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Introduction

This guidance has been prepared attherequest of the Joint Council of Cosmetic Practitioners (JCCP), the
Chartered Institute of Environmental Health (CIEH) and th e British Beauty Council (BBC)inresponse to
reports of significant public harmbeing caused by the inappropriate administration of buttock
augmentation procedures by unqualified practitioners. Commonly referred to as the ‘Brazilian Bum Lift’ or
‘BBL’, this procedurerefers to theinjection of any product, including dermalfillers orautologous fat,
intended to augment the buttocks. Requests forassistanceinrelation to this procedure have been
received fromarange of UK wide Local Authority Environmental Health Officers with a responsibility for
enforcement. Equal concernhas beenraisedregarding theinjection of productsinto the breasts and the
genitals, and this activity is also capturedin this guidance.

The JCCPis a charitable organisation primarily concermed with public safety across the cosmetic sector. It
istherecognised bodyresponsible foroversight of th e cosmetic qualifications’ framework. The JCCP
works through agreements with arange of regulators and stakeholders and has significant experiencein
the application of diverseregulations and standards to the cosmetic sector.

The Chartered Institute of Environmental Health (CIEH) is the professional body forenvironmental health
representing over7,000 membersin the public, private and third sectors.

The British Beauty Councilis a not-for-profitorganisation thatrepresents the personal care industry, from
the professional services sectorto retailer, SME to global business, manufacturerto brand owner; raising
its reputation and contribution to safe and effective products and services.

The conclusions expressed in this guidance are theresult of professional and expert assessment. They
recognise the surgicalnature of buttock, breastand genitalaugmentation as being ‘surgical’ in nature,
as defined by the Royal Colleges of Surgeons and the British Association of Aesthetic Plastic Surgeons.
We areindeb ted to these organisations fortheirexpert contribution.

This guidance hasbeen prepared by a panel of health protection and healthcare professional
practitionerrepresentatives, resultingin the provision of expert advice t o supportlocal authorityand
otherregulatory officers.

The Guidanceisintended foruse by lLocal Authorities who have identified businesses, received
complaints orotherintelligence, relating to the liquid or‘nonsurgical’ Brazilian Butt/Bum Lift (BBL), breast
orgenitalaugmentation using dermal fillerorany othersynthetic material. These procedures pose arisk of
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serious personalinjurywhen carried out by unsuitably trained practitioners. Local Authorities in this
position have powers available underthe Health and Safety at Work etc Act 1974, to issue a Prohibition
Notice on businesses orpractitioners, who pose arisk, and are performing, orlikely to perform these
procedures. Localauthorities may not possess the required medical knowledge and expertise to feel
confidentinissuing such notices. This Guidanceis provided to fill thatknowledge gap and to promote a
consistentapproach.

The signatories to this guidance would encouragelocal authorities to haveregard to its contentwhen
investigating and determining what action, if any, they are considering taking. Therisks associated with
these proceduresjustifyrobustengagement by regulatory officers.

Any actiontaken by alocalauthoritywould need to be evidence based and accord with its own
enforcementpolicy.

Definitions and scope of this guidance

Buttockaugmentation mayinvolve theinsertion of animplant, autologous lipofilling with fat from
anotherarea, ortheinjection of softtissue fillersinto the buttocks. Th e term Brazilian Buttock Lift (or BBL)
aroseinitially fromintramuscularlipofilling of the buttocks. Itis now used generically forall forms of
buttockaugmentation. Alongw ith the evolution of this terminology, therisks and complications
associated with the original procedures haveled to the production of guidelines by international Pl astic
Surgical Societiesrestricting the use of fatinjection to the subcutaneous plane. This applies to soft
tissue fillers as well.

Theinjuries reported have been sufficient to require hospitalisation and, in some cases, have been life
changing. Theseinjuries have beenidentified to be subsequen tto buttockaugmentation procedures
where soft tissue fillers have been used, but the scope of this guidanceisintended to include the use of
otherproducts, including autologous fat. We note also that therisk profile associated with otherbody
contouring procedures involving the breasts and genitals, along with the clinicaland aseptic standards
expectedin performing them, remains the same.

