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SCOPE 

All medicines that do not possess a Marketing Authorisation are covered by this 
policy. 

The policy does not apply to investigational medicinal products (clinical trial material) 
as the requirements for these medicines are incorporated into the clinical trial 
application. 

The policy does not apply to the „off-label‟ use of licensed medicines which is 
covered in Section 9(b) of the Code of Practice for Medicines Governance. 

All Healthcare Practitioners employed by NHS Ayrshire & Arran 

While the policy does not directly apply to Healthcare Practitioners employed within 
the independent contracted service, the principles outlined are equally applicable in 
that environment. 
  

BACKGROUND and PURPOSE 

Under the Medicines Act 1968 (EEC Directive 65/65),  a company may only market and 
sell a medicine in the UK if it holds a Marketing Authorisation (MA),  formerly known as a 
Product Licence (PL) for that product.    The therapeutic or diagnostic purposes for which 
the product can be marketed and the dose, route of administration etc., are limited by the 
terms of the specific Marketing Authorisation.  The arrangements for issuing a Marketing 
Authorisation are determined by the Medicines Act 1968 and implemented through the 
Medicines and Healthcare Products Regulatory Agency (MHRA). 

The Marketing Authorisation for a medicine provides assurance regarding the 
safety, quality and efficacy of that medicine. It also places certain liability on the 

holders of the Marketing Authorisation.    

Relevant legislation does not affect the clinical freedom of prescribers to prescribe what 
they believe is best for their patient including medicines that do not have a licence 
(„unlicensed‟) or those used in ways different from those specified in the Marketing 
Authorisation („off-label‟). 

Where unlicensed medicines are used, responsibility for the use of such medicines rests 
with the prescriber and the pharmacist and by implication their employer.   

The purpose of this section of the Code of Practice for Medicines Governance is: 

1. To ensure that all healthcare professionals understand the requirements for the 
prescribing, administration, procurement and supply of unlicensed medicines.  

2. To ensure that safe systems are in place for the use of unlicensed medicines 

3. To ensure that the arrangements for prescribing in paediatrics are understood by 

all healthcare staff. 
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POLICY STATEMENT 
 
1. Unlicensed medicines should only be used when no appropriate licensed 

medicinal product is available.   This is in the interest of public health, and this 
principle forms the basis of NHS Ayrshire & Arran policy.  

2. Unlicensed medicines will only be used where: 

 the prescriber is satisfied that an alternative licensed preparation would 
not meet the patient‟s needs 

AND 

 there is evidence of clinical benefit 

AND 

 a risk assessment of use has been carried out by  

o the clinical pharmacist supporting individual cases 

o the Area Drug & Therapeutics Committee (ADTC) for blanket 
approvals 

AND 

 there would be peer group acceptance of such use, e.g. Paediatrics. 

3. Unlicensed medicines may only be initiated: 

 by a Consultant (or staff grade who are previously approved by the 
ADTC to initiate)  

 where the unlicensed medicine has been approved within a Clinical 
Protocol approved by the ADTC (e.g. Glucose 10% with Potassium 
Chloride 20mmol as part of the GKI regimen) 

4. Junior hospital medical staff and non-medical prescribers may not initiate 
unlicensed medicines unless they are part of an approved Clinical Protocol. 

5. Post registration junior medical staff and non-medical prescribers may 
continue a prescription for an unlicensed medicine providing the Consultant 
has left clear written instructions in the medical record.    (The exception to this 
would be where a protocol approved by the ADTC is in place.) 

 

DEFINITIONS 

The term „unlicensed medicine‟ is normally applied to those medicines which do not 

have a Marketing Authorisation (MA), (formerly called a Product Licence (PL)), 
issued by the Medicines and Healthcare Products Regulatory Agency (MHRA). 

The term NHS is intended to encompass all managed services provided by NHS 
Ayrshire & Arran. 

The term nurse applies to nurses, midwives and specialist community public health 
nurses. 
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CATEGORIES OF UNLICENSED MEDICINES 

There are a number of categories of unlicensed medicines.   

Category 

1. “Special medicines” - medicines manufactured according to a defined 
specification from the holder of a Manufacturer‟s “Specials” Licence. 

2. “Named patient medicines” – medicines which may have a Marketing 
Authorisation (or equivalent) in other countries and/or be awaiting 
authorisation by the MHRA in the UK. 

