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NOTE FOR THE TOBACCO STRATEGY REVIEW TEAM

TRAINSDERAIALNICOTUQE

1. 7.iEPRODUC

Nicor.nzpatchesarea systemofdeliveringni
I
cotineintothebloodstream.Nicotine

patch--swere introducedontothemarket asa pharmacy-onlyproductinNew Zealand

in]9q* and intheU.S.A.the,,wereapprovedby theFood and Drug Administration

forp---s,-.iprion-onlysalesfrom 1992.

Phar---.:--,-uricalcompaniesmanufacturingnicotinepatchesarecur-rentlymarketing

them "treatmentofnicotinedependence--asa smoking cessationaid,claiminefor

exar.-,7::,thepsychopharmacologicals6mulanteffectsof nicotineunderliethetobacco

nicor.*-.taddiction".Thispaperalsoconsidersissuesrelatingtootherpotentialusesof

thet,-.-;.ns@ermalnicotinepatch,i.e:dualusaecby smokers of patchesand cigarettesand

choic:ofthepatchsolelyfornicotineintake.

II- 'AS A METHOD OF AD,\41NISTEPING NR[COTIN-E

Gul foruseofnicotinepatchesissuedby themanufacturerCibaGeigy

recor-_-Icndthatthesubi
.
ectshouldstopsmoking completel@andusepatchesforno

lonizc7:hanthreemonths @astreatmentperiodand dosesabove 52mg perpatchhave

not evaluated).The guidelinesadviseagainstuse by non-stnokers,occasional

smoK---sand subjectswithcertainmedicalconditions.

thestandardnicotinepatch(e.g.Nicotinell)nor the"Stowic"patchmatch the

patternor impactofnicotinethatisobtainedwhen smoke isinhaledfrom a

ci-ar-.ne.They do.however,match more closelythepatternofsome otherformsof

tobacz:ousacc,e.e.pipes,cigars,and snuff,althouphthereissome debateon thLactual

impo.-anceof thepeaksand troughsinnicotinelevelsassociatedx,ithinhaling

smoke.
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Tobacco companies market cigarettestosmokers who enjoy smoking. Par-tof tha-.

enjoyment may relateto intakeof nicotinebutthesmoker decides by theway he

smokes .vhetherhe receivesfrom 0 to 3 mc,nicotinepercigarette.This isquiteu.-,Iik-.

the stea-@vstream from the nicotinepatch which issomewhat akin to an intraveno,-&

drip.

While dtliveringnico6ne, patches do no,mimic any of the other facetsof smoKinQ

cipare.it,-.In addition,as presentlydeveloped,they area totallyautomatic delive.,@'

system Lid have none of the flexibilityof tobaccousage,both as to amount and -'Ining

of deliv,--y.

In certaincircumstances nicotine-containingpatchesarepotentiallydangerous.

can be easilymisused or tampered v.,ithand,as currentlymanufactured, can be

mistak= forplastersby the elderlyor theyoung. The totalnicotinecontentof

individ-.:alnicotinepatches can be ashieh as 51 ma, roughly equivalentto the

dose --c.-a man of average weight.

W'he,ht:by multiplepatching,in2estion.or inadvertentnicotineextraction,nico-,:n-,

a iia'ci'iirvin patchesissufficie g vt risetothe concern thatacute toxicit,.,-,,al ntto i

adultsand possiblechild fatalitycould occur. Salientquestions are: What woul@-'oe

the of wear-iniamore than one patch ata time" Ifpatches were discarded

caminz silrnificantresidualsofnicotinewhat would be the ef,-ectofaccidental

inges-,iotiby children9 What would be theeffectof inadvertentextractionof t',,i-,

nicot-ir,zina patchby spilledalcohol(drinksforexample).'

I ',-:zFFCTIVENESS OF PRODUCT IN SMOKJNG CESSATION

The evidence produced by the makers of Nicotincl](Ciba Geigy) isnot convinc-.n@zand

does not indicatesubstantialadvantages compared to a placebo. A reportby the'N'ew

York Times (8thApril 1992) suge-,stedthatthose who quitusing patches relapseat

abou, @n-.sam-,rate as anyone else. In one seriesof follow-up studies,six mon,@@safter

havinlzstopped using the patches,the shareof subjectsnot smokin- ranged frorr.-.,to

4SR'ozompared %k@tha rateof 0 to 40% of those who did not use the-n-

Ithas alsobeen suggested thatthe patches are relative!yineffectiveunless used '.n

coni*u.ic-i'onwith some form of behaviouraltherapy. A consumer group isno,.;,,
t@ll

CD
comr.-ainin(,to theU.S. Federal Govemmcnt thatadverlisements forthepatches,re

misl:zdinvbN,implying thatthe patch isallthatisneeded to quit smoking. Th.-'Z,-Oup
co
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ispetitioninpfc--,---uirementoflabC15A,amingsmokersoftherisksofsmoking while

wearing the par:'-and thatthey may also need counsellingto helpovercome
,.psychological-@-@'Iction"of smoking.