Therefore, the scope of this guidance should be considered to be theuse of any product where the
intended purposeis the augmentation orenhancement of th e buttocks, breasts orgenitals and where
Care Quality Commissionregistrationisnotinplace.

Forthe avoidance of doubt, lipofilling of breastsis within scope of this guidance forthe purposes of local
authority enforcement. It should beregarded as a surgica | procedure to be performed only by GMC
certified specialist surgeonsin CQCregulated clinics.

Background

Recentyears have witnessed a growing prevalence and normalisation of non-surgical cosmetic
procedures. This has been associated with therise of social media, th eincreasing accessibility and
affordability of high street providers and aesthetic clinics and the advancement of technologies and
products appliedin this field.

Allprocedures have somerisks, and many canlead to serious complicationsif notperformed correctly.
Theserisks are greaterwhere the person carrying out th e procedure is not sufficiently knowledgeable or
trained, where they use unregulat ed products, orwhen the procedureis carried out atunsuitable
premises. Thishas b een shownin morerecent news, with cases on therise forhospitalisations
associated with the BBL procedure.
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These procedures are subject to the outcome of agovernment consultation which proposes restrictions
limiting them entirely to those individuals practising from CQ Cregistered premises. Furtherdetails on the
current proposals canbefound here The licensing of non-surgical cosmetic proceduresin England -
GOV.UK (www.gov.uk)

licensing of non-surgical cosmetic procedures in England - GOV.UK (www.gov.uk)

Expert position

Afterconsultation with experts and competent authorities, itis agreed that any procedure designed for
buttock, breastorgenitalaugmentation, using dermalfillers orgrafted autologous fat, is considered to
be a surgical procedure. We note that only the Royal Colleges of Surgeons provides regulated
qualifications/certification that setthe standards of competencein the performance of suchinvasive
procedures. Further, based on the available evidence, therisks, the ability to mitigate thoserisks, and the
proficiency to managethe adverse events and complications when they arise, are such that these
procedures should only be performed by appropriately trained specialist (plastics) surgeons and fully
qualified General Medical Councilregistered medical doctors who possess additional qualifications to
undertake surgical procedures and have proven and ongoing competencein the performance of BBL
procedures.

Therisksidentified, include (amongst others) pulmonary embolism, thromboticischaemic events, sepsis,
localanaesthetic toxicity and allergic responses presentboth possible and immediaterisktolife. The
competence and the facilityto manage the se eventsis prerequisite inimproving survivability and is
typicallyfound onlyina CQCregulated surgical setting. Further, given therange of potentialadverse
incidents, and the comprehensive supply of emergency medicines necessary to mitigate theserisks, the
adhoc supply of Prescription Only Medicines in these emergency instances would be contrary to
legislation unless a medical practitionerisin attendance.

The signatories firmly believe that these procedures, when undertaken outside of the settings described
above, can presentanimminentand significantriskto anindividual’s safety, and this justifies robust
regulatory engagement. Steps taken by thelocal authority willbe assessed on a case by case basis, but
whereriskis identified, prohibition orprevention of these procedures should be considered atan early
stage.

Signatories

Professor David Sines CBE. Chair, JCCP. Andrew Rankin. Chair, JCCP Clinical Advisory Group. Nora
Nugent. FRCSI(Plast). President of BAAPS. Marc Pacifico. MD, FRCS(Plast) Past president of BAAPS.
Elaine Sassoon. AB, MSc., FRCS (Ed. and Eng.), FRCS(Plast) JCCP trustee and advisorto BAAPS Council,
Board Directorof BAAPS Support. RezaNassab. MBA, MSc, FRCS(Plast). Hon. Treasurerof BAAPS. Mark
Elliott. CEnvH, FCIEH, MPH. President, Chartered Institute of Environmental Health Victoria Brownlie.
Chief Policy Officer, The British Beauty Council. Professor Vivien Lees. Vice-President, Royal College of
Surgeons of England. Mr Chris Caddy. CouncilMemberRCSEd, Mr Mike McKirdy. President of RCPSG. Dr
Clare Kiely. MBBCh BAO (Hons) MSc MRCPI. Chair, Cosmetic Practice Standards Authority. Dr Tamara
Griffiths. MD FRCP FAAD. Chair, British Association of Dermatologists. DrRakesh Patalay. MBBS, PhD,
MRCP. Chair, British Cosmetic Dermatology Group. Dr Catherine Fairris. BSc (Hons), MB ChB, MRCP, MSc,
PG Cert: President of BCAM. This guidance has been endorsed by the British Association of Medical
Aesthetic Nurses. Sharon Bennett RGN, NIP, PGDip. Chair, BAMAN
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Appendix 1

