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TRANSDERMAL NICOTINE PATCffES

INFORMAL MEETING WITH PROFESSOR M RAWLINS
UNTVERSRTY OF NEWCASTLE -21MAY 1992

Present: ProfessorM Rawlins,ProfessorofClinicalPharmacology,Newcastle
ProfessorJ Idle, ProfessorofPharmacogenetics,Newcastle
Dr R E .I.Iurlllon,BA'L-"

ProfessorRawlins'isa membe- and chairmen-elec;toftheCommittee on the Safervof
Medicines(CSM) whichisconsultedby theMedicinesContrgiAp-ency(MCA), a sub-
unitoftheDepartmentof Health,On becoming Chairman,ProfessorRawlins,while
remaininga Professor,xillrelinquishhispositionasHead of Department atNewcastle.
This,%illpasstoProfessorIdle.

SubjectofDiscussion-Probablestatusoftransde=alnicotinepatchesintheU.K.

ORGANISATIONAL RELATIONSHIP:

SecretaryofStatefDrHealth:The Rt Hon VirginiaBottomly,MP

DepartTnentOf HealthI

I Other Departments

Healthand PersonalSocialServicesGrp
De-,)utySecretary-T.S.Heppell

MedicinesControlAgency (MCA)
Director-(G'3)Dr K H Jones
Grade4 -D 0 Hagger,R Alder

Grade 5-W Robertson
T
I

Commirt-.contheSafetyofMedicines(CSM)
(IndependentCommittee i.e.Quango)
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CUSTOM AND PRACTICE:

ManufacturersmustapproachtheMCA ifanvhealthclaimsaremadeforthei

products,

They can apply forthreecategor-icsof productapproval:-

(a) PrescriptionOnly

(b) Pharmacy Sales(overthecounter)

(c) General Saleslist(forNk-,despreadsalesintobacconists)-e.g.as With a5prin.

NOTE: (c)asan outletformedicinesmay be unique totheU.K. inrelationtoother
E.C. Countriesand willprobablydisappearin theprocessof harmonisation.

T"heManufacturer'sapplication,and supportingevidence,isthen consideredby the
MCA who in practicenearlyalways consultthe independentCSM (thistypically

Britishprocedureparallelsthe role of the IndependentScientificCommittee on
Smoldng and Health),and therecommendations of theCSM areor criticalimportance.

Itisalsonow possibletomake a directapproach tothe E.C. for European Re_Osrra6on
but (a) itismore complicatedand (b)almostcertainlydoes not allowgeneralsalesto
be accommodated.

TRANSDERMAL NICOTINE PATCHES IN THE U.K

General

Ifno healthclaimswere made..rnanufacrurcrscould,in theory,market patcheswithout
referenceto the MCA. HoweN,er,use in smoking cessationwould undoubtedlybe
takenas a healthclaim. As an altema6ve tocigarettes,healthissuesmay be judged to
be implicitlyraised.

Because of theprevailingattitudesto smoldng, and because of the acutetoxicityof
nicotine,ProfessorRawlins feltthattheMCA would almostcertainlytakeleizaladvice

on thestatusof patchesifno claimswere ma c. ProfessorRaw insanalogy forthis
was theopening of Pandora'sbox: In theworst scenarioallnew brandsof cigarettes
would requirelicensingbecause of theirnicotinecontent(existingbrands would
automaticallyreceivelicences).

However, ifpatcheswere requestedforsmoking cessation.but were then used as a

replacementfor smoking in certaincircumstances,the MCA were unlikelyto be
concerned. The MCA were unlikelyto ,,arytheirjudgement inrespectof theidentity
of the manufacturer;they might even be more criticalof a pharmaceutical (:D
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manufacturerwho would be expectedto be aware of thenecessaryproceduresinsome
detail.

NATURE OF SUPPORTING DATA

FafervL_

Particularlyinrespectof childrenforarticlesinwidespreaduse.

As an alternativetociearettes

On-goingepidemiologicaldatawould probablybe requested.

Categorvofi)roductapproval

The more widespreadtheapprovalthemore substantialshouldthesupportinge,.,id=ce
be.

Categoriesof approvalcan be changed withoutproductexperience.

Corvn\lINITS

ProfessorRawlinswas extremelyhelpfulthroughoutour discussionbut the above
indicateshisvie\;,thattheproceduresformarketingt=sdermal nicotinepat--hesare
subs=tialand likelyto be expensive.He advisedthatifBAT were interestedin
proccedinc,,furtherthey shouldcontactthose s)dlledin re--i*steringcompounds and
lawye--s.

Ifrequireda fur-,herdiscussionwithProfessorRawlinswould be possible.

Dr R E T".lomton

cc: l@lirG A Read
Dr L JRudze
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