
NOTE FOR THE TOBACCO STRATEGY REVIEW TEAM

TRA-,NSDERMAL NTCOTINE

I THEPRODUCT

Nicotinepatchesarea systemofdeliveringnicotineintothebloodstream-Nicotine

patcheswereintroducedontothemarket asa pharmacy-onlyproductin.@sewZealand

in1991 andintheU.S.A.theywere approvedby theFood and Drug Ad=@nistration

forprescrip6on-onlysalesfrom1992.

Pha.rmaccudcalcompaniesmanufacturingnicotinepatchesarecurrentlymarkefing

them for"treatmentofnicotinedependence--asa smokingcessationaic@cwn!lingfor
example,thepsychopharmacologicalstimulanteffectsofnicotineundc,-Ilcthetobacco

nicotineaddiction".T'hispaperalsoconsidersissuesrela6ngtootherpoten@alusesof

the=sdermal nicotinepatch,i.c:dualusageby smokersofpatchesandcigarettesand

choiceofthepatchsolelyfornicotineintake.

2. AS A M7ETHOD OF kDMINI STE RING NICO-ITNE

Guidelinesforuseof nicotinepatchesissuedby themanufacture,-CibaG:','OY
recorr=cndthatthesubjectshouldstopsmokingcompletelyand usepatchesforno

longerthanthreemonths (astreatmentperiodand dosesabove52mg pc,-patchhave
notbeenevaluated).ne guidelinesadviseagainstusebynon-srnokers,occasional

smokersandsubjectswithcertainmedicalconditions.

Neitherthestandardnicotinepatch(c-g.Nicotinell)northe"Stowic"patchmatchthe

deliverypatternorimpactofnicotinethatisobtainedwhen smoke isinhaledftoma

cigarette.ney do,however,matchmore closelythepatternofsome otherformsof
tobaccousage,e.g.pipes,cigars,and snuff,althoughthereissome debateon theactual

importanceofthepeaksand troughsin nicotinelevelsassociatedw@thinhaling
cigarettemoke.
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Tobacco companies market cigarettestosmokers who enjoy smoking. Pan of that

enjoyment may relatetointakeofnicotinebutthe smoker decidesby theway he

smokes whetherhe receivesfrom 0 to3 mg nicotinepcr cigarette.This isquiteunlike

the steadystreamfrom thenicotinepatchwhich issomewhat akintoan intravenous

drip.

While delivti-ingnicotine,patchesdo notmimic any of theotherfacCL5ofsmoking

cigarettes.In addition,aspresentlydeveloped,theyare a totallyautotnaficdelivery

system and have none oftheflexibilityoftobaccousage,both asto amount and -,i'ming

of delivery.

In certaincircumstancesnicotine-ccntainingpatchesarepoten6allydangerous:they

can be easilymisused ortampered Nkithand,ascurrentlymanufacmred, can be

mistaken forplastersby theelderlyortheyoung. The totalnicotinecontentof

individualnico6ricpatchescan be ashighas51 rng,roughly equivalenttothelethal

dose fora man of averageweight.

Whether by multiplepatching,ingestion,or inadvertentnicotineextraction,nicotine

availabilityinpatchesissufficienttogiverisetothe concernthatacutetoxicityin

adultsand possiblechildfatalitycouldoccur. Salientquestionsare:What wou*,dbe

the effectofwearing More thanone patchata time? Ifpatcheswere dis=ded

carryingsignificantresidualsof nicotinewhat would be the effectofaccidental

ingestionby children?What would be theeffectof inadvertentextrac6onof the

nicotineina patchby spilledalcohol(drinksforexample)?

3. EFFT::CTIVF-NFSS OF PRODUCT rN SMOKING CESSATION

The evidenceproduced by themakers ofNicotinell(Ciba Geigy) isnotconvincinizand

does not indicatesubstantialadvantagescompared toa placebo, A reportby theNew

York Times (8thApril1992)sugoestedthatthosewho quitus'ing patchesrelapseat

about the same rateasanyone else.Inone seriesof follow-upstudies,sixmonths after

having stoppedusingthepatches,theshareof subjectsnot smoking rangedfrom 0 to

48% compared witha rateof 0 to40% of thosewho did not usethem.