4. iNlCOT'@@:-IN RELATION TO N-EURODEGEN-ERATI'vrE DISORDERS

AND 07--ER DISEASES

Currentadvice --@m consultantsto BAT isthattheepidemiologicalbasisof a negative

associafionbet-a--n smoking and incidence of Alzheimer'sdiseaseishardening.There

isalsogoodc-,@-@-.ncethatsmokingalleviatesthesymptoms of Alzheimer'sdisease.

The situation regardto Parkinson'sdiseaseissimilarbutrathermore certain.

These ooserva-"--7:sare widely believed to be due to nicotinebut thishas not been

substantiated--@-:@ioughthe vie%%-isconsistent.,,ithcurrentpharmacologicalknowledge,

One adviser,D.-'-Z.Wannacott (Universityof Bath),isof theopinion thatnicotinehas

unique propm. ::sand 'protects'nerve cellsaeainstdamace leadinizto

neuredegenera,'--.--disorders.On thisbasisshebelievesthatthepharmaceutical

companieswil:-.:,easilybe ableto develop a drug to replace nicotine in relation to

Alzheimer's Inrelationtoalleviatingsymptoms ofParkinson'sdiseasethe

posidonisdif.-:7=-,andanothermaterial(1-dopaiispr.-,'--rred.-Thisisbecause

differentregic7z -hebrainareinvolved.

Ithasalsobeen3uz2tstedovertheyearsthatnicotinemay be implicatedinsome

smokin-,-assoc:--::--'diseases.more especiallycardiovasculardisease.Thispossibili:v

has notbeen d::-.:70vedalthoughWald and FrogQatt(1989)do notfindtheevidence

persuasive.

Generallvspea;-L-ni,thisareaof work islikelvto increasetheinterestinnicotine

administration.ts-occiall,,,sinceAlzheimer'sdiseaseislikelytobe amajorhealthissue

inthenextcen=,..aslifeexpectancyincreasesand birthratesfall.

5. POSS'-='-=-DEVELOPN@TENTS

The possibled:-.t7opmentof more sophisticatedpatchescan be foreseen.forexample

inwhich com,-:--:.ndsotherthannicotinecould be co-administered.Patchescontaining

reducedamou.-.:sofnicotine(andshorterusefulcontacttimes)areobviouslypossible,

as are user-co,-:,-@liablepatches. CD

co
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Such d,--,-lopment-c-A@ouldbe expectedtomake theproductmore acceptableto

potentialconsum-.7;and, possibly,lessensome of the safetyconcerns associatedA-ith

it.

6. F@-7URE ?7@ODUCT R.ESEARCH ARRA,4GE.MENTS

The follonxingarr-@nzcmentshavebeen putin placeaspartof BATCo's continuing

revic,@x-of transde7---alnicotine patches ("TNPs").

a] Nfe-.tingAi---StowicResources(May 19th)-toascertaintheirviewson thei-

product.

b] Informalir,::-ngon May 21stA@ththeChairman oftheU.K. Committee on

Saf,-tyor,\'.--4icines(ProfessorM. Rawlins,UniversityofNewcastle)tohearhis

on ht :7obableapproachtonicotinepatchesin theU.K.

c] Brief'oeha-,-.---i.-alstud,,,to compare the efficacvof nicotine patches with smok@ng

ir.a@,ipllanzt-ask.(Summe- 1992 -subjecttoapprovalfrom theUniversi,-,@of

Reading,'.

7. PRODUCT,:",: AND PROFTTABILITY POTE.\71AL

Patchesar,-a lou--.@chnolog@-manufacturingchallengeprobably associatedwith a lo'A-

capitalinvestinen:iHr,-shold-

Althouah TIN-Ps civarette5havea common elementonlyin thattheyboth delivc,-

nicotine.theposz@--';tdiversificationof Tobacco manufacturersintotheproductionand

marke-i'nqofT\- @snot supportedb@ synergisticbenefits:-

i. The technologiesinvolvedaredistinct.

I', The fabricationprocessesaredifferent.
C:)

i-.- 7-her-@islittlecommonality interms of ra%k,materialsused. r@1)
U-1
CID
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iv he channelsof disnibutionaredifferent.