3. “Extemporaneously dispensed medicines” – medicines dispensed, in the 

hospital pharmacy,  under the supervision of a pharmacist in accordance with 
a prescription from a registered practitioner or in anticipation of a prescription 
where items are commonly used and held as stock in defined clinical areas 
including : 

a. Commonly used items (ointments) 

b. Items formulated against a specific patient need including the 
dispensing of liquids for children and the elderly 

c. Aseptically dispensed items 

  Such items are exempt from the licensing requirements under a Section 10 
exemption as defined in the Medicines Act 1968.  If the quantity being used 
exceeds MHRA limits for a Section 10 exemption, they will move to a 
Category 1 unlicensed medicine and require to be purchased from a holder of 
a Manufacturer‟s “Specials” Licence. 

 

4. Licensed medicines, reconstituted into a ready-to-use presentation including 
antibiotics and other parenteral medicines prepared at ward level. 

5. Licensed medicines packaged into a pack size not commercially available 
e.g. take home packs issued from clinics and/or A & E departments and 
dispensing into compliance packs. 

Each category of unlicensed medicine carries with it different degrees of clinical and 
organisational risk.   

 

HEALTH & SAFETY / RISK ASSESSMENT 

The use of an unlicensed medicine carries additional risks, over and above the use of 
a licensed medicine used within its Marketing Authorisation.    

Unlicensed medicines have not been assessed by the relevant UK licensing 
authority for safety, quality and efficacy.     
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RESPONSIBILITIES 
Prescriber (including non-medical prescribers) 

 A prescriber has the right (within any local policy framework) to prescribe any 
medicine for any purpose in the treatment of his/her patients, although he/she 
does so on his/her own responsibility 

 In all cases clinical responsibility for the use of an unlicensed medicine lies with 
the prescriber  

 If a patient is harmed by an unlicensed medicine,  and not because of any defect 
in the product itself,  then the prescriber is directly liable for that harm 

 Prescribers must  

 Ensure that they are aware of the implications of using unlicensed 
medicines. 

 Undertake an assessment to ensure that there are no licensed 
alternatives available to meet the clinical need of the individual patient. 
See Appendix 3 for Hierarchy of risk on basis of product origin. 

 Ensure that there is evidence for the medicine to show safety and 
efficacy. 

 Obtain approval from the ADTC for the use of each unlicensed 
medicine either as a blanket or individual patient approval. 

 Document the use of an unlicensed medicine in individual patients in 
the medical record. 

 Discuss the use of the medicine with the patient, agree a treatment 
plan, and record this in the medical record. 

 Ensure that informed consent is obtained and recorded in accordance 
with the local policy “Consent to Treatment Policy for Health 
Professionals” (Clinical Guideline 145) in accordance with the degree of 
clinical risk. 

 Report any adverse effect associated with the use of an unlicensed 
medicine using the „Yellow Card‟ reporting scheme 
(www.yellowcard.mhra.gov.uk). 

 Medication errors should be reported in the same way as for all other 
medicines i.e. via clinical incident monitoring systems (DATIX) 

 Ensure that all staff are aware the medicine is being used is unlicensed 
and have appropriate access to information about side effects/ dosing/ 
monitoring etc. 

 Ensure that clear arrangements are in place with primary care 
regarding clinical, prescribing and monitoring responsibilities where the 
use of an unlicensed medicine will continue after discharge. 

  

http://www.yellowcard.mhra.gov.uk/
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Pharmacist 

 A pharmacist will share clinical responsibility for the use of an unlicensed 
medicine if his/her actions or omissions have contributed to the harm.  This 
should include an assessment to ensure that there are no licensed alternatives 
available to meet the clinical need of the individual patient. See Appendix 3 for 
Hierarchy of risk on basis of product origin 

 If a patient is harmed as a result of a defective medicine, whether licensed or 

unlicensed, then the supplier of that medicine is liable for the harm. 

 If the supplier can identify the manufacturer of the medicine, then liability passes 
to the manufacturer. 

 If the medicine has been prepared by, or under the supervision of a pharmacist, 
then, as the manufacturer of the medicine, that pharmacist is liable for the harm. 

 If the medicine has been procured from a „specials‟ manufacturer then the 
pharmacist who placed the order is considered in law to be the manufacturer and 
as such is liable for the quality of the product and should obtain a certificate of 
analysis or conformity. 

 Pharmacists must  

 Ensure that they are aware of the implications of using unlicensed 
medicines 

 Work with prescribers to obtain approval from the Drug & Therapeutics 
Committee for the use of each unlicensed medicine 

 Ensure that the unlicensed medicine is pharmaceutically appropriate for 
the patient e.g. an assessment of excipients present in the formulation.  