Ithas alsobeen suggestedthatthepatchesarerelativelyincffccfiveunlessused in

conjunctionwithsome form ofbehaviouraltherapy.A consumer groupisno%,

cornpiainingtothe U.S.FederalGovernment thatadvertisementsforthepatchesare

misleadingby implyingthatthe patchisallthatisneeded toquitsmoldng. Tbc gtoup
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ispetitioningforrequirementoflabelswarningsmokers oftherisksofsmoking while

wearing thepatchand thattheymay alsoneed counsellingtohelpovercome

"psychologicaladdiction"ofsmoking.

4. NTCOTINE rN R-ELATION TO NEURODF-GENERATIVE DISORDERS

AND ODMR DISEASE5

CurrentadvicefroraconsultantstoBAT isthatthe epidemiologicalbasisof a negative

associationbetween smoking and incidenceof Alzheimer'sdiseaseishardening.There

isalsogood evidencethatsmoldng alleviatesthesymptoms ofAlzheimer'sdisease.

The situationwithregardtoParkinson'sdiseaseissimilarbutrathermore certain.

These observationsare Aridelybelievedtobe due tonicotinebutthishas notbeen

substantiatcd-althoughtheview isconsistentwith currentpharmacologicalknowledge.

One adviser,Dr.S.Warinacott(UniversityofBath),isoftheopinionthatnicotinehas

unique propetn*esand 'protects'ne.-vc cellsagainstdamage leadingto

neuredcgencradvedisorders.On thisbasisshe believesthatthepharmaceutical

companies xillnoteasilybe abletodevelopa drug toreplacenicotineinrelationto

Alzheimees disease.Inrelationtoalleviatingsymptoms of Pa:-kinson'sdiseasethe

positionisdifferentand anothermaterial(1-dopa)ispreferred.T"nisisbecause

differentregionsofthebrainareinvolved.

Ithas alsobeen suggestedovertheyearsthatnicotinemay be implicatedinsome

smoking-associateddiseases,more especiallycardiovasculardisease.Thispossibility

has not been disprovedalthoughWald and Froggatt(1989)do not Findtheevidence

persuasive.

Generallyspeakingthisareaofwork islikelytoincreasetheinterestinnicotine

administration,especiallysinceAlzheimer'sdiseaseislikelytobe a major healthissue

i
.
n thenextcentury,as lifeexpectancyincreasesand birthrates','all.

5. POSSIBLE DEVELOPM'ENTS

The possibledevelopment ofmore sophisticatedpatchescan be foreseen,forexample

inwhich compounds otherthannicotinecouldbe co-adn-@nistered.Patchescontaining
(.n

reduced amounts ofnicotine(andshorterusefulcontacttimes)areobviouslypossible, CD
as areuser-controllablepatches.
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Such developments would be expectedtomake theproductmore acceptableto

potentialconsumers anc@possibly,lessensome ofthesafetyconcernsassociatedAith

it.

6. FLrrl--,REPRODUCT RESEARCH ARIZKNGEMF-NTS

The followingarrangementshave been put inplace aspartofBATCo's continuing

re-,@cwof=sdcrtnalnicotinepatches("TNTs").

a] Mcedng ,,,ithStowicResources(May 19th)-toascertaintheirviewsonthei-

product.

b] Informalmeetingon May 21stwith theChairman oftheU.K. Committee on

Safetyon Medicines(ProfessorM. Rawlins,UniversityofNewcastle)tohearhis

views on theprobableapproachto nicotinepatchesintheU.K.

c] Briefbe@aviouralstudytocompare theefficacyofnico6ncpatcheswithsmoking

in a vigilancetask.(Summer 199'@- subjecttoapprovalfrom theUniversityof

Reading).

PRODT:C71ON ANT) PROFITABILITY POTE@,MAL

Patchesarea low-tc-.hnologymanufacturin2 challengeprobablyassociated'Xilha low

capitalinvestm,entthreshold.

Although TN?s and cigarene-shave a common elementonlyinthattheybothdelive-

nicotine,thepossiblediversificationofTobacco manufacturersintotheproducion and

marketing ofTNPs isnotsupportedby synergisticbenefits:-

i. The technologiesinvolvedaredistinct.

ii. The fabricationprocessesaredifferent. @-n

iii. There islittlecommonality interms ofraw matlnialsused.
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iv. The channelsof disnibution are different.

V. Any potentialadvantage arisingftom theuse of common brand

names would be constrainedby the factthatTN-Ps are likelyonly

tobe availableon prescription.