V. knv potentialadvantage arisingfrom theuse ofcommon brand

,iames Nk,ouldbe constrainedby the factthatT'4-Psare likelyonly

tobe availableon prescription.

Itisbelievedthatpr:-i:tabilityon a unitbasisislikelytobe substantiallygreaterthan

cigarenes.Patches probablybe marketed ata retailpricecloselyequivalenttoa

pack ofcigarettes.2::most likelytobe cheaper to manufacture,and attractno excise

duty.

8. NikRYETINC --,:)NSIDER.ATIONS

Salesofpatchesin'I'tx-Zealand aresaidtohave been betterthanthemakers expected

and itisreportedt"----demand is"amazing" in theU.S.A. Analystshave saidthatthe

combined salesof threebrandsinthe U.S. couldreachUSS I billionannually.

The productshave been on th;@market forfivemonths and theearlyfindingsof

researchon thepr-7@---zts'effectivenessas a smoking cessationaidareinconclusive.It

is,therefore,diffic-.@.-.topredicttheirlong term salespotential.

Freedom ofChoice -.tcouldbe ar_Quedthatpatchesrepresentan alternateproduct for

nicofineusers(,alo,-.---A;Ithgu,-ns,snuffsand inhalants),and thushaving thepotentialto

be marketed asa ct-@,iationaidora means ofcuttingdown smoking. They would

howe%-erneed tobe :'earlvpositionedasnot beinizan alternativetocigarettesmoking,

sincethiswould L-7:-it:ousl@,suggestthatthe cigaretteitselfisa simplenicotine

delive-i'rigdevice.

Erosionofsmokirz 7anchise.By toppingup thewholebody nicotinereser-voir.

patchesmight be -.-,-:cctedtoreducedailyconsumption ofcigarettes.We curte-itly

co

C-D
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know insufficienta'ooutthepotentialdemand forsuch products and, hence,the

potentialbusinessrrade-offvalue between patchesand cigarettesisunknown.

Dual Usaze Risks Patchesdo not appear to be an effectivecessationaidin the

medium term. There is,however, thepossibilitvthatpeople @xilluse them in addition

to cigarettes,with thepossibilityof.--

(a)nicofineoverdosingfor regularsmokers-,

(b)habituationtocontinualbodv reservoirnicotinerequirement-.and

(cl)consequentiald-.batethatpatches acmally s,,-nergiseratherthan antagonise the

smoking habit.

Patches would thereforenotappear to be immediate],,,appropriateformarketing for

use by smokers as L-,alternativeproduct in circumstances where smoking isproscribed

e.g.airlines,theatt-zs.etc.

Associationwith ?,-ison!Dru-,.However insulatedfrom eigarenesthe patchalternative

may be, itsharesa ',no,,%-nconunon feature,nicotine.Patches may focus debate on

n)codne as a psych,,-activccomponent of cizaretics.divertingattentionfrom oth-..@

valid aspectsof smo*k-inqsatisfaction(taste,texture,visual/tactilestimuli)and

potentiallyfocusingon nicotineas a drug and a poison.

Erosion of Brand %'alue.Patchesdo -iotoffergreatmarketing flexibilityinterms of

product and brand i-.iav-cdifferentiationsincetheonly variablescurrentlyavailableare

amount and relativesz)et:dof dosing. Ifthenicotinecentralityargument generalises

back to cigarettes.,,.hic,@arein thernselvesrelativelyhomogeneous at product level,

some consequential'--randvalue -tosioncould follow.

c@o

cc
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Markctiny-Competence. Patchesaremost likelyto be controlledas prescripticn-only

drugs which isnotan area of marketing competence forBAT. Given the'dr-ug'profile

of patchesitwould also be importantto separatethe business completely from cigarette

marketing.

9. OTHER CO.NSIDER-ATIONS

The classificationof nicotinepatchesas a drug deliver-ysystem may or may notapply

inallcountries.Inthe U.S.A., tobacco productsare not regulatedby the F.D.A. unless

healthclaimsaremade, c.iz."Premier"cam,-under the scrutinyof the F.D.A. If

tobacco companies were to market nicotinepatches,thiscould be seen as a move

towards tobacco companies being regarded as pharmaceutical companies. The anti-

smoking lobby has in the past offensivel-,,refmed to the tobacco industry as "no better

than drug pushers".

The issue of addiction has been ,k@d-,Ivdebated in respect of smoking and the potcn@at

use of nicotine through patches is likel,,-to lead to further public interestin that issue.

