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Introduction

This guidanceis aimed atthoseinthe UKwho use topical anaesthetic products as part of theirpractise to
provide pain relief, including cosmetic practitioners, tattoo artists and body piercers. It should also serve
asaguideforthoseresponsible forthe oversight of public safety, particularly Environmental Health
Officers. The Joint Council of Cosmetic Practitioners has received numerous concernsrelating to theuse
ofthese products and the objective of this guidanceis to promote theirsafe use within the confines of

medicines legislation.

Why is this important?

Topicalanaesthetics, like allmedicines, carryriskand thoserisks are minimised when they are used
appropriately. Medicines legislation is designed to facilitate this. Forinstance, topicallocal anaesthetics
pose aminimalrisk of potentially fatal toxicity in ordinary circumstances, but thisriskrises rapidly when
theyareused:

® Inhighdoses

® Opverlargeareas ofthebody

® Wherethe skinlacksintegrity

® Oncertainareasofthebody

® Underocclusion

® \Where age ormedical conditions limit the ability of thebody to process the anaesthetic.

Forsome medicines, legislation controls the available dose with a view to minimising therisk. Forothers,
the medicines can only be provided underthe authorisation of a prescriberwho can provide specific
directions allowing forthe otherfactors.

Medicines

UK medicines legislation (The Human Medicines Regulations (2012) determines that medicines fall within
one of three categories, forwhich theyreceive alicense. These categories are:
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® GeneralSalemedicines are authorised medicines which are consideredreasonably safe to be
soldwithoutthe supervision of a pharmacist.

® Pharmacymedicines canonlybesuppliedunderthe advice of apharmacist, directly to the
consumerortheirnominated representative.

® Prescription medicines canonly be supplied againsta prescription froman appropriate
professional.

The JCCPfinds that products often arise, eitherforsale within the UK, online orpurchased from abroad,
thathavenotreceivedalicense.Intheseinstances, the products are ‘unlicensed’ medicines. Itis
importantto notethat the safety, quality and efficacy of unlicensed medicines has notbeen established.
Individuals who buy unlicensed medicines face an unknownriskand may be supplied with medicines that
arenotsafe orsuitable forthemtouse.

Unlicensed medicines can be suppliedin specific circumstances, and they are subject to additional
controlsand canonlybe made available through a prescription. They mustonly be used where the
prescriberidentifies a specific need fora specified patientthatcannotbe metby alicensed alternative. It
isrelevantto notethatnon-prescription medicines may also be prescribed.

Types of local anaesthetic

Topicallocalanaesthetic products areused across a variety of health and non-healthcare sectors where
thereis aneedto minimise the pain associated with the procedure. The product limits the sensation or
‘numbs’ the area to whichitis applied. Outside of the healthcare setting these products are frequently
found within the tattoo, beauty, and aesthetic sectors. The most common formusedin these sectorsis a
cream, although these products are availablein otherformulationsincluding sprays, gels, and patches.
The products are sometimes applied ‘underocclusion’, where an airtight dressingis applied on top of the
creamto aid absorption andincrease effect.

The mostcommonly usedlegitimate topicallocalanaesthetics are ‘Pharmacy’ medicines. Aslicensed
products they typically contain 5% orless active ingredient (forinstance lidocaine) at quantities of 5g.
This provides a totaldosage of 250mglidocaine whichis considered to be within safe parameters.
Licensed examples of these products are Emla® and LMX4®. Products in higherconcentrations are
typically prescription medicines and may ormay notbelicensed. Legitimate products sometimes consist
of alternatives tolidocaine, including benzocaine, prilocaine and tetracaine, and othersincluding Emla®
contain a mixture ofingredients. Legitimate products are availablein highervolumesincluding 30g tubes
ormulti-dose packs, however, these are notusually appropriate foruse by a single consumerand should
notbeused on multiple consumers.

Environmental Health Officers should be aware that they may encounterlocal anaesthetic creams
containing additional activeingredients such corticosteroids (forinstancelidocaine and
hydrocortisone). These products areinappropriate foruse in these non-healthcare settings. Further, local
anaesthetic agents forinjection areincreasingly common, particularly in the aesthetic sector. These
products always require a prescription and additional safeguards that are not within the remit of this
guidance.
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How to meet the requirements

Otherthan forcertain practitioners such as doctors and dentists, Pharmacy medicines should only be
purchased froma UK pharmacy. This means that the medicines have beenimported appropriately and are
safetousewithin the terms of theirlicense. Both practitioners and consumers are advised to read the
‘packinsert’ orPatientInformation Leaflet which provides essentialinformation about those terms.
Importantly, a pharmacy willonly supply medicines whereitis safeto do soand only to thosewho are
entitled toreceive them. Forpractitioners this provides the additional assurance that they are working
safelyandwithin thelaw.

Unregulated ornon-prescribing practitioners are not entitled to supply Pharmacy medicines directly to
theirclients. The JCCP advises that practitioners request theirclients to procure, froma UK registered
pharmacy, the appropriate productand applyitin advance of the procedure.

If a pharmacist does supply a pharmacy medicine to a practitionerforuse on aclient, itmustbeused only
onthatcustomerandaccording to the terms of any advice offered.

Alternatively, pharmacy supplied medicines orstrongerprescription products may be supplied through a
prescription and used forthe named patientaccording to the specified directions of the prescriber.

Practitioners and responsible officers are advised that, unless thereis evidence of a prescription,
products of a strength greaterthan 5% should notbe made available to the public. Further, any product
thatis procured fromoutside of the UK, orfromany online source thatis not aregistered pharmacy, is
likely to breach the safeguards of medicines legislation.

In generalterms, mostclinics should not haveroutine access to any topicallocalanaesthetic product
unless they canevidence:

® Aprescription which demonstrates that the medicine was dispensed to anamed individual, for
useonthatindividual only, or

® Thatitwassuppliedbyaregistered UK pharmacy fora specified patient.

Where the producthasbeen purchased online, the online source mustbe aregistered pharmacy. The
website should display the pharmacy registration number, and this should be confirmed as legitimate by
checking againstthe entry on the General Pharmaceutical Council Register.

If medicines are supplied byindividuals ororganisations within the UK to persons not entitled to receive
them, The JCCP advisesreporting the matterto the MHRA medicines enforcement.

The JCCPalso remind practitioners and consumers that adverse events associated with any medicine
shouldbereported to the MHRA using the Yellow Card Scheme.

§ SCANTO LEARNMORE

§ JCCP website
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