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SUPPORTING STATEMENTS

this document should be read in conjunction with the following statements:

SAFEGUARDING IS EVERYBODY'S BUSINESS

All Mersey Care NHS Foundation Trust employees have a statutory duty to safeguard and

promote the welfare of children and vulnerable adults, including:

e being alert to the possibility of child/vulnerable adult abuse and neglect through their
observation of abuse, or by professional judgement made as a result of information
gathered about the child/vulnerable adult;

¢ knowing how to deal with a disclosure or allegation of child/adult abuse;
¢ undertaking training as appropriate for their role and keeping themselves updated,;

e Dbeing aware of and following the local policies and procedures they need to follow if they
have a child/vulnerable adult concern;

e ensuring appropriate advice and support is accessed either from managers, Safeguarding
Ambassadors or the trust’s safeguarding team;

e participating in multi-agency working to safeguard the child or vulnerable adult (if
appropriate to your role);

e ensuring contemporaneous records are kept at all times and record keeping is in strict
adherence to Mersey Care NHS Foundation Trust policy and procedures and professional
guidelines. Roles, responsibilities and accountabilities, will differ depending on the post you
hold within the organisation;

e ensuring that all staff and their managers discuss and record any safeguarding issues that
arise at each supervision session

EQUALITY AND HUMAN RIGHTS

Mersey Care NHS Foundation Trust recognises that some sections of society experience
prejudice and discrimination. The Equality Act 2010 specifically recognises the protected
characteristics of age, disability, gender, race, religion or belief, sexual orientation and
transgender. The Equality Act also requires regard to socio-economic factors including
pregnancy /maternity and marriage/civil partnership.

The trust is committed to equality of opportunity and anti-discriminatory practice both in the
provision of services and in our role as a major employer. The trust believes that all people
have the right to be treated with dignity and respect and is committed to the elimination of
unfair and unlawful discriminatory practices.

Mersey Care NHS Foundation Trust also is aware of its legal duties under the Human Rights
Act 1998. Section 6 of the Human Rights Act requires all public authorities to uphold and
promote Human Rights in everything they do. It is unlawful for a public authority to perform any
act which contravenes the Human Rights Act.

Mersey Care NHS Foundation Trust is committed to carrying out its functions and service
delivery in line the with a Human Rights based approach and the FREDA principles of
Fairness, Respect, Equality Dignity, and Autonomy
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The purpose of this policy is to clarify issues around the prescribing, supply and administration
of unlicensed and off-label medicines in Mersey Care NHS Trust.

Unless exempt, any medicine for intended for human use within the UK must have a marketing
authorisation (formerly called a product licence) before being placed on the market. The
regulation and licensing of medicines on the UK market is undertaken by the Medicines and
Healthcare products Regulatory Agency (MHRA) -a Government body set up to discharge the
responsibilities of the Licensing Authority, in accordance with the Medicines Act 1968 and
Regulations under the Act. The MHRA ensures that medicinal products conform to
internationally-agreed standards, and that those medicines are manufactured, stored and
distributed in compliance with the required regulatory standards.

Within the European Union, control of medicinal products is addressed by the new EU
pharmaceutical legislation (http://www.emea.europa.eu). UK legislation relevant to unlicensed
use includes the Medicines Act and the Consumer Protection Act.

The Medicines Act 1968 lays down regulations to control the manufacture, sale and use of
medicinal products. Under this Act, medicines are required to have a marketing authorisation
(product licence) which is issued by the MHRA. The marketing authorisation defines the
therapeutic or diagnostic purposes and the clinical indications of which a product may be sold or
supplied. The licensed clinical indications, dosage, age, method of administration, precautions,
contraindications, drug interactions, side-effects and other information from the manufacturer
are presented in the Summary of Product Characteristics (formerly data sheet). This
information is also published in the BNF.