Itisbelievedthatprofitabilityon a unit basisislikelytobe substantiallygreaterthan

cigarettes.Patcheswillprobablybe marketed ata retailpricecloselyequivalentto a

pack of cigarettes,aremost likelyto be cheaper to manufacture,and attractno excise

dury.

S. MARKETT.NG CONSIDEPATIONS

Sales of patchesinNew Zealand are said to have been betterthan the makers expected

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

cornbinedsalesofthethrezbrandsintheU.S. couldreachUSS Ibillionannually.

T'neproductshaveonlybeenon themarket forfivemonths and theearlyfindingsof

researchon theproducts'effectivenessasa srnokingcessationaidareinconclusive.It

is,therefore,diffic-alttopredicttheirlongtermsalespotential.

Fr@:tdomofChoice.Itcouldbe arguedthatpatchesrepresent an alternateproductfor

nicotineusers(alongwithgums@snuffsand inhalants),and thushavingthepotentialto

be marketed asa cessa@onaidora means of cuttingdown smoking. T"heywould

however need tobe clearlypositionedasDgtbeinganalternativetocigarettesmoking,

sinctthiswould erroneouslysuggestthatthecigaretteitselfisa simplenicotine

deliver,ingdevice.

Erosionof smokinefranchise.By toppingup thewholebodynicotinereservoir,

patchesmightbe expectedtoreducedailyconsumptionofcigarettes.We currently @_n
C)
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@ziow insuffici=taboutthepotentialdemand forsuch productsand,hence,the

potentialbusinesstrade-offvaluebetween patchesand cigarenesisunknown.

Dual I-IsaQeR@'sk-s,Patchesdo notappear to be an effec6ve cessationaidin the

medium term.7nercis,however,thepossibilitythatpeoplewfllusethem inaddition

tocigarettes,Aiththepossibilityof-.-

(a) nicotineoverdosingforregularsmokers;

(b) habituationtocontinualbody reservoirnicotinerequirement;and

(c) consequ-.n6a]debatethatpatchesactuallysynergiseratherthanantagonisethe

smoidng habie.

Patcheswould thereforenotappeartobe immediately appropriateformarke6ng for

use by smokrs asan altemafiveproductincircumstanceswhere smoking isproscribed

e.g.airlines,thcatres,etc.

AssociationNxi-,hPoisonA:)mp.However insulatedftom cigarettesthepatchalternative

may be,itsharesa known cor=on feature,nico@ne. Patchesinayfocusdebateon

nicotineasa psycho-ac6vecomponent ofcigarettes,divertingantntionftornother

validaspectsofsmoking safisfac6on(taste,texture,visual/tacfilcstimuli)and

poten@allyfocusingon nicofineasa dr-ugand a poison.

ErosionofBrand Value. Patchesdo not offergreatmarketingflexibilityinter-msof

productand brandimage differentia6ensincetheonlyvariablescurrentlyavailablearc

amount and relativespeedofdosing.Ifthenicotinecenrralityargumentgeneralises

back to cigarc7.-s,which areinthemselvesrelativelyhomogeneous atproductlevel,

some conscou.-n6albrandvalueerosioncould follow.

(:D
r\-)
u-i
co
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Marketing Competence. Patchesaremost likelytobe controlledasprescrip6on-only

druzswhich isnotan areaofmarketingcompetence forBAT. Given the'drug'profile

ofpatchesitwowd alsobe importantto separatethebusinesscompletelyfrom cigarette

mark-c6ng.

9. OTHER CONSIDERATIONS

The classificationofnicotinepatchesasa drugdeliverysystemmay ormay notapply

inailcountries.IntheU.S.A.,tobaccoproductsarenotregulatedby theF.D.A.unless

healthclaimsaremade,e.g.'Premier"came underthescrutinyof theF.D.A. If

tobaccocompanieswere tomarketnicotinepatches,thiscouldbe seenasa move

towardstobaccocompaniesbeingregardedaspharmaceuticalcompanies.The anti-

smoking lobbyhasinthepastOffensively referredtothetobaccoindustryas"no better

thandrug pushers".

The issueofaddictionhasbeen xidelydebatedinrespectofsmoking and thepotential

use of nicotinethroughpatchesislikelytoleadto furtherpublicinterestinthatissue.