Risks & their mitigation

This guidance assumes that where alocal authority officermay wish to enforce againsta procedure, they
willuse theirpowers underthe Health and Safety at Work Act where thereis arisk to public safety. In
support of this, appendix1identifies t herisks associated with these procedures. Further, by identifying
the appropriateriskmitigation and managementfactors, the enforcement officermay be able to spe cify
additionalareas of non-compliance where anindividualhas not orcannot meet the specification, to
supporttheuse of a prohibition notice orotherenforcementtool.

Risk 1

Injectioninto bloodvessels. Highriskof non-thrombotic pulmonary embolism as the fillerorother
injected substance travels directly to thelungs. Riskalso of occlusion o fblood supply to the heartand
brain. Apotentially fatal event buttheincidence of survival can be improved with the appropriate
management. There have beenrepo rts of mortality following injectable fillers to the genitals and
buttocksin patients worldwide. References are provided atthe end of this paper.

Mitigation
® Trainingandawareness of anatomyin the treatment area to reducerisk of vesselinjection with
injectable product.

® Proceduralandresuscitation competence.

® Forbuttockaugmentation purposes, use of ultrasound guided product placementto ensure
correctdepth and plane of injectablefiller.

® Useofappropriate cannulasize (4to 5 mm)to minimize therisk of vascularpenetration and, due to
theirrigidity, to maintaininjectionintheintended plane. However, noterisk 2, alargerbore cannula
is likelytoincrease therisk ofinfection in the presence of unsterile conditions.

Accesstoand competencein the use of emergency resuscitation equipment.

Management

Immediateidentification and summoning emergency support. Respiratory support and monitoring.
Cardiovascularsupportand monitoring. Escalating supportin lin e with monitoring untilemergency
services attend. Competencein monitoringincludes, ata minimum, oxygen saturation, blood pressure
and of patient presentation/symptoms.

Risk 2

Infection leading to septicaemia/sepsis and septic shock with multi-organ failure. High risk of fatality and
theriskisincreased with the use of alargercannula.

Mitigation
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® Sterile, notouch surgicaltechnique with appropriate skin preparation and dressings and wound
care.

® Premises suitable to provide surgical procedures and compliant with the current requirements for
CQCregistration.

® Timelyaccesstoappropriate antibiotics, microbiology support.

Management

Rigorous aftercare arrangements mustbein placeincluding timely access to a prescribing healthcare
professionalcompetentin the diagnosis of infection an d sepsis, and the ability to coordinate treatment
with otherexpert medical professionals andresources.

Risk 3

Theuseofinjectablelidocaine (POM)local anaestheticis common and possibly routine forthis
procedure. Injecting lidocainein high doses (above 200mg, or1Omlo f 2% lidocaine forinjection),
injectingitinto blood vessels orinappropriate topic alapplication can causelidocaine toxicity with a
significantrisk of fatality with its primary effects on the brainand the heart.

Mitigation
® Provencompetenceinallaspects oftheuse oflocalanaesthetics, includingacceptableand
potentially fataldosages. This furtherrequires an understanding o f arithmetic, forinstance to

converta percentage solution to milligrams, and the evidence suggests that the competence of
unregulated practitionersin this areais ofteninadequate.

® |ocalanaesthetics only prescribed afteraface-to-face consultationinwhich the prescriberhas
also confirmed the competence of the person to whom they have delegated the procedure.

® Recognition of signsand symptomsrelating to lidocaine toxicity.

® Accesstoandcompetenceintheuse of emergencyresuscitation equipment,includingintralipid
(POM)formanagement oflocal anaesthetic toxicity.
Management

Similarto themanagement of ‘Risk1’ above, with the additionalimplications forneurological
management. Requires significant expertise and experience in diagnosis and emergency management.