The Consumer Protection Act 1987 applies whether medicines are licensed or unlicensed. The
significance of this is that under this Act a “producer” is automatically liable if a product is found
to be defective. Note that producers, even if they are found to be strictly liable for their product,
can nevertheless make their own claim against the Hospital or prescribers if a product was
wrongly prescribed. Producers of medicines will often be able to claim exemption from this Act
on the basis that the risk is one of development i.e. that in the passage of time risks that were
not appreciated come to light at a later date. This means that the Hospital and/or its prescribers
face potential liability to any claimant.

Prescribing of unlicensed medicines or licensed medicines for unlicensed uses alters (and
probably increases) the prescriber’s professional liability. When prescribing unlicensed
medicines, the prescriber must be able to justify his actions in accordance with a respectable,
responsible body of professional opinion.

Prescribers are not prohibited from prescribing unlicensed medicines. Prescribing of licensed
medicines outside the recommendations of the marketing authorisation increases the
prescriber’s clinical responsibility and legal liability and must be justifiable in accordance with a
respectable, responsible body of professional opinion. The manufacturer is unlikely to be found
liable for any harm caused by that medicine, unless the harm is directly attributable to a
defective medicine, rather than the way it was prescribed.

OUTCOME FOCUSED AIMS AND OBJECTIVES

This policy is based on the belief that while use of unlicensed medicines or licensed medicines
outside the terms of their license is a necessary part of practice, reasonable steps must be
taken to minimise potential risks of to service users.

Unlicensed medicines should only be used where use of a licensed alternative is not possible.
There are legal, ethical and professional frameworks which govern the use of unlicensed and
off-label medicines. Across the trust, there should be a clear policy on the use of unlicensed
medicines, which reflects the differences in liability which may exist.

Practitioners must be fully aware of their responsibilities when using unlicensed or off-label
medicines and must have sufficient knowledge, information or experience and must be acting in
the best interests of the service user
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3. SCOPE

3.1

This policy applies to all clinical staff of the Trust.

4. DEFINITIONS

4.1

4.2

4.3

4.4

4.5

4.6

For the purposes of this Policy, the terms “unlicensed use of medicines” includes all uses of
medicines as specified below:

Unlicensed Medicines (which do not have a product license) e.g.
Products for which a licence has yet to be granted in the United Kingdom; a licence may
exist elsewhere.
Products that no longer have a licence because license been abandoned, suspended,
revoked or not renewed.
Products manufactured for export
Products undergoing clinical trials

Unlicensed Uses of Licensed Medicines (i.e. off label use where licensed medicines are used
outside the terms of their UK license) e.g.
Unlicensed indications
Doses outside licensed limits
Use in preghancy
Handling and administration medicines outside the terms of the license (e.g. segments,
crushing)

The provisions of the licence are usually summarised in the summary of product characteristics
(SPC). SPCs are not always published (e.g. for generics) and are not usually consulted at the
time of prescribing. Even if the contents of the SPC are known, there are occasions when non-
adherence is justified e.g. where the licensed indications do not reflect current knowledge or do
not include well proven uses or are over restrictive.

Extemporaneously prepared medicines, e.g.
Products made from licensed medicines, e.g. low dose formulations for children/elderly;
liquid formulations for elderly or those unable to swallow.
Products made in a ‘specials’ manufacturing unit or prepared in a hospital pharmacy
under a Medicines Act exemption.

Re-packed Medicines
When a medicine is removed from its original container (manufacturer packaging) and
re-packed, e.g. during normal dispensing or repacking of medication into compliance
aids, it technically becomes ‘unlicensed’

5. DUTIES

5.1

5.2

5.3

The Medical Director is accountable to the Trust Board for the implementation of the Policy
and ensuring that appropriate use of unlicensed or off-label use of medications within the trust.
The Chief Pharmacist is responsible for chairing the Drugs and Therapeutics Committee which
reviews and has oversight of the policy and procedure for the use of unlicensed or off-label
medications.

The Drugs and Therapeutics Committee (DTC) works within the governance structures of the
trust ensuring that medicines are managed in an effective manner across the trust. The
committee ensures that pharmacological treatments are provided for people with mental health
problems in a safe manner under principles of ‘right person, right medication, right dose, right
time’. Whilst supporting clinical governance within the Trust via effective policies and guidance
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54

5.5

to ensure best practice. It also supports and advises on implementation of national guidelines;
e.g. NICE and safety alerts. Via the Medicines Safety Group there will be review and analyses
any medication related errors or incidents, with reports are tabled every two months.

