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Cosmetic procedures: The supply of
medicines to safeguard consumer
health and wellbeing.

Thisdocumenthas been produced to inform members of the JCCP Clinical Advisory Group and national
regulators, including the DHSC andisintended to address along-standing concern expressed by non-
medicalindependent prescribers and otherorganisations, including the Joint Council of Cosmetic
Practitioners. Itrelates to the challenges faced by non-medicalindependent prescribers as they strive
findthebalance between assuring the safety of theirpatients whilst working within the confines of
currentlegislatoryrestrictions when they are faced with urgent oremergencyresponse scenarios. The
JCCPis of the opinion thatamendmentis required to currentlegislation to enable non-medical
independent prescribers to respond safely and effectively to emergency situations that might arise
during clinical practice.

§ Rationale and Background

Instruments within the Human Medicines Regulations (2012) in England permit medical prescribers -
doctors and dentists - to obtain prescription medicines on a ‘wholesale’ basis, thatis, where the
medicines have notbeen dispensed to anamed patientby a pharmacist. This provides the medical
prescriberwith animmediate supply of a medicine fromwhich they can prescribe and dispense ororder
the sameto becarried out. Itisa mechanismthat facilitates appropriate patientaccess to medicinesin a
mannerthatis governed by the professionalregulator. The medical prescriberis not permited to passon
thesewholesale supplies to others, butnon-medical prescribers working within the same practice may
access these medicines to prescribe and dispense. Again, this activity is governed by therelevant
professionalregulator.

An apparentanomaly arises where the ‘independent’ non-medical prescriberacts independently of their
medical peers. In this scenario the non-medical prescriberhas no immediate access to medicines since,
forthis group, allowanceis not made forwholesale provisionin legislation. They can supply them only
through a prescription to be dispensed and they can authorise the administration through a patient
specific direction. Where timely (and oOenimmediate) access to emergency medicines is required to
preserve a patient’s health, the non-medical prescriberworking independentlyis unableto access
emergency medicines due tolegal constraints . The non-medical prescribertypically perceives their
professional obligations toinclude both working within the law and protecting orpreventingharmto
thoseintheirchargein orderto exercise their‘duty to care’. Inthe context of an emergencyresponse
scenario, itis this dichotomy thatis the driving force behind all efforts made by practitioners to test the
boundaries of current medicines legislation.

Thefollowing Government advice on these matersis now archived but the principle remains relevant.
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§ 72. Can Nurse Independent Prescribers order and receive wholesale
supplies of Botox® etc?

No. Thelaw as it currently stands prohibits this activity and thereis no intention to change this in the
foreseeable future. The changes to legislation to introduce nurse independent prescribing were based
onthelongstanding principle thata prescriberprescribes and that his/herprescriptionis then dispensed
by apharmacist. Nurse Independent Prescribers can administerdrugs themselves and authorise others to
do soundertheirpatient specific direction. The Department of Health and the MHRA do not considerthat
there are compelling grounds forreviewing the position.

[tisimportant to note thatexemptions exist within the Human Medicines Regulations (2012) which permit
specified professionals to be supplied wholesale ‘stock’ of specified prescription medicines, however,
none of these exemptions apply to non-medical prescribers performing cosmetic procedures.
Exemptions arealsoin place forthe use of adrenalinein specified circumstances.

§ Health Education England qualifications framework for cosmetic
procedures.

As part of efforts to address the findings of SirBruce Keogh in his review of the cosmetic sector, a key
decision agreed and accepted by all stakeholders was the requirement forsupervision and the primacy
of the prescriberin thatrole. This was statedinrecognition that consumersafety would likely be
compromisedinthe absence of appropriate access to the medicines required to resolve adverse events,
andthatrecourseto the NHS to meet that demand would be unacceptable. At that timeitwas noted that
remediation of dermalfillerinduced complications would likely necessitate urgentatention through the
provision and administration of prescription medicines. Following this, the Cosmetic Practice Standards
Authority setoutits supervision standards toinclude:

‘Forfillers itis a requirement that supervisors are able to be present within 15 minutes, as prompt delivery
of hyalase (Level 7 prescriber) has a directimpact on the severity ofinjury in adverseincidents’.

§ Findings by the JCCP

Among some groups of cosmetic practitioners there exists anincomplete understanding of
requirements set outin medicines legislation, a maternotimproved by theinadequacies of current
cosmetic education and training standards. Historically, the evidencereceived by the JCCP through
expressions of concern has been anecdotal, although compellinginits volume. With regard to the use of
medicines, both foremergencies and otherwise, the concerns expressed frequently point to eitherof two
failings to adhere tolegislation: the removal of dispensing labels with a view to providing the medicine to
alternative customers, orthe active prescribing forone individual with the encouragement to use the
medicine foralternative individuals. This laterappears, foremergency medicines, to be more commonly
promoted. Contrary to professional guidance, many medicines used in cosmetic procedures are
prescribed remotely, where the practitionerhas had sight only of the patient’s notes. Invariably also, the
administration of the medicineis notauthorised through a patient specific direction. Therefore currently,
the supply to and use of emergency medicines by non-prescribersis frequently:

® Prescribedforanindividual(oOen the practitioner) with the tacitagreement thatit can be used on
anyindividual asrequired.
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® Prescribedthrough a mechanismwhere the prescriberhasnotatany pointhadsightofthe
patient.

® Administeredinthe emergency situation withoutrecourse to the prescriberand without the
necessary authorisation ordirectionto do so.