Risk 4
Allergic response and anaphylaxis.

Possible allergies to both dermal fillers and to local anaesthetic, both of which are complexemergency
situations with arisk of fatality.

Mitigation
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® Thorough pre procedure assessmentand medicalhistory taken by a competentindividual. (itis
not sufficientto permitthe patient/client to complete theirown medical history)

® Traininginrelevantlife support procedures with experiencein theirrecognition and management,
oron-siteaccess to an experienced, regulated healthcare professional.

Management

Similarto ‘Risk1’, with a focus onthe use of adrenalineinjection(s) which may be supplied to and
administered by non-prescribers in this situation. Require s competencein airway managementand
cardiovascularsupport, including the use of intravenous fluids, requiring a medical practitionerfortheir
supply and authorisation. The practitionermustbe familiarwith NICE and Resuscitation guidancerelating
to anaphylaxis.

Appendix 2

Competence, training and qualifications

The JCCP’s views regarding competence forcosmetic procedures are based onits position as the
recognisedresponsible body fortheimplementation of the JCCP/CPS A (2018) Competency Framework
forNon-Surgical cosmetic qualifications, andits experience and advisory statements relating to
Continual Professional Development (CPD)in conjunction with relevant national accreditation
organisations.

The current ‘level 77 JCCP/Health Education England cosmetic qualification was not designed, norshould
itbe considered as fitforpurpose, inrelation to bodyaugmentation procedures including BBL, breast or
genitalfilling. CPD accreditationis notthe appropriate orrelevant mechanism fordetermining
competenceinrelationto these, orany procedures, when undertaken by an unregulated practitioner. In
relation to body contouring procedures taughtto unregulated individuals, the available evidence
suggeststhatthe current standard of CPD education andlearnin gis too farbelow anyrelevant measure
of competenceto attach anysignificance. Further, CPD accreditation has value only as part of the wider
mechanism of professional regulation where obligations exist to maintain knowledge, to actwithina
sphere of competence, tojustify that competence and to demonstrate thatleaming associated with any
CPD activityhasinfacttaken place. The conceptof CPD accreditation loses allrelevance when attempts
aremadetouseitinisolationandinthe absence of the widerframeworkin whichitis designed to work.
Finally, therisklevel of BBL procedures carried out without the appropriate skills and knowledgejustifies a
higherlevel of scrutiny of ongoing competence and qualifications.

Thereis therefore no measure of competence that can be demonstrated forthese procedures, beyond
thatassociated with GMCregistration as a medical doctor, combined with additional proof of post-
graduate training and practice proficiency, such as that associated with the Royal Colleges of Surgeons’
standards and credentialing procedures.

The JCCPis also aware of CPD courses provided foranaphylaxis and forbasic life support. Again, these
have value within a framework of regulated activity butcanno tin themselves denote competence unless
theyare associated withanassessmentby a competentandregulated healthcare professional.

Formoreinformation, please see the following guide fromthe CPD Certification Service.

Clickhereforguide
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Appendix 3

BAAPS guidance for BBL

The primaryresourcerelating to the expected standards forBBL procedures is provided by the British
Association of Aesthetic Plastic Surgeons. Itshould be note d thatnotallaspects of this guidance would
applyinallsituations. Forinstance, the standards relating to general anaesthesia do notapply when
localanaesthesiaisus ed, and thoserelating to ‘donorsites’ do notapply when dermal fillers are used.
Whilstthe BAAPS documenttargets lipofilling in buttockaugmentation, therecommendations it makes,
including thoserelating to anatomicalknowledge o f safe planes forinjection and theuse of ultrasound
guidance, are entirely relevant to this guidance. This expertand evidence-basedresource can be found
at:

Clickhereforguide
Appendix 4

EHO compliance checklist

Contrary to the expectations proposedin this guidance, that the procedures identified are performed
only by GMCregistered surgical practitioners, thelocal authority enforcement officermay encountera
range of scenarios that may represent no n-compliance with this guidance. In these instances, the officer
may wish to generate arange of evidence that supports the widerpicture of non-compliance and of risk.