Prescribers’ responsibility and duties
When prescribing unlicensed medicines the prescribing prescriber’'s responsibilities include:-

5.4.1 To be aware that the product is unlicensed. To be aware of any known side effects and drug
interactions and also to be aware that there may be side effects or drug interactions that are
not yet known.

5.4.2 To prescribe such medicines only after careful consideration of the risks and benefits of the
proposed treatment versus available licensed products.

5.4.3 To be familiar with the product or be acting on the direct advice of a specialist, SOAD,
professional body or by following published precedent e.g. publication in a reputable
medical journal.

5.4.4 Prescribers should inform service users and carers of the reasons for prescribing an
unlicensed medicine or a licensed medicine for an unlicensed indication. They should inform
them of the risks and benefits of using the medication.

5.4.5 The prescriber must make clear that:

That the drug is unlicensed and not approved by the MHRA for use in the UK
The known side effects

That the medicine may have side effects that are not known

That the drug has not been fully assessed and not been accepted as standard
treatment.

5.4.6 To fully document this information.

5.4.7 The prescriber must obtain consent to the course of treatment and therefore the service
user must have capacity. If a service user has capacity and refuses to have the treatment
with the unlicensed product, then such treatment must not be given. If a service user does
not have capacity the provisions of the Mental Health Act apply and it is recommended that
a second opinion in respect of proposed treatment with an unlicensed product should be
obtained. As with all consent it is essential that it be informed consent.

5.4.8 Discussions with service users about the proposed prescribing of an unlicensed product
must be fully recorded in the service user’s notes, but it is recommended that this be
repeated in a letter to the service user to avoid a subsequent allegation that the consent
was not an informed one.

5.4.9 If a prescriber is to prescribe an unlicensed product it is recommended that this is discussed
with a pharmacist before treatment commences and from time to time during the course of
treatment.

Pharmacists’ responsibility and duties

5.5.1. To obtain unlicensed medicines only on the written “request” of a consultant

5.5.2. To explain to healthcare staff the practical implications of using unlicensed medicines or
medicines for unlicensed uses

5.5.3 To inform prescribers of unlicensed uses of medicines when such uses can be identified from
prescribing documents and other sources

5.5.4 To authorise the safe keeping and control of medicines used in clinical trials

5.5.5 To draw up specifications for all unlicensed medicines purchased by the hospital pharmacy
and to seek quality control approval before such products are used

5.5.6 To keep an approved list of specials suppliers

5.5.7 To keep records of all specials purchases

5.5.8 To ensure that for all clinical trials involving medicines, undertaken within the hospital, the
appropriate certificates or exemptions are available and that suitable indemnity is in place
before the trial starts

5.5.9 Itis recommended that pharmacists monitor the prescribing of unlicensed medicines.
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5.6

5.5.10 Medicines Information to support with any available information in different languages, that
may support the service user.

Nurses responsibility and duties

5.6.1 To question the prescriber or pharmacist if an instruction to administer a medicine is thought
to be outside the terms of a product licence with regard to its dose, route of administration or
other aspect.

5.6.2 Nurses may refuse to administer medicines being used outside the terms of their product
licence if that is judged to be in the best interests of the service user. Refusal to administer
should not occur solely because a medicine is unlicensed.

6. PROCESS

6.1

6.2

6.3

6.4

6.5

6.6

6.7

6.8

6.9

It is accepted that the informed use of some unlicensed medicines or licensed medicines for
unlicensed applications is sometimes necessary. Absence of a license does not necessarily
indicate an absence of evidence for the proposed intervention. A high percentage of products
are not licensed for use psychiatry. However, it is accepted practice that unlicensed products
are used when appropriate in this group of service users.

