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Prescribing unlicensed medicines in
cosmetic procedures

Botulinum Toxins

The JCCPhasreceived a numberof expressions of concernrelating to the supply and prescribing of
unlicensed botulinumtoxins such as ‘Botulax’ fromKorea. Inresponse, the JCCP Clinical Advisory Group
hasreviewed the position of allrelevant regulators with a view to outlininga common position as the
basis forthis statement. This paperhas been subjectto review by statutory regulatorsincluding MHRA,
GMCand NMC.

Itis within the remit of many prescribers to prescribe unlicensed medicines subject to certain conditions
being met. Givenwhatappearstobeanincreasing trendintheuse of unlicensed botulinum toxins, the
JCCPwouldremind prescribing practitioners of theirresponsibilities when prescribing in this way.

Unlicensed and off-license prescribing

To aid clarity itis useful to distinguish been off-license (off-label) and unlicensed medicines prescribing.

Unlicensed medicines are those thathave notreceived alicense (also known as a marketing
authorisation) foruse within the UK. Such medicines may ormaynothavealicense forusein other
countries. Botulaxhas alicenseforusein some countries butnotinthe UKandis therefore an unlicensed
medicine.

“Alicensed medicine meets acceptable standards of efficacy, safety, and quality”.
MHRA: Off-label orunlicensed use of medicines: prescribers’ responsibilities

Where a medicinereceives alicense foruse within the UK, the license specifies the terms forthe use of the
medicine. Prescribing a licensed medicine outside of the terms of this license constitutes off-license
prescribing. Itis expected that prescribers should normally prescribe within the terms of thelicense. For
cosmetic purposes, there are 3brands of botulinumtoxin thatbenefit froma UK license: Azzalure®,
Bocouture®and Botox®. The terms of the license forthese productsinclude specified upperfacial areas,
andtherefore prescribing treatment for, forinstance, lowerfacial areasis off-license. Prescribing forthe
licensedindications of glabellar, forehead and/orcrow’s feet would constitute prescribing within the
terms of thelicense only when all parameters are met, including within the specified age of the patient,
the specified dose and subjectto the outcome of assessment of the extent of thelines and their
psychologicalimpact. Prescribing forupperfacial areasin the absence of these conditions is also off-
license.

This statementconcerns the use of unlicensed medicines and practitioners should note that the
requirements fortheiruse are set outin statute and apply to everyone. However, practitioners should also
understand thatadditional obligations are set outin the standards expected by professionalregulators
when prescribing ‘off-label’. As such werecommend that prescribers are familiarwith and comply with
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theirrespective professionalregulatorguidance. Forall prescribers, when prescribing off-label,
consideration should be given to documenting therationale forthe prescribing decision, including its
evidence base and confirming thatthis has been discussed with the patient.

Regulation

The MHRA isresponsible forthe oversight and enforcement of medicines legislation (Human Medicines
Regulations (2012)).

Medicines legislation specifies exemptions which permit the use of unlicensed medicines to meet the
individual patient’s ‘specialneeds’, and such medicines are therefore sometimes known as ‘specials’.

2.2 Anunlicensed medicinal product may only be suppliedin orderto meetthe specialneeds ofan
individual patient. Anunlicensed medicinal product should not be supplied where an equivalentlicensed
medicinal productcan meet the special needs of the patient. Responsibility fordeciding whetheran
individual patienthas “specialneeds” which alicensed product cannot meet should be a matterforthe
doctor, dentist, nurse independent prescriber, pharmacistindependent prescriberorsupplementary
prescriberresponsible forthe patient’s care. Examples of “specialneeds” include anintolerance or
allergy to a particularingredient, oraninability toingest solid oraldosage forms. These examples are not
exhaustive.

2.3Therequirementfora “specialneed” relates to the special clinical needs of theindividual patient. It
doesnotincludereasons of cost, convenience, oroperationalneeds. Anyone supplying an unlicensed
medicinal product, where an equivalentlicensed medicinal productis available must be satisfied as to
the existence of a specialneed forthe unlicensed medicinal product. MHRA expects that documentary
evidence of this specialneed should be obtained by manufacturers, importers, ordistributors and that
this evidence should be made available onrequest of the Licensing Authority. This may take the formof a
prescriber’'s letter, howeveran alternative fully documented audit trail through the supply chain
confirming specialneed may be acceptable.

Supplyunlicensed medicinal products (specials) - GOV.UK

Prescribers may also beinterested to review theirotherresponsibilities in section 8 of the above
document.