This guidance does notendorse any activity where these procedures are performed by ordelegated to
non-GMCregisteredindividuals. However, it does recognise tha tthe activity occurs and that thereis no
clearly defined basisinlaw to restrict who can perform surgical procedures.

Therequirements below represent expert stakeholderjudgement and have beenidentifiedinrelation to
the managementofriskassociated with these proceduresinreference to standards of competence,
professional guidance and compliance with currentlegislation when performing body augmentation
procedures where the procedure is delegated to juniorindividuals. Thelistis not exhaustive butis desi
gnedtoactasa preliminary guidance toinform Environmental Health Officers, and o thers with a
responsibility towards enforcement, to enable an objective determination of compliance.

1. AGMCregistered doctoris theresponsible personwhois accountable forthe activityand;
a. Theidentity of thedoctor, includingname and PIN, must be made available onrequest.

b. Acontract of employmentbetween theindividualand the GMCregistered doctormustbeinplaceto
enable compliance with medicines legislation and t o ensure the availability of emergency medicines. The
contractmustbe madeavailable onrequest.

c.They mustconfirmtheyhave assessed the competence of any person to whomthey delegate the
procedure.

d.Theyare able to confirm theirown competenceto the enforcing officerand, where necessary, to
demonstrate sameto the GMC.

e.They confirmtheirpresence onsite atalltimes the activityis taking place.

2.Theuseofultrasound guidance to determine product placementis a nationally agreed standardin
relation to buttockaugmentation procedures. Forsafe and effective use of this technology, the
individual must provide onrequest:
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a.Adevicesuitableforitsintended purpose.

b. Where the individual performing the procedureis nota GMCregistered doctor, orotherregulated
healthcare professional competentin the use of ultrasound guided procedures, evidence of attendance
ata CPD accredited training course orequivalent, and c. Proof of competence. This mustbe a certificate,
signed by acompetentandregulated healthcare professional, declaring competence following
observation of the activityin therelevant context.

3. The premises mustbe suitable forthe purposes of performing surgical procedures and musthavein
placethe facilityto manage adverseincidents, including forth e purposes of resuscitation. The doctoris
accountable forthe finaldetermination, butthe following are the minimumrequirements:

a.Astandardresuscitation trolley (orsimilar) should be immediately available to include;
b. Cardiovascularandrespiratory monitoring, including 3-lead ECG, pulse oximetry, blood pressure.

c. Airway managementincluding oxygen, airways (e.g. Guedel), masks, intubation equipment, and self-
inflating bag with reservoir.

d. Defibrillatore. Acomprehensiverange of emergency intravenous fluids and drugs including for
instanceinotropes, vasopressors and Intralipid*.

f. Allnecessary ancillary items to deliverthe above.

4.Theindividualmustbe able to demonstrate the facility for sterile provision of the procedure, including
accesstoa. Steriledressing packs, gloves, gowns, drapes, wound dressings b. Skin prepin line with best
practice, most commonly chlorhexidine and alcohol (Surgical siteinfections: prevention and treatment |
NICE)Skin prepinline with best practice, most commonly chlorhexidine and alcohol (Surgical site
infections: prevention and treatment | NICE)

Furthersupportinginformation

Where a more comprehensive assessment of emergency care requirementsis required, including a
detailedlist of devices and medicines, therelevantstandardis available at the UK Resuscitation Council.

*Itis neitherpracticalnorappropriate to prescribe, foreach and every named person receiving the
procedure, therange of medicines andintravenous fluids that may b e necessaryin the event of an
emergency. In this scenario, allemergency medicines a nd fluids should be provided as ‘stock’, thatis,
notprescribed to anamed patientand notdispensed by a pharmacist. These products canonly be
suppliedin thiswaybya GMCregistered doctor(orGDCregistered dentist)and mustonlybeused (and
made available foruse) when directed by a prescribing professional. The MHRA advise that doctors and
dentists cannotsupply advance stocks of medicines to those outside of the same legal entity.

Regulated healthcare professionals are required to self-determine theircompetence, but they must
evidence samewhenrequested. Forthe purpose of these procedures, a GMCregistered doctoris
required to demonstrate additional competence beyo nd theirmedical qualification and thereference
standard expectedis thatrequired foradmittance to arelevant GMC specialistregister, orequivalent.