Prescribers are allowed to prescribe unlicensed or off-label medicines in that there is no
prohibition. The responsibility for unlicensed or off label prescribing is a matter for the prescriber
and must be based on careful assessment of the evidence, available options and the potential
risks and benefits. Wherever practicable, licensed products should be used first. As with any
other treatment, the prescriber must act in the best interests of the service user when
prescribing unlicensed medicines.

The Drug and Therapeutics Committee has approved a list of medications that have routine
unlicensed or off-label uses (Appendix 1). It is accepted that prescribers do not need further
approval when prescribing from this list and the Pharmacy service will not routinely contact
prescribers in such circumstances.

Requests for supply of unlicensed medicines not listed in Appendix 1 should be made on the
appropriate form (Appendix 2 or 3) indicating that intention to use the unlicensed product for the
treatment of an individual service user or for a group of service users.

Some unlicensed uses of medicines are routinely undertaken by the pharmacy service and so
will not usually require completion of unlicensed forms. Examples include use of products from
specials manufacturers, preparing segments from licensed medicines, re-packing medicines
into dispensing packs or compliance aids, or preparing extemporaneous preparations.

Prescribing of unlicensed medicines should only follow careful assessment of the evidence,
available options, potential risks and benefits of the proposed treatments and only used when
the benefits outweigh the risks.

If the evidence base is limited, advice should be sought from specialists in the area or
pharmacy.

The service user and carers should be fully informed of the unlicensed status of the medicine,
perceived benefits and adverse effects.

In general, no additional steps, beyond those taken when prescribing licensed medicines, are
required to obtain the consent of service users (and/or carers) for use of unlicensed medicines.
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6.10

6.11

6.12

6.13

6.14

6.15

6.16

6.17

6.18

6.19

It should be documented in the case notes whether consent is obtained, not given or not
possible.

A cautious trial of treatment, with monitoring and regular review should be carried out. Full
documentation of effectiveness, side effects and tolerance is prudent. If the treatment proves
unsuccessful, it should be gradually withdrawn and the reasons documented.

By law, all adverse drug reactions that occur in service users treated with unlicensed medicines
should be reported to the Committee on Safety of Medicines Yellow Card Scheme.

General practitioners are typically involved in the continuing care of psychiatric out-service
users. If asking a general practitioner to prescribe, the GP should be made aware of the
unlicensed use and informed of the risks and benefits of treatment. The full agreement of the
GP should be sought before transfer of clinical responsibility. Most GPs would be prepared to
continue treatments recommended by colleagues, provided the rationale and practical
arrangements have been clarified. General practitioners are however under no obligation to
take on clinical responsibility.

Overall the prescriber should take responsibility for prescribing the medicine, informing the
service user (or carers), overseeing treatment, monitoring and any follow up treatment, or
liaising with general practioners as appropriate.

A record of the reasons for the unlicensed use and any discussions with service users and
consent status should be kept in the case notes.

When processing prescriptions for unlicensed medicines, the pharmacy should take reasonable
steps to establish reason for use and ensuring safe supplies

Records of unlicensed medicines purchased will be held in the pharmacy department and
reviewed by the Drug and Therapeutics Committee. Such records must be kept for a minimum
of five years and which should show

The source from which that person obtained the product.

The person to whom and the date on which the sale or supply was made.

The quantity of each sale or supply.

The batch number of the batch of that product from which the sale or supply was made,
and,

Details of any suspected adverse reaction to the product so sold or supplied of

In the case of clinical trials, there must be ethical committee approval prior to such trials
commencing, the service users written informed consent obtained, and any trials must be under
the supervision of a pharmacist together with the service user’s consultant psychiatrist.