The 1988 U.S. Sur(2eon General's Rtport observed that nearly half of alllivin.@adults

who ever smoked have quit but s6llconcluded that nicotine is addictive. The tobacco

industry's response is that addiction is a frequently misused term that has become a

catch phrase for many habits. In product liabilitylitigation tobacco companies assert

that people continue to smoke because they enjoy itand that itis not appropriate to

term smoking as addictive %%-he-imillions of smokers have R-i,en up voluntarily and

without assistance.

10. SUMM.-,kRy

In view of the different product characte-isticsof TNPs and smoking, curtent designs

of TNPs would not appear to be a sellous ,hreat to the tobacco industry. It is,howen.er,

difficultto make confident predictions about the likely success of TNPs althoueh there

are clearly some -najor issues associated Aith their widespread use.

cc

_c:@.
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On the assumptionthattheyareviewed by consumers asan acceptableand valuable

method ofnicotineintake,T-,N-Pshave thepotentialtobe a highlyprofitablebusiness

activit-,,.This isbecausethelikelvretailpn'ceof such patchesissimilartothatfora

pack ofciqaretteswhiistthemanufac-un'ngcostsare likelytobe lower thanthosefor

cigar.-nesand TNPs attractno exciseduty.

Ar_zumeritsagainstan extensionofbusinessac6vityintotheproductionand marketing

ofTNPs are:-

i. TN?s arecommodity products,differentiatedby verylittleexceptperhaps

speedofaction.They %kill,therefore,be very difficultic)investcrediblywith

productlbrandimage differentiation.

ii. BAT would be placedinan invidiousand legallydifficultpositionifit

promoted theproduct:-

(a) As an aidtostopsmoking - if,aspreliminarvstudiessuggest,the

patchesarenot effectiveas a smoking cessationaid,marketing itwould

be likelytoleadtoan allegationof misleadingclaims beingmade for

theproduct.Itshouldbe noted,however,thatiftheproductis

ineffectiveasa cessationaid thisisconsistentwith the tobaccoindustry

positionthatsmokers are not physically"addicted"tonicotinebat

choosewhether tosmoke ornot,and thereforetheyhave no need for

such an aid.

(b) As a product%k,hlchconsumers freelychoose inorder tosatisfytheir

desirefornicotineuptake,giventhe factthatTNPs arelikelytobe

availableonly on prescription.

u-i
co
-C@:.
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(c) As a -'-.ial-usageproductforsmokers given the lackof researchdone on

thesa":tyof use of thepatchesinconjunction"@th smoking

iii. Patchesare z--:)abicof beingmisused,and thisislikelytoleadtotheir

disnibution*.-!-ngrestt-ictedan&or potentiallitigation.

There are no significanttechnologicalorprocessingsynergiesbetween tobacco

manufacturingand productionofpatchesotherthan theuse oftobaccowaste asa

sourceof nicotine.

Thus, from a busin:-,iopportunityviewpoint,TNPs should be %-iewedasa highprofit

potentialbut high venture,

11, RECOMM-=\-DATIONS FOR FURTHER ACTION

Ifitisdecided thaz@-:nherinvestigationoftheroleof the nicotinepatchistobe made,

itisrecommended -.-.at-

1. The -itentialofnicotinepatchesshouldcontinuetobe investieated,

par',::-.ilarlyagainstthepossibilitythatimproved patchesaredeveloped

2. Cons:jcrationshouldbe giventosupportingresearchprojectsinrelation

toA.@,ieimer'sdiseaseand Parkinson'sdiseaseinvie\;"oftheprobable

the.-@::,:uticvalue ofnicotinewith regard totheseconditionsand

levc7zzeofthe positiveperceptionof nicotine.

3. The '-.-,celihoodof a scenarioemerging \-.-herepeople consume both

TN-?zand tobaccoproductsshouldbe evaluatedand estimatesmade of

the*---Lsinessttade-offvalue therein.

4. Qu@-:':ativeconsumer researchon thescope forinsulatingciparette

perz-,-@-tiorL/usagefrom patch perceptior-L@usageand the scope for
@Irl

bra7.-"ngdifferentiationofpatchesshouldbe ln\icstiizated. CD
r\-)
LM
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5. If the production of TN-Ps were considered to be an acceptable

proposition,thebusinesspot@ntialand viabilityshould be rcviewe@ b".a

projectteam specificallybroughttogetherforthispurpose under the

auspicesofBAT lndustfiesratherthanbeingbasedwithinone of the

BAT tobacco operations.

19.5.92

co
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