Regulated healthcare professionals are required to determine the competence of any individualto whom
they delegate a procedure. Such a determination should be mad ein writing and should be available on
request. The determination should ma ke reference to an assessment of qualifications, training,
observation and appraisalrelevant to the procedure and any activity adjunctive toiit.
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Appendix 5

EHO questions to assist as part of interventions

Please see the separate Q&A publication.
Appendix 6

Medicines & medical devices

Itis notwithin the scope of this guidance to capture comprehensively the additional guidance necessary
forlocalauthority officers to actregarding concerns of medicine s and medical device compliance.
Furtherguidance willbeissued on this subject. The MHRA is the competent authority forallmedicines and
medical devicesandin allinstances of concern areferral to this authority is required. However, the
following overview isrelevantin anyinvestigation.

Medicines

The body augmentation proceduresidentified in this paperare frequently performed in conjunction with
various Prescription Only Medicines (POM)which are subjectt o separateregulation. The following POM’s
have beenidentified throughinvestigation bylocalauthority enforcement officersinrelation to these
procedures:

® Lidocaineforinjection, forthe purpose of pain control.

® COralantibiotics, forthe prophylactic prevention of infection.

® Adrenalineandhyaluronidase (Hyalase) foremergency use.

Allareas of medicines activity, including theirlicensing, sale, supply and advertising, is dealt with through
the Human Medicines Regulations (2012). Regulation 214 deals with the supply and administration of
Prescription Only Medicines.

Unless theindividualbeinginvestigatedis a GMCregistered doctorora GDCregistered dentist, a
prescription medicine can only be supplied by a UK registered pharmacy againsta valid prescription from
an appropriate prescriberand dispensed against the specified patient’s name. The medicine mustbe
administered, as directed, to thatnamedindividual anditis contrary to legislation to then supply or
administeritto anyoneelse.

Forcosmetic procedures, professionalregulation dictates that a face-to-face assessmentby the
prescriberis required priortoissuing a prescription. Furtherdetails relating to standards of prescribing,
includingremote prescribing, can befoundinthe JCCP prescribing guidance which has been reviewed
foraccuracy by all professionalregulators.

Unless the working relationship described in Appendix4 part1applies, allmedicines purported to be for
useinanemergency canonly be administered to the named individual against which the pharmacy
dispensed the medicine. These medicines, as with all prescription medicines, mustdisplay the
pharmacy’s named patientdispensinglabel. The enforcing officercan confirmthatalegitimate
pharmacy has supplied the medicines by checking against the relevant General Pharmaceutical Council
register.
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Allinjectable prescription medicines must be administered against the direction of the prescriber. The
investigating officermay need to determine the suitability of the directions with the prescriberand where
necessary seekindependent expert opinion. They may also wish to confirmthat the procedure performed
was within the terms of those directions. The JCCP advise that the directions should take the form of the
Patient Specific Directions outlinedinits prescribing guidance, and thatthese should be providedin
addition to the prescription, since the lattermay not provide the requisite information, including for
instance therequired dose.

Allmedicines contain a packinsert, orPatientInformation Leaflet (PIL), which provide relevantinformation
including the terms forwhich the medicineis authorised. Fora comprehensive understanding of the
medicineandit’s approveduse, theinvestigating officershould referto its Summary of Product
Characteristics (SmPC)which canbe obtained online at the Electronic Medicines Compendium. The
prescribing professionalis responsible forauthorising the administration of the medicine, including for
determining use thatis outside of these terms (off-label). The investigating officermay wish to enforce
this requirement throughreferral to therelevantregulatorand/orusing theirpowers underthe Health and
Safety Actwhereunacceptableriskisidentified arising frominappropriate prescribing activity.

The JCCP advise that any activity whichis contrary to legislation, including medicines regulations, isin
itself ariskto public safety and thatlocal authority enforcement officers should considertheirpowers
underHealth and Safetyregulations to enforce on this basis, alongside the appropriate referral to the
MHRA. If aconcermn arises where a medicine has been used offlabel, orany otherconcernrelating to
profession al standards, the enforcement officershould seek expert professional opinion and, wh where
appropriate, referthe matterto the prescriber’s professionalregulatory body.