 Where the product has a patient information leaflet, the pharmacist should 
provide this to the patient/parent/guardian/carer. If written information is not 
available, verbal advice and a copy of the NHS Ayrshire & Arran “Patient 
Information Leaflet for unlicensed medicines and “off label” use of 
medicines” should be given. For neonates and paediatrics please refer to 
section on unlicensed prescribing in neonates, children and adolescents. 

 Ensure that unlicensed medicines are procured and supplied in 
accordance with Standard Operating Procedures 

 Ensure that the appropriate records are maintained 

 Ensure that any adverse effect associated with the use of an unlicensed 
medicine is reported using the „Yellow Card‟ reporting scheme 
(www.yellowcard.mhra.gov.uk) 

 Ensure that clear arrangements are in place with primary care regarding 
supply responsibilities where the use of an unlicensed medicine will 
continue after discharge. 
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Nurses and Midwives 

 Guidance for nurses regarding the use of unlicensed medicines is defined in 
the NMC publication “Standards for medicines management”. 

 Nursing staff administering unlicensed medicines should be aware of the 
unlicensed status of the medicine. It is the responsibility of the consultant/ 
prescriber to inform them of this. 

 Nurses must 

 Satisfy themselves that they have sufficient information to administer 
the drug safely and, wherever possible, that there is acceptable 
evidence for the use of that product for the intended indication. 

 Only administer an unlicensed medicine with the patient‟s informed 
consent where appropriate. 

 

NHS Ayrshire & Arran 

 The NHS carries vicarious liability for the actions of its employees and will accept 
liability for the use of unlicensed medicines on the basis that NHS Ayrshire & 
Arran procedures and systems are adhered to. 

 

The Area Drug & Therapeutics Committee 

 The ADTC has the responsibility to ensure that systems are in place for the safe 
use of unlicensed medicines within the managed services provided by NHS in 
Ayrshire & Arran. 

 The Drug & Therapeutics Committee will approve the use of category 1 and 2 
unlicensed medicines  

 Category 1 and 2 medicines may be approved for routine use within a clinical 
speciality and will be reviewed on a biannual basis.   

 Where the cost per annum or per treatment of an unlicensed medicine exceeds 
£3000, the safety, clinical and cost effectiveness evidence will be considered by a 
panel.  

 

All Healthcare Professionals 

 All Healthcare Professionals are responsible for ensuring that the approved 
systems are adhered to. 

 

Record keeping - Requirements 

 A register of category 1 and 2 unlicensed medicines, which records their receipt 
or supply, will be maintained, by a named responsible pharmacist in each 
department, and this will be monitored by the Quality Assurance pharmacist as 
per pharmacy Standard Operating Procedure. 
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 Details of category 3 unlicensed medicines are available from pharmacy 
worksheets that are maintained in accordance with Good Manufacturing 
Guidelines. 

 A register of category 4 and 5 unlicensed medicines will not be maintained.  A list 
of category 5 medicines can be obtained from the JAC pharmacy system if 
required. 

 

 

Patient consent and information 

 The NHS requires that patients are fully informed regarding the use of any 
medicine as part of their treatment.  This includes licensed and unlicensed 
medicines.  

 Good practice requires that patients should be advised, by the initiating 
prescriber, when unlicensed medicines are being used and of any potential 
associated risks. 

 Patients should be given a copy of the NHS Ayrshire & Arran “Patient Information 
Leaflet for unlicensed medicines and “off label” use of medicines”. For neonates 
and paediatrics please refer to section on unlicensed prescribing in neonates, 
children and adolescents. 

 As part of the risk assessment, the requesting clinician and the Director of 
Pharmacy on behalf of the Area Drug & Therapeutics Committee will decide if 
formal written informed consent is required for an individual medicine. 

 

Unlicensed Prescribing in Primary care 

 The legislative requirements and principles of best practice as outlined in this 
document are equally applicable to the prescribing supply and administration of 
unlicensed medicines in both the hospital and general practice.  

 ln cases where a General Practitioner (GP) is asked to continue a prescription or 
to issue a first prescription for an unlicensed medicine, the initiating Consultant 
should provide full information regarding the clinical need, dosage, adverse 
effects, monitoring requirements and supply mechanism. 

 The GP may agree to prescribe the medication, but is entitled to refuse if they feel 
that he/she has insufficient information and knowledge of the medication. 
Guidance on the prescribing of unlicensed medicines is available from the 
General Medical Council –   

http://www.gmc-uk.org/guidance/ethical_guidance/prescriptions_faqs.asp 

 The information provided must include appropriate arrangements for ongoing 
review. 

 Arrangements should also be put in place with the Community Pharmacist to 
ensure continuity of supply post discharge. 

