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§ Guidance for practitioners working in the non-surgical cosmetic
sector.

This statementacts as areminderto allregulated healthcare cosmetic practitioners of theirprofessional
obligationsinreporting adverseincidents. Italso serves to highlight the ethical responsibility that
unregulated practitioners havein doing the same. This statement concerns thereporting of both
medicines and medical devices of all types that fall within the remit of the Medicines Healthcare products
Regulatory Agency, and where facility is provided through its Yellow Card scheme to enable such
reporting.

Itisimportantto be aware thatthe function of adverseincidentreportingis solely to provide a layerof
assurance and protection forpatient safety. Itisnotintended to find fault orblame with individuals,
including practitioners. Forthe mechanismto be fully effective, data are required, thatis, information
generated fromtheincidentsreported. In thisway trends can beidentified, and problems detected at the
earliestmomentand action taken to minimiserisk. Perhaps a notable example concerns PIP breast
implants which resulted in theimplementation a new registry to permit more efficientimplant
identification.

This statement furtheraims to provide cosmetic specific guidance on the factors to considerwhen
determining whetherornottoreportanadverseincident. The decision to provide such guidance comes
asaresponsetothe growingunderstanding of thelack ofinformation available, and theincreasing
evidence of underreporting of adverseincidents when compared to the anecdotal evidence. Thisis a
concemn shared by the MHRA and the JCCP.

Therefore, itshould beunderstood thatin the eventofany doubttoreport, areportshould always be
made.

Therole of the patientinreporting adverseincidentsis discussedin separate guidance.

However, regulated professionals are reminded of theirprofessional duty to advise those undertheircare
thattheycanalsoreportadverseincidents. Patients should be directed to the Yellow Card scheme
accordingly:

Yellow Card | Making medicines and medical devices safer(mhra.gov.uk)

In addition to adverseincidents thathave occurred orcould occur, fake orcounterfeit medicines and
medical devices representa significantriskto public safety. These can also bereported using the MHRA
Yellow Card scheme and practitioners are encouraged to do so.

Adverseincidentreporting permits the MHRA to take timely intervention to ensure the ongoing safety of
medicines and devices anditis a key feature of theregulatory mechanism. The JCCP firmly believe that the
process of reporting adverseincidents, and theinformation and understanding thatis derived from this
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process, is key to patientsafety and to the credible and professional standing of the sector.

§ Whatis an adverse incident?
With regard to medical devices, the MHRA has defined an adverseincident as:

"Aneventthatcauses, orhasthepotentialto cause, unexpected orunwanted effectsinvolving the safety
of deviceusers (including patients) orotherpersons."

BSIR

§ Whatis meant by ‘potential’?

ltisimportantto rememberthatincidents should bereported evenin the eventthatno harmoccurs. Such
incidents wouldinclude ‘nearmisses’ and events that ‘almost’ ormight cause harmto anyoneinvolved
directly orincidentally with the device.

§ What is meant by ‘unexpected’?

Practitioners should be familiarwith the known risks that are summarised in the summary of product
characteristics (SmPC), in the patientinformation leaflet (PIL) orin the instructions foruser(IFU). Ata
nationallevel, these events are expected to occurata givenrate orincidence and should stillbereported.
However, the practitionermustalso report new or‘unexpected’ adverseincidents not previously
recordedin the productliterature. This ensures therapid detection of unrecognised hazards so that
regulatory action can be takento safeguard health.

§ Examples of reporting adverse events with medical devices in
cosmetic procedures.

During a dermal fillertreatment, the syringe (orneedle) breaks. No harm came to the patient orpractitioner
butthe potentialforharmis evident. Areportshould be made.

Apatientreceives avascularocclusion during a dermalfillerprocedure. The eventis managed without
harmto the patient. This eventmust bereported. The potential forharmremains a significantfactorand
thefactthatthe occlusion maybetheresult of practitionererroris notrelevantin the decisiontoreport.