Medical devices

Allmedical devices on the UK market must be registered with the MHRA by the manufacturerortheir UK
Responsible Person (UKRP). Registration details are available to the publicand can be found on the MHRA
Public Access Registration Database (PARD) website.Allmedical devices on the UK market mustbe
registered with the MHRA by the manufacturer or their UK Responsible Person (UKRP). Registration
details are available to the public and can be found on the MHRA Public Access Registration Database
(PARD) website. Allmedical devices on the UK market mustberegistered with the MHRA by the
manufacturer or their UKResponsible Person (UKRP). Registration details are available to the public and
canbe found onthe MHRA Public Access Registration Database (PARD) website .

How Dermalfillers are regulated depends on theirintended purpose and effect on the body. Dermal fillers
with a medical purpose areregulated as a medical device on the UK market underthe UK Medical Devices
Regulations 2002 (as amended). These products must carry a CE orUKCA mark with a 4 digitnumberto
show thatan appropriate conformity assessment procedure has been carried outby a Notified Body or
Approved Body, respectively.

If you believe thatanon-compliantmedical deviceis available forpurchase in the UK, please email MHRA
ondevices.compliance@mhra.gov.ukwith the followinginformation:

® thebreachoftheallegedregulations

® anyevidenceyoumighthavethatsupportstheallegation
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If you havereasonto believe that a counterfeit (fake) medical deviceis available forpurchase then please
report this via MHRA yellow card scheme oremail on devices.compliance@mhra.gov.uk.

Users should use medical devices as described by the manufacturerin the Instructions ForUse (IFU) that
forms part of the packaging. If usedinany otherway, it’'s considered ‘off-label’ use. Forexample, some
dermalfillers are restricted to facialuse only. Practitioners administering facial dermal fillers forbreast or
bodyaugmentationincluding ‘Brazilian Butt Lift’ (BBL) procedures would be considered ‘off-label’ use.
Giventhe currentlack of clinicaland scientific evidence associated with BBL procedures, dermalfillers
approved forfacialuse only should notbeusedin any significantvolume forbody contouring purposes,
duetotheunknown andunacceptablerisk profile. Withoutthe manufacturer's approval this willbe atthe
practitioner's ownriskand they ortheiremployercould becomeliable forcivil claims fordamages from
injured patients ortheirfamilies if something goes wrong with the device.

Reporting adverse events

Alladverseincidentsrelating to both medicines and medical devices mustbereported to the MHRA using
the Yellow Card Scheme. Theinvestigating officermay wish to make this report, orthey may wish to
confirmithas beenundertaken by the practitionerorbythe consumer.

Appendix 7

Consent

The BAAPS guidance above provides the appropriate overview of consentrequirements. However, itis
importantthattheinvestigating officeris aware of th e keylegislation and case-law thatunderpin
consent.

Itis criticalthatall seriousrisks, no matterhow remote, areidentified as part of consent. Further, all
materialrisks, thatis thoserisks to which the individual ratherthan the practitionerattachesimportance,
mustalso beincludedinthe consent.

Thefollowing provides a useful summary.

Clickhereforguide
Appendix 8

Audit

Professional standards require a process of auditto bein place to demonstrate ongoing competence, a
responsive approach toimprovement, and alignmentwit hregulation orstandards. They areindicators of
quality, and the enforcement offic ermay wish to assess anindividualagainst them. The following are
minimum expected requirements, the evidence forwhich should be available onrequest:

® Alogbookofcasenumbers

® Dataforadverse outcomes, actionsandreporting taken

® Patientreported outcomes
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GUIDANCE

® CPD

® Further, allpractitioners should workundera degree of supervision commensurate with their
expertise and theirpractice should be assessed as part of, forinstance, annual appraisal for
doctors

