nature and associated risk of any treatment, including ‘‘off-label’’ and unlicensed medicines.
The choice of treatment requires partnership between patients and healthcare professionals and
informed consent should be obtained wherever possible before prescribing any medicines. Patients
should be informed of identifiable risks and details of information given should be recorded. Usually
no additional steps to obtain consent are required beyond those for licensed medicines.
2.
Definition of ‘off-label’ medicines
The Summary of Product Characteristics (SPC) lists:
• Indications;
• Dose ranges;
• Methods of administration;
• Age restrictions.
As granted by the marketing authorisation for each medicine licensed for use within the UK.
Any use not in accordance with the SPC is considered ‘off-label’, or an unlicensed use.
2.1
Definition of unlicensed medicines
A medicine that has not been granted a marketing authorisation (product license) for use within the
UK.
3.
Clinical standards for prescribing ‘off-label’ medicines
In addition to usual clinical standards for prescribing medicines points 1-3 should be recorded in the
patients’ case notes:
1. Where appropriate a generic leaflet about off label use will be provided in addition to clinical
information and to complement verbal explanation (see CWP website);
2. The indication for the prescription and the treatment plan should be recorded;
3. The treatment should be reviewed at least every 12 months;
4. Where a consultant recommends to a GP the prescription of a medicine for an ‘off-label’ indication,
based on the consultant’s assessment of the individual, the consultant should explain the rationale
for such a treatment recommendation in the GP letter. If the GP is unhappy to initiate such a
treatment then a dialogue needs to take place between the consultant and GP to decide on the
most appropriate treatment options.
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3.1
Patient information on “off-label” indications
By law patient information leaflets (PILs) must be supplied to the patient with their dispensed
medication. The leaflets will contain information relating to the UK licensed indications of the product.
The consultant initiating treatment for an “off-label “ indication should make the patient aware of this
and document that additional verbal / written information has / will be provided to the patient on such a
use of the medicine.
Pharmacy / nursing staff should document in the case notes that counselling / provision of additional
information has been provided on this medicine when it has been carried out.
Not providing such additional information and raising awareness of this with the patient may lead to
poor concordance with medication regimens. Patients should be counselled on the difference
between their regimen and the information leaflet, where possible additional written information should
be given on the use of the medicine for the ‘off-label’ indication. Leaflets from the choice and
medication website (http://www.choiceandmedication.org.uk/cheshire-and-wirral/) may be helpful.
4.

Duties and responsibilities

4.1
Cheshire and Wirral Partnership NHS Foundation Trust (CWP)
CWP will support the use of medicines ‘off-label’ provided:
• The use is in accordance with a responsible body of professional opinion in the appropriate
specialty;
• The use is in accordance with evidence based practice where available;
• The use is necessary for the specific clinical need of the individual patient.
4.2
Prescribers
Involved in prescribing, dispensing and administering medicines ‘off-label’ should:
• Select the medicine which offers the best balance of benefit against harm for any particular
patient;
• Inform, change and monitor their practice with regard to medicines used ‘off-label’ in the
light of evidence from audit and published research and local policy guidelines;
• Be aware that clinical responsibility for prescribing lies with the prescriber who signs the
prescription;
• Have access to information on any product, to enable informed discussion with the patient;
• Remember that prescribing above the current British National Formulary (BNF) dose is also
off label prescribing. In the case of antipsychotics prescribed above the BNF maximum the
High Dose Antipsychotic Therapy (HDAT) Guidelines should be adhered to and the
treatment plan documented.
4.3 Community Mental Health Teams and Clinical Pharmacy Team
Staff caring for patients receiving off-label medicines should:
• Have access to information on any product, to enable informed discussion with the patient;
• Record any additional information to that given by the prescriber.
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