Aclientnotes that they suffered bruising afterdermal fillers, although they are not concerned because
the bruising presents no difficulty, and they understood that bruising might be expected. In this scenario
the practitionermay decide not to reporttheincidentsince bruisingwas expected and caused no harm.
However, should bruising be significant, forinstance to cause significant emotional distress, orwhere a
haematoma is presentwhich mayhave negative physiological consequences, then areport should be
made.

An adverseincidentoccurs as aresultof aninjectable cosmetic procedure, but the practitioneris
uncertainifthe productusedisregulated as a medical device ornot. In the event of doubt, itremains
importantto reportthisincident.

Aclientattendsforhairremovalusing IPL and suffers with crusting afterthe procedure. Thiswas not
intended norexpected and theincidentshould bereported. The samewould apply to otherunwanted
outcomes such as scarring, hyperand hypopigmentation orfolliculitis, from all forms of light-based
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treatment.

ltisimportant torememberthat component parts, including needles, cannula and syringes, are medical
devices. Any failure of these that could lead to harm to the user, the patient oranyoneinvolved mustbe
reported.

§ Adverse Drug Reactions

You shouldreportsuspected adverse drugreactions through the Yellow Card scheme to medicines,
vaccines, herbal orcomplementary products, whetherself-medicated orprescribed. Thisincludes
suspected adverse drugreactions associated with misuse, overdose, medication errors orfromuse of
licensed, unlicensed, and off-label medicines. Ifin doubt whetherto report a suspected adverse drug
reaction, please complete a Yellow

Card. Itincludes serious suspectedreactions with a medicine and those that maybe noveloranew
medicine. You can alsoreport suspectedinteractions. The events youreportdo nothaveto be
considered serious and the practitioner, orperson making thereport, has only to suspect that the
medicine caused thereactiontoreportit, ratherthan have the confidence of a definitive diagnosis.

§ Examples of reporting ADRs in cosmetic procedures

Apatientcomplains of an ‘itchyrash’ shortly afterreceiving botulinumtoxin. The product was
reconstituted with bacteriostatic 0.9% saline whichis an unlicensed medicine. Despite the mixing of
medicines, theuse of anunlicensed medicine and any uncertainty regarding cause ordiagnosis, this
eventshould bereported.

Anecdotal evidence suggests to JCCPthattheuse of botulinumtoxins onthe platysma of the neckhas
caused dysphagiawhichwas welltolerated and notreported. Notonlyis thisanunwanted and
unexpectedresult, butitalso has the potential forserious consequences and must bereported
accordingly.

Apatientcomplains of brow (oreyelid) ptosis aftertreatment with botulinum toxin, which presents them
with some difficulty. This is a knownrisk of botulinum toxin treatment.

Despite this known riskand making the decision without reference to causative factorsincluding, for
instance, adherence to aftercare, theincident should bereported.

JCCPareaware of theincreasing trend in procedures providing vitamins and otheringredients for
wellbeing purposes byintramuscularinjection orintravenous infusion. These procedures employ
prescription medicines and adverseincidents associated with them must bereported. Theincident may
be directly associated with the medicine, forexample nausea and vomiting afteran injection of vitamin
B12, orwith the procedure, such as phlebitis afteraninfusion.

§ Other reporting requirements

Practitioners should, in addition, be familiarwith othernational, localand organisational reporting
requirements, including those required by any professional regulator. In addition to reporting via the
Yellow Card scheme, eitheronline orusing the MHRA app, practitioners are advised to inform the
manufacturerorMHRA authorised distributor. Forpractitioners operatingunderthejurisdiction of the
devolved administrations, they should be familiarwith the reporting requirementsin those countries.
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ForNorthern Ireland: Northern Ireland Adverse Incident Centre (NIAIC) | Department of Health
(healthni.gov.uk)

ForScotland: Reportanincident | National Services Scotland (nhs.scot)
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