Procedure for unlicensed medicines with no UK license - If any unlicensed medicine not
previously assessed by the D&T committee is prescribed, the pharmacy department will advise
the prescriber of the unlicensed status of the product and request that they contact the Chief
Pharmacist. Where a prescriber wishes to propose a new unlicensed medicine, an application
for its use accompanied by critical evidence based evaluation should be presented to the D&T
Committee prior to its use. Urgent requests should be directed to the Chief Pharmacist.
Procedure for prescribing licensed medicines for unlicensed uses (off-label use)

- It is recognized that many licensed medicines are used for unlicensed purposes. If a licensed
medicine used for unlicensed purposes is not on the approved list then a request for supply
should be made on the appropriate form (Appendix 2 or 3) indicating that intention to use the
licensed product for the treatment of an unlicensed indication for an individual service user or
for a group of service users
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7. CONSULTATION

7.1 This version of the policy was reviewed and updated by the trust’'s Drugs and Therapeutics
Committee.

8. TRAINING AND SUPPORT
8.1 Information on unlicensed and off-label use should be included in medical induction, nurse

training, medicines update. Clinical pharmacists will highlight the unlicensed medicines policy
in their areas of work.

9. MONITORING

9.1 The Medicines Safety Group will oversee the audit local prescribing of unlicensed medicines
and report to the trust’s Drugs and Therapeutics Committee.

9.2  Allrequest forms will be held in the appropriate pharmacy supplying the service users and will

be reviewed on a regular basis

10. EQUALITY AND HUMAN RIGHTS ANALYSIS
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Mersey Care m

NHS Foundation Trust

Equality and Human Rights Analysis

Title: POLICY AND PROCEDURE FOR USE OF UNLICENSED AND OFF-LABEL
MEDICINES

Area covered: TRUST-WIDE

What are the intended outcomes of this work? To ensure that if unlicensed or of label
medicines are prescribed they are do so in a safe, effective and appropriate manner.

Who will be affected? Service users

Evidence

What evidence have you considered?
Policy information, previous version of the policy, information from The Royal College of
Psychiatrists, information from NICE

Disability (including learning disability)
Appendices to take in to account prescribing practice in Specialist learning Disabilities Division

Sex
No issues

Race

Provision of information in different languages, 5.5.10 updated to reflect support from
Medicines Information Services. Information leaflet in appendix documents is current available
in English only.

Age
No issues

Gender reassignment (including transgender)
No issues

Sexual orientation
No issues

Religion or belief
No issues

Pregnancy and maternity
No issues

Carers
No Issues

Other identified groups
None

Cross Cutting
All individuals prescribed unlicensed or off-label medicines will be covered by the trust-wide
approach as described in the policy and appended documents.
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Human Rights Is there an impact?
How this right could be protected?

Right to life (Article 2) Human rights based approach supported

Right of freedom from inhuman Human rights based approach supported
and degrading treatment (Article 3)

Right to liberty (Article 5) Human rights based approach supported
Right to a fair trial (Article 6) Human rights based approach supported
Right to private and family life Human rights based approach supported
(Article 8)

Right of freedom of religion or belief Human rights based approach supported
(Article 9)

Right to freedom of expression Human rights based approach supported

Note: this does not include insulting
language such as racism (Article 10)

Right freedom from discrimination Human rights based approach supported
(Article 14)

Engagement and Involvement detail any engagement and involvement that was completed inputting this together.

All members of the drugs and therapeutics committee were consulted during this revision of
the policy.

SU mm ary Of An al yS IS This highlights specific areas which indicate whether the whole of the document supports the
trust to meet general duties of the Equality Act 2010

Eliminate discrimination, harassment and victimisation

The policy creates a clear framework to support the prescribing of unlicensed or off label use of
medications. The policy takes in to account all service users and provides clear guidance to
trust staff.

Advance equality of opportunity

No issues identified

Promote good relations between groups
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No issues identified

What is the overall impact?
Creates a clear approach for the use of unlicensed or off label medicines.

Addressing the impact on equalities

N/A

Action planning for improvement
N/A

For the record
Name of persons who carried out this assessment:
L Knowles

Date assessment completed:
29/12/2016

Name of responsible Director:
Dr D Fearnley

Date assessment was signed:
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11. Appendices

Appendix 1

Appendix 2

Appendix 3

Appendix 4

Appendix 5

Appendix 6

List of approved unlicensed and off-label medicines

Request form for unlicensed medicines — Groups of service users

Request form for unlicensed medicines — Individual service users

Request for unlicensed medicine — Pharmacy Letter

Service user Information Leaflet- Unlicensed and off-label medicines

Named service user medication record
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Appendix 1

List of medicines recognised by the Trust Drugs and Therapeutics Committee as
having routine unlicensed uses i.e. unlicensed medicines where there is published
information and experience of use and which are endorsed by a respectable,
responsible body of professional opinion.