 A patient‟s GP may initiate an unlicensed medicine if clinically indicated.  The 
principles outlined within this guidance and the General Medical Council (GMC) 
guidance should be followed. 

http://www.gmc-uk.org/guidance/ethical_guidance/prescriptions_faqs.asp
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Unlicensed Prescribing in neonates (<1 month), children (< 12 years) and 
adolescents (12 – 18 years) 

 The use of unlicensed medicines is necessary in paediatric practice when there is 
no suitable alternative. 

 A policy statement on the use of unlicensed medicines or licensed medicines for 
unlicensed indications in paediatric practice has been prepared by the Joint Royal 
College of Paediatrics and Child Health and the Neonatal and Paediatrics 
Pharmacists Group, October 2010 - www.rcpch.ac.uk   

 The NHS expects that the local Unlicensed Medicines policy and national 
guidance is applied in paediatric prescribing. 

 The NHS would expect that the UK standard text for paediatric prescribing, most 
up-to-date BNF for Children is used for all prescribing in children and neonates.  

 

For patients unable to take solid oral dosage forms refer to Appendix 3 and 
Clinical Guideline Number 5 – NHS Ayrshire & Arran Enteral Feeding Guideline.    

http://www.rcpch.ac.uk/
http://athena/pdu/PDUGuidelines/No%20005.doc


 
SECTION 9a – UNLICENSED MEDICINES 

 

 
Document Code                                    ADTC/MG/09(a)/02 Date Approved 24/4/2012 
  Page 9 of 15  

 

PROCEDURE FOR THE USE OF UNLICENSED MEDICINES 

1. Category 1 Unlicensed Medicines– “Specials Medicines” 

1.1  “Specials” are medicines manufactured according to a defined specification 

from the holder of a Manufacturer‟s “Specials” Licence. 

1.2  “Specials” may only be initiated by a Consultant unless the “Special” has 

been approved as part of a Clinical Protocol approved by the Area Drug & 
Therapeutics Committee. 

1.3  Where a “Special” has been approved as part of a Clinical Protocol, the 
medicine may be initiated within the limits of that protocol. 

1.4 Where a Consultant wishes to initiate treatment with a ”Special”, this will be 
discussed with the appropriate clinical pharmacist, (Band 8a above) and a 
request form (Appendix 1) jointly completed, if ADTC approval for the 
“Special” does not exist. 

1.5 Where there is immediate or long term financial implications of using an 
unlicensed medicine,   separate approval will be required from the Medical 
Director regarding a funding stream. The unlicensed medicine application form 
should still be completed (Appendix 1) 

1.6 Clinical approval to use a “Special” will be via the ADTC.  Requests may be 
made for routine use of Specials within defined clinical specialities or on an 
individual patient basis. 

1.7 The minutes of the ADTC or its subcommittee (Medicine Risk Protection 
Group) will record the clinical approval for use of any Category 1 unlicensed 
medicine either for individual or group use. 

1.8 Out with planned ADTC meetings, the ADTC Chair, Director of Pharmacy, or 
nominee,  may approve, where appropriate, requests for the use of Category 1 
unlicensed medicines to expedite patient treatment. The ADTC Chair, Director 
of Pharmacy, or nominee, will endorse all such approvals by signing the 
request form. This endorsement is confirmation that process has been 
followed.  

1.9 All Category 1 unlicensed medicines will be procured by the Pharmacy 
Department in accordance with pharmacy standard operating procedures.  

1.10 Where there is an immediate need for an unlicensed medicine, there may not 
be time for adequate quality assurance checks on receipt and the prescriber of 
the product should be informed so that they can make a judgement in relation 
to the likely risk(s) versus benefit(s) to the patient.  An early release form must 
be completed by the requesting clinician, as per Pharmacy department 
Standard Operating Procedure. 

1.11 The patient‟s medical record must indicate that an unlicensed medicine is 
being used and this must be signed and dated by the authorising Consultant.  

1.12 Post registration junior medical staff or non-medical prescribers may be 
authorised to write prescriptions to continue therapy, but the clinical 
responsibility lies with the authorising Consultant. 
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1.13 All medical staff and non-medical prescribers may be authorised to use an 
unlicensed medicine as part of an approved ADTC clinical protocol. 

1.14 The requirement to routinely use a Category 1 unlicensed medicines within a 
clinical speciality will be reviewed with the initiating prescriber/ prescriber 
group on a biannual basis. 

1.15 The requirement to continue use of a Category 1 unlicensed medicines for an 
individual patient will be reviewed with the initiating prescriber on an annual 
basis. 