Morerecently the JCCPs experience through the findings of regional Environmental Health Officer
investigations hasinvariably served to corroborate the anecdotal evidence cited above. Furthermore,
where the JCCPreceiverequests foradvice from these Officers regarding the use of emergency medicine
‘kits’, the JCCPcanonly advise thatitwould be contrary to thelaw to possess them as stockitems,
somethingwhich comes as a surprise to these Officers, forwhom public safetyis theirremit.

Mostrecently, information shared with the Medicines Regulatory Group in Northern Ireland finds that, from
theirinvestigations, this Authority shares the same experiences in that Devolved Administration.

Itremains the JCCP’sintention to work with the General Pharmaceutical Councilwhere we see medicines
being promoted orsuppliedinappropriately byitsregistrant pharmacies. The JCCPis aware thata number
of pharmacies supply emergency kits on a prescription only basis, furtherreinforcing the JCCP’s view that
emergency medicines are promoted forinappropriate use. An emergency kitis byits nature something to
beusedwith anamed/designatedindividualin the eventof an emergency. To supplyitforthisimplied
purpose butto requireits prescription foranamed patientis, at best, contradictory.

EmergencyKit | Ask Aesthetics
Emergency Dissolving Kit - Including POM Medication | Elite Direct Pharma

The JCCP continues to work with the MHRA to these same ends. We note that pharmacies have atempted
to address the problem of emergency supply of medicines to ‘dissolve’ dermal fillers by obtaining what
appearto benon-prescription alternatives. However, investigation reveals that thisis atvariance to the
MHRA’s opinion.

Dermaqual Disolvidase 1500 I.U. vials (askaesthetics.co.uk)

These efforts to assure safe andlegal practise can pose the same contradiction forthe JCCPandits
stakeholders, including the Aesthetic Complications Expert group andinsurance providers, as that
experienced by non-medical prescribers. In the absence of alternative mechanisms, successin assuring
legal practice can appearto poseariskto patientsafety by preventing access to emergency medicines.
However, we are also mindfulthat there are hazards in any scenario where the supply of medicines is
contrarytolegal determination.

§ Compliance

Itis widely understood thatthe standard of prescribing forcosmetic procedures too frequently fails to
meetthe demands of legislation and the expectations set out by professionalregulators, although the
true extent of this failure to complyis perhapsless wellunderstood, particularly given the lack of available
datainthesector ltisthe JCCP'sunderstanding that, forregulated professionals, nurses form the largest
partofthe sector, howeveritis also ourexperience thatinadequate prescribingisacommon feature
across allprofessionalboundaries. The JCCP appreciates that extending the scope of practice fornon-
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medical prescribers to enable themaccess to specified wholesale medicines may be a cause foranxiety
given thehistory of non-compliance. Nevertheless, a framework of licensing can offerimportant
mechanisms of controland oversightaimed at remediating this practise.

§ Recommendations

Itis amaterof priority to determine a mechanism which provides non-medical prescribers with access to
adefined (to be determined) range of medicines forusein urgent situations to protect patient safety.

Itis thereforerecommended thatregulators explore the potential for regulations within the framework
oflicensing, linked to exclusions within the Human Medicines Regulations, to enable the wholesale
provision of these medicines to competent, licensed non-medical prescribers.

This measure willensure thatallnon-medical prescribers, and those undertheirimmediate supervision,
willhave access to the appropriate medicines in the emergency situation. It willnot provide a solution for
the patients of non-prescribers who are currently working independently. Furtherconsideration,
including that provided by the JCCP Clinical Advisory Group, should be given to this materwith a view to
seeking options forresolutionin theinterests of patient safety and public protection. This could include
furtherrestrictions beingintroduced to limitindependent practice forcertain procedures performed by
non-prescribers, something which would align with measures being considered by Health Improvement
Scotland. The JCCPfinds that current practices which undermine orseek to circumvent medicines
legislation and professional credibility to beinsupportable.

The JCCP Clinical Advisory Group (CAG)should explore options with a view to making
recommendations for controls/safeguards to be introducedinto a framework of licensing to
ensure compliance with medicines legislation and professional standards of prescribing.

The CAG should considerthe following to feature as part of such a safeguarding system of control. For
the purposes of apremiseslicense, oras part of aperson/premisesinvestigation, the Local Authority
Environmental Health Officershould confirmthat:

® Non-prescribing practitioners have a named prescriberto actas supervisor.

® Allprescriptions provided by that supervisor, orany otherprescriber, are setagainsta signed
statementthattheyhave been subjectto aface-to-face patientconsultation and assessment.

® Allprescriptions shouldinclude an authorisationin the form of a Patient Specific Direction (PSD)
recordedin the patient’s notes.

® AlIPSD’sincludethe prescribers nameand PIN.

® No practitionerisin possession of wholesale stocks of medicines unless they are entitled to hold
thesame.
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® Auditproceduresareinplaceto enablethe prescribed products to be traced fromfrontend
supplierto end pointconsumer.

Theabovelistisindicative and should notbeviewed as comprehensive. lt should beinformed by the
published guidance provided by professional regulators forwidercontext. It doesnotaccount forthe
widerconcern of responsible supply and procurement, thatis, fromthe manufacturer, pharmacy orother
source and thisis the subject of other CAG projectwork.

The JCCP should continue to engage with the professional regulators to ensure that, as part of a
scheme of licensing, they can supporta mechanism of prescribing controlthatmeets their
individualand collective standards and requirements. The JCCP CAG should make
recommendations regarding the data capture that will be required to evidence the ongoing
development of standards in this area. The JCCP CAG should continue to work with the MHRA in
its joint efforts to promote thereporting of adverse incidents. The JCCP CAG should give
considerationto arequirementfor a publicly available national database of prescribing
supervisors atached to non-prescribing practitioners/clinics.
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