Medicine or Group

Unlicensed Indication

Comments

Any medicine

Extemporaneous preparations
prepared by pharmacy

Any medicine

Segments prepared by pharmacy

Antidepressants

Anxiety/Panic disorder

Some are licensed

Antipsychotics

Psychosis other than schizophrenia

Benzodiazepines

Aggression / Rapid Tranquillisation;
Substance misuse

Benztropine

Extrapyramidal side effects

Betablockers / Propranolol

Akathisia / Tachycardia

Clozapine — crushed

No clozaril liquid available

Denzapine suspension

available
Carbamazepine Acute Mania; aggressive or
impulsive behaviour, addictions
Clonazepam Akathisia
Dihydrocodeine Opioid dependence
Hyoscine hydrobromide Hypersalivation Kwells

Melatonin

ADHD, Learning disabilities, autism

Metformin

Antipsychotic-induced weight gain

Methadone tablets

Opioid dependence

Ligquid licensed

Midazolam-Buccal (Epistatus)

Status epilepticus

Buccolam licensed

Omega-3 fatty acids

Schizophrenia

Pirenzepine

Hypersalivation

Psychotropics

Behavioural/ psychiatric symptoms
in dementia

“the use of high dose antipsychotics should be an exceptional clinical
practice and only ever employed when standard treatments, including
clozapine, have failed. Documentation of target symptoms, response
and side effects, ideally using validated rating scales, should be
standard practice so there is on-going consideration of the risk —
benefit ratio for the patient. Close physical monitoring (including
ECQG) is essential.” Ref Maudsley Guidelines Ed.12

Psychotropic medicines (High
Dose)

Sodium Valproate Bipolar Affective Disorder Epilim

CNS stimulants ADHD in adults
Dexamfetamine and

methylphenidate

Valproate Semisodium Bipolar Affective Disorder Only licensed for acute
treatment of manic
episodes or continuation of
treatment in responsive

patients

Zopiclone Substance misuse
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Mersey Care NHS

NHS Foundation Trust

Appendix 2
PHARMACY DEPARTMENT

REQUEST FOR UNLICENSED MEDICINES
(Use also for Unlicensed Use of Licensed Medicines)

IR ES B (o TR U 1 = PP (Drug/Strength/Form)
in a number of service users in my care for
((DIE=To Lo 1T IS PSP UPUPPPRPRTP

| understand that this medicine does not have a UK product license / is not licensed for this

purpose* and that | take full responsibility for this service user.

(A product licence is specific to the form of the preparation. If a tablet is then crushed before administration then the preparation
will not have a full UK product license.)

CONSULT ANT -ttt e e e e e e et e e e e s s r b e e e e e e e e e s e sb b e neeee e e nanes

SIGNATURE. ... re e e e

| wish to authorise specific medical officers in my team to prescribe this medicine for this service user in future.

PRESCRIBER.........cccoiiiieeeeeeecieee, SIGNATURE........co it DATE
PRESCRIBER.........c.cccvvvie e SIGNATURE........ooiiiiieeeeeee e DATE
PRESCRIBER.........coocviiiiiiiiie e SIGNATURE.......oooiiiiiiieeeiiiee e DATE
Please return completed form to: Pharmacy Services

*Delete where appropriate
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Mersey Care NHS

. NHS Foundation Trust
Appendix 3

PHARMACY DEPARTMENT

REQUEST FOR UNLICENSED MEDICATION FOR INDIVIDUAL SERVICE USERS
(Use also for Unlicensed Use of Licensed Medicines)