 

2. Category 2 – Named Patient Supplies 

2.1 “Named patient medicines” are those which are sourced for an individual 
patient and : 

 may have a Marketing Authorisation in other countries 

 may be a medicine awaiting Marketing Authorisation in the UK 

 may be a medicine removed from the UK market on commercial or 
safety grounds only 

2.2 The requirements for “named patient supplies” are the same as for “specials” 
but the individual patient‟s name must be recorded on the registers held within 
each pharmacy department..  A request form for the individual patient request 
must be completed (Appendix 1) if ADTC approval for the “named patient” 
medicine does not exist. 

2.3 Under normal circumstances patient identifiable information should not be 
given to the pharmaceutical company making the supply as this may be a 
breach of patient confidentiality. 

2.4 Named patient medicines can only be used as part of an ADTC approved 
clinical protocol if supplies to the individual patient are recorded in the 
registers held within the pharmacy departments.  

 

3. Category 3 – Extemporaneously Dispensed Medicines 

3.1 Extemporaneously dispensed items are medicines prepared within pharmacy, 
to an approved formula,  to meet an immediate patient need.   

3.2 The pharmacist should request an extemporaneous item using the 
Extemporaneous Order Form (Appendix 2)   

3.3 Where a new formulation is being used, the source of the formulation should 
be documented (Appendix 2).    

3.4 A record of all extemporaneously dispensed items is retained by the pharmacy 
department as required under the Consumer Protection Act 1987. 

3.5 Where an extemporaneously dispensed item is required on a regular basis it 
may require to be sourced from a Specials Manufacturer if MHRA batch limits, 
defined under a Section 10 Exemption, are exceeded.    Where such action is 
required,  the product must be treated as a Category 1 “Special”. 
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3.6 2 categories of extemporaneously dispensed items are defined 

3.6.1 For the treatment of a specific named patient in accordance with 
immediate patient need. 

3.6.2 As stock in anticipation of a named prescription. 

 

4. Category 4 - Medicines formulated into a ready-to-use form 

4.1 Where medicines require to be reconstituted prior to use, it is vital that 
manufacturers‟ instructions are followed. 

4.2 Inappropriate use can invalidate the MA of the medicine and place liability on 
the person who carried out the reconstitution. 

4.3 Prior to carrying out any preparation, staff should satisfy themselves that they 
are aware of the reconstitution requirements of the medicine in question. 

4.4 No formal approval is required for this category of use. 

 

5. Category 5 - Medicines repackaged into a pack not commercially 
available 

5.1 Wherever possible an original patient pack will be used to supply medicines to 
patients.    This ensures that all relevant legislation regarding labelling and 
patient information is met in full. 

5.2 In certain circumstances the quantity required may not be available in a 
patient pack and such medicines may be repackaged according to identified 
clinical need. 

5.3 Such packs will contain a designated quantity of a licensed medicine and are 
normally used to initiate treatment,  for example in Emergency Departments. 

5.4 Repackaged medicines will be sourced by the pharmacy department in 
accordance with identified clinical need. 

5.5 No formal approval is required for this category of use. 

5.6 This includes medicines repackaged for ward use and medicines dispensed 
for individual patients. 

 

6. Category 5 – Use of compliance aids 

6.1 The removal of medicines from their original packaging and dispensed into 
compliance aids renders the products unlicensed. 

6.2 Some medicines are unstable when removed from their original packaging 
and prescribers and those dispensing medicines should take this into account. 

6.3 Prescribers are reminded that the use of compliance aids mean they are 
prescribing medicines out with their licence. 

7. Emergency request for an unlicensed medicine. 
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7.1 Emergency requests carry additional risks as the time to make decisions may 
be constrained by the clinical situation. 
 

7.2 In an emergency, the medicine may be provided in consultation and 
agreement with the pharmacist. 
 

7.3 In such circumstances the initiating clinician requesting the medicine MUST 
provide the following information : 

 Name of the prescriber 

 Name of patient 

 CHI number 

 Medicine details 

 Clinical indication 

 Supporting published evidence for use in the setting 

 Reason for prescribing for this patient 

7.4 The form must be completed within 24 hours 

 

8. Appeals process in the event that a request to prescribe an unlicensed 
medicine is declined 

 Appeals will be heard by the full Area Drug & Therapeutics Committee. 

 Where the cost per annum or per treatment of an unlicensed medicine 
exceeds £3000, appeals with be considered by a panel and will follow the 
same process as Section 16.3 – Managed Entry of New Medicines- Appeals 
of the Code of Practice for Medicines Governance. 
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