Appendix 9

Glossary of Terms

BBL: Theinjection of autologous fat, dermalfillerorany othersubstanceintended to lift, enlarge or
contourthe buttocks. Autologous: tissue derived from the sameindividual thatit willbereturned to.
Lipofilling: The use of autologous fat forfilling. GMC: General Medical Council. The statutory professional
regulatorfordoctors GDC: General Dental Council. The professional regulatorfordentists and allied
dental professionals. NMC: Nursing and Midwifery Council. The professionalregulatorfornurses,
midwives and nursing associates. GPhC: General Pharmaceutical Council. The professional regulatorfor
pharmacists, pharmacies, and allied support workers. HCPC: Healthcare Professionals Council. The
professionalregulatorfordiverse healthcare practitionersincluding physiotherapists, radiographers and
paramedics. Unregulated practitioners. Any practitionernotaccountable to a statutory professional
regulatory body. Level7: alevel of academiclearning, as part of the Regulated Qualifications Framework,
which follows thatachieved through a Bachelor's degree orOfqualequivalent atlevel 6.Level 7: alevel of
academiclearning, as part of the Regulated Qualifications Framework, which follows that achieved
through a Bachelor's degree orOfqual equivalent atlevel 6.

CPD: Continuous Professional Development. An umbrella term denoting any of anumberof mechanisms
designed to demonstrate ongoing proficiency forpreviously qualified and competentindividuals.

Lidocaine: A Prescription Only Medicine commonlyused as aninjectable ortopical anaesthetic
(numbing) agent forpain control, butalso licensed forusein disorders of heart rhythm.

aidthe absorption of injected medicines, butused off-label to ‘dissolve’ dermal fillers

Off-label: the use of a medicine outside of the terms of its authorisation, ora medical device outside of
theterms of the manufacturer'sinstructions. Off-labeluseimposes grgreaterliability on the user.

Pulmonary embolism/PE: Often ablood clotbutcan befat, airordermal filler, that enters the venous
circulation and travels with its flow to the lungs, blocking the blood supply to them.

Cannula: Inthe context of this guidance, a type of bluntneedle, inserted through a largerhole created by
aneedle, with the aim of minimising trauma and therisk of injectioninto veins orarteries.

Adverse event/incident: Any unexpected orunwantedincidentthathas, orcould have, causedharmto
the patient, userorany otherindividual.

References

Tillo O, Nassab R, Pacifico MD. The British Association of Aesthetic Plastic Surgeons (BAAPS) Gluteal Fat
Grafting Safety Review and Recommendations. Aesthetic Surgery Journal 2023 Vol 43(6), 675-682

Joint Council for Cosmetic Practitioners - Page 12 of 13


https://www.gov.uk/what-different-qualification-levels-mean/list-of-qualification-levels
https://www.gov.uk/what-different-qualification-levels-mean/list-of-qualification-levels

GUIDANCE

Wang HC, Long X. Filler-induced non-thrombotic pulmonary embolism aftergenital aestheticinjection. J
CosmetLaserTher. 2022 Nov 17;24(6-8):66-72.doi: 10.1080/14764172.2022.2112231. Epub 2022 Aug 15.
PMID: 35969584,

KongJ, YangT, Yang X, ZhangF, Liao X, LiD. Death from Pulmonary Embolism Caused by Vaginal Injection
of Hyaluronic Acid: a Case Reportand a Literature Review. Aesthetic Plast Surg. 2023 Aug;47(4):1535-
1541. d0i:10.1007/s00266-023-03265-7. Epub 2023 Feb 6. PMID: 36745208.

Shaheen S, Al-Habbaa A, Riad MS, MandourAS, Elzeny MA, Alnady K. Fatal pulmonary embolism
followinginjectable gluteal fillerusage: a casereport. EgyptHeartJ. 2023 Oct10;75(1):83. doi:
10.1186/543044-023-00415-9. PMID: 37816906; PMCID: PMC10564681. Tiemey K, Murano B, Natal S.
Lidocaine-Induced Cardiac Arrestin the Emergency Department: Effectiveness of Lipid Therapy. The
Journal of Emergency Medicine Jan 2016. Vol 50 Issue 1P 47-50.

Tierney K, Murano B, Natal S. Lidocaine-Induced Cardiac Arrestin the Emergency Department:
Effectiveness of Lipid Therapy. The Journal of Emergency Medicine Jan 2016. Vol 50 Issue 1P 47-50.

Joint Council for Cosmetic Practitioners - Page 13 0f 13