IR ES R (o TR < = PP (Drug/Strength/Form)

for Service users

Hospital NUMDET ...
= 1= ) = T 1 o T
DIAgNOSIS. ... ———

Previous therapy
{0 g LIS 7= Vo a0 1<) TP

CONCOMITANT TNEIAPY . .. e eeeeee ettt e e e e e e et re e e e e e e

PrOPOSEU OSE......eeiiiiiiiiiit et e e et e e e e s e et e e e e e e e e e
| understand that this medicine does not have a UK product license / is not licensed for this
purpose* and that | take full responsibility for this service user.
(A product licence is specific to the form of the preparation. If a tablet is then crushed before
administration then the preparation will not have a full UK product license.)
(1@ 1IN 1] U] 1Y N SRR UPPSPRSRR

SIGNATURE. ... e e e e e e e e e e e e s e naae

| wish to authorise specific medical officers in my team to prescribe this medicine for this service user in future.

PRESCRIBER........ccooiiiin SIGNATURE......co oo DATE
PRESCRIBER..........cccoiiiiee, SIGNATURE.......cooiiii e DATE
PRESCRIBER..........cccoiii, SIGNATURE.......cooiiiiiii i DATE

Please return completed form to:
Pharmacy Services
* Delete where appropriate
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Mersey Care NHS

Appendix 4 NHS Foundation Trust

PHARMACY DEPARTMENT
REQUEST FOR UNLICENSED MEDICINES

DearDr .ocoovevieiiiiiieiia

You have asked the Pharmacy to supply

This medicine does not have a U.K. license and the supply is made on a ‘named
service user’ basis.

| wish to remind you that the responsibility for the use of an unlicensed medicine lies
with the prescriber. The prescriber is professionally accountable and liable for any
harm caused as a result of administration of the medicine, which is not due to a
defect in the medicine.

Within this Trust the use of unlicensed medication is restricted to Consultants only.

| would be grateful if you could sign the enclosed declaration and return it to me in
the Pharmacy before this medicine is obtained.

Should you require any further information regarding this medication or any other
unlicensed medication do not hesitate to contact either myself or one of the other
Pharmacists.

Yours Sincerely,

Pharmacy Department
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Mersey Care m

NHS Foundation Trust
Appendix 5 Service user Information Leaflet

INFORMATION ON UNLICENSED AND OFF-LABEL MEDICINES
What is an unlicensed medicine?

In the United Kingdom and Europe, medicines are licensed by an organisation
called European Agency for the Evaluation of Medicinal Products. A license is
only granted if the medicine is safe and seems to help service users. However,
some medicines are not licensed and these are called ‘unlicensed’ medicines.
This does not necessarily mean they are dangerous.

What is off-label use of medicines?

Off-label use is where a medicine is used for a reason not covered by its license.
In mental health, medicines are commonly used to treat conditions for which
they do not have a license.

Why are medicines used outside their license?

There are many reasons why medicines are sometimes used outside license.
Sometimes medicines are unlicensed because there is not enough information
into how they work for a particular condition. Sometimes the product license
covers a particular illness, but experts know that the medicine works just as well
for other conditions. The doses used in drug studies are not enough and so
doctors may need to give doses that are higher than those specified on the
license, making an unlicensed use. Some medicines may not be licensed simply
because they have not been prepared by the manufacturer in the form that is
required, for example a liquid may not be available where this is required and it
may need to be made up specifically.

Why have | been given this leaflet?

You have been given this leaflet because the medicine prescribed for you is not
‘licensed’ or is being used for a reason not covered by the license ‘off-label). We
want to reassure you that your prescriber has thought very carefully before
suggesting this medication.

Should I be worried about taking these medicines?

Prescribers and pharmacists have a lot of experience with all medicines whether
they are licensed or not. If you are still worried after reading this leaflet, please
talk to your prescriber or pharmacist. They are looking after you and have
carefully thought about the best medicine for you. If you do not wish to take
unlicensed or off-label medicines, talk it over with your prescriber. They can tell
you more about the information or advice that they have about the medicine.
They can also tell you about the treatments available and why they think this is
the best choice.
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