Professionalregulators, including GMC and NMC, are explicitin the requirements they expect of their
members.

Doctors should be familiarwith the GMC ‘Good practice in prescribing and managing medicines and
devices, (2021), paragraphs 104to 109 and ‘Guidance fordoctors who offercosmeticinterventions’.

The GMC advise that:

® Youshouldbesatisfiedthatan alternative, licensed medicine would not meet the patient’s needs
before prescribing an unlicensed medicine

® beforeprescribinganunlicensed medicine orusing a medicine off-labelyou should:

® besatisfied thatthereis sufficient evidence orexperience of using the medicine to demonstrate
its safety and efficacy
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® takeresponsibility forprescribing the medicine and foroverseeing the patient’s care, including
monitoring and follow-up, ormake sure thatarrangements arein place foranothersuitable
doctortodo so.

® recordthemedicine prescribed and, where common practiceis notbeing followed, thereasons
forprescribing an unlicensed medicine

You should usually prescribe licensed medicines in accordance with the terms of theirlicence. However,
you may prescribe an unlicensed medicine where:

® Onthebasisofanassessmentoftheindividual patient, you conclude, formedicalreasons, thatit
isnecessary to do so to meet the patient’s specific needs.

Where the decisionis made to prescribe an unlicensed medicine and where that medicine does not
follow common practice, you must further:

® Makeaclear, accurate andlegiblerecord of yourreasons forprescribing an unlicensed medicine

You must give patients, ortheirparents orcarers, sufficientinformation about the medicines you propose
to prescribe, to allow them to make an informed decision. And you must always answerquestions from
themabout medicines fullyand honestly.

If youintendto prescribe an unlicensed medicine whereit’s notroutine orif there are suitably licensed
alternatives available, you should explain this to the patient, and give yourreasons fordoing so.

The NMC position parallels that of otherregulators andis equally clearin the guidanceit provides toits
registrants. Independent nurse prescribers canreferto the following document forconfirmation of
requirements forprescribing unlicensed medicines.

Nurse and midwife independent prescribing of unlicensed medicines (2010)

The GPhChas produced guidance forpharmacist prescribers which sets out the key areas pharmacist
prescribers should considerwhen applying the standards forpharmacy professionals to theirprescribing
practice, including when prescribing unlicensed and off-label medicines.

JCCP Clinical Advisory Group

The JCCP CAG hasreviewed theregulations, licensing status and industry specific factors concerning the
use of botulinumtoxins. They find no evidence thatunlicensed versions offerany benefitoverlicensed
alternatives and note thatlicensed brands are widely available. Afterconsideration of professional
regulatory requirements and the MHRA position broadly relating to commercialinterests, CAG s
unanimous in recommending this paperto the JCCPBoard forwiderdissemination to both prescribers
andthosetowhomtheydelegate the procedure.

Summary

There are 3brands of botulinum toxin available in the UK market that benefitfromalicense (marketing
authorisation) foruseinthe UK.
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Thereis no evidence thatunlicensed brands offerany benefitthatcannotbe achieved with the currently
availablelicensed brands.

Thereisand has beennolackof availability of licensed brands from authorised UK suppliers.
Thereisinsufficientdata forthe safety and effectiveness in the UK market forunlicensed brands.

Theuseofunlicensed botulinum toxinsis notcommon practiceinthe UK such thatareasonable
consensus can be formed.

Itisnotacceptable to prescribe unlicensed medicines on the basis of any form of commercialinterest.

Giventheabove, JCCPcannotsupport the prescribing, supply orinanyway the use of unlicensed
botulinumtoxins. Where wereceive acomplaintconcerning the prescribing of unlicensed botulinum
toxins, we may referthe matterto therelevant professionalregulator. Thisis particularly the case where
the matteris aggravated by thelack of consentorunderstanding onthe part of a patientorconsumer
who laterfinds they havereceived an unlicensed botulinum toxin.

JCCPwillcontinue to workwith MHRA and with pharmacy regulators to address inappropriate supply of
unlicensed botulinum toxins and withinsurance companies to highlightthe implications on the validity of
indemnity.

Updated December13th 2021
-Ends-

Notes to Editors:

Forgeneralinformation and enquiries on the JCCP and a full version of the JCCP Guidelines on use of
SocialMedia go to: JCCPwebsite

Forfurtherinformation on standards fornon-surgical aesthetic treatments and hairrestoration surgery
please goto:

cosmeticstandards.org.uk
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