The 1988 U.S.SurgeonGencrai'sReportobservedthatnearlyhalfofalllivingadults

who eversmoked havequitbutstillconcludedthatnicotineisaddictive.The tobacco

industr-y'sresponseisthataddictionisa frequentlymisusedterm thathasbecome a

catchphraseformany habits.Inproductliabilityli@ga6ontobaccocompaniesassert

thatpeoplecontinuetosmoke becausetheyenjoyitandthatitisnotappropriateto

term smok@ng asaddictivewhen millionsof smokershave givenup voluntarilyand

withoutassistance.

10. sTJ'N@ y

Inview ofthedifferentproductcharacteristicsofTN?s and smoking,currentdesigns

ofTNPs wouldnotappeartobe a seriousthreattothetobaccoindustry,Itis,however,

difficulttomake confidentprcdicionsaboutthelikelysuccessofTNps althoughthere

are clearlysome major issuesassociatedwiththeir%kidespreaduse.

CD
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On theassumptionthattheyareviewedby consumers asan acceptableand valuable

method ofnicotineintake,TNPs havethepotentialtobe ahighlyprofitablebusiness

activit-v.Thisisbecausethelikelyretailpriceofsuchpatchesissimilartothatfora

packof cigaretteswhilstthemanufactuhngcostsarelikelytobe lower thanthosefor

cigartnesand-LN?sattractno exciseduty.

Arguments againstan extensionofbusinessactivityintotheproductionand marketing

ofTN?s are:-

i. TNPs arecommodity products,differentiatedby verylittleexceptperhaps

speedofaction.Tlcv will,therefore,bz verydifficulttoinvestcrediblyAith

product,lbrandimage diffrTenti3tion.

ii. BAT wouldbeplacedinaninvidiousard legallydifficultpositionifit

promotedtheproduct:-

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

patchesarenoteffectiveasa @-,noldngcessationaid,marketingitwould

belikelytoleadtoan allegatio,-.of misleadingclaimsbeingmad.-for

theproduct.Itshouldbe notc--;.howe%,er,thatiftheproductis

ineffectiveasa ctssationaidt@..sisconsistentwith thetobaccoindustry

positionthatsmokersarenotp'-Iysicallv"addicted'*tonicotinebut

choosewhethertosmoke ornot,andthereforetheyhave no need for

such anaid.

(b) As a productwhich consume-sfreclychooseinordertosatisfytheir

desirefornicotineuptake,gl,,--,nthefactthatTNPs arelikelytobe

availableonlyon prescription.
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(c) As a dual-usageproduc,forsmokers giventhelackof researchdone on

thesafetyof use ofth.-patchesinconjunctionwithsmoking

iii. Patchesarecapableofbeing misused,and thisislikelytoleadtotheir

disrdbu6onbeingrestrictedand/orpotentiallitigation.

Thereareno significanttechnologicalorprocessingsynergiesbetween tobacco

manufacmring and theproductionofpatchesotherthantheuse of tobaccowaste as a

sourceof nicotine.

Tlitis@from a businessopportunityN-I*-.wpoint,TNPs shouldbe viewed as a high profit

pot-.ndalbuthighriskvenmre.

11. RECOMMENDATIONS FO:ZFURTHER ACTION"

Ifitisdecidedthatfurtherinvestiga.6anof theroleofthenicotinepatch istobe made,

itisr--con=endedthat:-

I. The potentialofnicotinepatchesshouldcontinuetobe investigated,

particularlyagainstthtpossibilitythatimproved patchesare developed

2. Considerafionshouldbe given tosupportingresearchprojectsinrelation

toAlzheimer'sdiseaseand Parkinson'sdiseaseinview oftheprobable

therapeuticvalueofnicotinewithregardtotheseconditionsand

leverageoftheposi@ve perceptionofnicotine.

3. The lilelihoodofa scenarioemerging where peopleconsume both

TNPs and tobaccoproductsshouldbe evaluatedand estimatesmade of

thebusinesstrade-offvaluetherein.

4. Qualitativeconsumer researchon thescopeforinsulatingcigarette

perccpfiorL/usagefrom patch perception/usageand the scope for

brandingdifferentiationofpatchesshouldbe investigated.
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5. IftheproductionofI-NPswereconsideredtobeanacceptable

proposi@on,thebusinesspotentialand viabilityshouldbe reviewed by a

projectteam specificallybroughttogetherforthispurposeunder the

auspicesofBAT Indust7icsratherthan being based N%ithinone ofthe

BAT tobacco ope.-ations.

19.5.92
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