
NOTE FOR THE TOBACCO STR-ATEGY REVIEW TEA.NL

TR-A,NSDERNLKLNICOTINE

1. THEPRODUCT

Nicotinepatchesarea systemofdeliveringnicotineintothebloodstream.Nicotine

patchesx@ereintroducedontothemarket asapharmacy-onlyproductinNeu-Zealand

in1991andintheU.S.A.theywere approvedby theFood andDrug Adminisrra-lon
forprescr-@'pdon-onlysalesftom 1992.

Pharmaceuticalcompaniesmanufacturingnicotinepatchesarccur-rentlymark-.6nE:

them for"treatmentofnicotinedependence--asa smoking cessationaid,rlaiiningfor

example,thepsychopharmaco]4calstimulanteffectsofnicotineunderliethetobacco
nicotineaddic6on".Thispaperalsoconsidersissuesrelatingtootherpotentialusesof

thetransd.-rmalnicotinepatch,i.e:dualusageby smokersofpatchesand cizarettesand

choiceofthepatchsolelyfornicotineintak-..

2. AS A Nft-THOD OF ADIVENTISTEPJNG \TICOTI

Guidelinesforuseofnico6nepatchesissuedby themanufacturerCibaGeigy

recomrnc-idthatthesubjectshouldstopsmokingcompletelyand usepatchesforno
longerthanthreemonths (astteatmentperiodand dosesabove 52mg perpatchha%,-.

not beenevaluated).The guidelinesadviseaeiainstuse bynon-smokers,occasional

smokersand subjectswithcertainmedicalconditions.

Neitherthestandardnicotinepatch(e.g.Nicotinell)northe"Sto-A@c"patchmatchthe
deliverypanernorimpactofnicotinethatisobtainedwhen smoke isinhaledftoma

cigarette.Thevdo,however,match more closelythepatternofsome otherformsof

tobaccousage,e.g.pipes,cigars,and snuff,althouqhthereissome debateon theactual

importanceofthepeaksand trouehsinnicotinelevelsassociated",ithinhaling
-b cigaren-.smoke.
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Tobacco companiesmarket ciearertestosmokers who enjoysmoking. Partof that

enjoyment may relatetointakeofnicotinebutthe smoker decidesby the way he

smokes whetherbe receivesfrom 0 to3 mg nicotineper ciga,@ene.This isquiteunlike

the steadystreamfrom thenicotinepatchwhich issomewhat akintoan intravenous

drip.

While deliveringnico6ne,patchesdo not mimic any ofthe otherfacetsofsmoking

cigarettes.In addition,aspresentlydeveloped,theyare a totallyautomaticdelivery

system and have none oftheflexibilityoftobaccousage,both astoamount and timing

ofdelivery.

Incertaincircumstancesnicotine-containingpatchesare potentiallydangerous: they

can be easilymisused ortampered ,Aithand,ascurtentlymanufactured,can be

mistaken forplastersby theelderlyor theyoung. The totalnicodnecontentof

individualnico@nepatchescan be ashiehas 51 mg, roughly equivalenttothe lethal

dose fora man ofaverageweizht.

Whether by multiplepatching,ingestion,or inadvertentnicotineextraction,nicotine

availabilityinpatchesiss,,ifficienttogive risetotheconcern thatacutetoxicityin

adultsand possiblechildfatalitycouldoccur.Salientquestionsare:What would be

theeffectof wearingmore thanone patch ata time? Ifpatcheswere discarded

carryingsignificantresidualsofnicotinewhat would be the -ffectof accidental

ingestionby children?Nklhatwould be theeffectof inadvertentextractionofthe

nicotineina patchby spilledalcohol(dr-inksforexample)?

3. EFFECTIVENESS OF ?RODUCT IN SMOKING CESSATION

The evidenceproducedby themakers ofNicotine)](Ciba Geigy) isnotconvincingand

does not indicatesubstantialadvantagescompared to a placebo.A reportby the New

York Times (8thApd] 1992)suggestedthatthosewho quitusingpatchesrelapseat

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

having stoppedusingthepatches,theshareofsubjectsnot smoking ranged from 0 to

48% compared witha rateof0 to40% of thosewho did not use them.

Ithas alsobeen suggestedthatthepatchesarerelativelyineffectiveunlessused in

conjunctionwithsome form ofbehaviouraltherapy.A consumer groupisnow

complaining totheU.S.FederalGovernm-.ntthatadvertisementsforthepatchesare

misleadingby impl,,@ngthatthepatchisallthatisneeded toquitsmoking. The LToup
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isped6oning forrequirementoflabelswarning smokers ofthe risksof smoking while

wearing thepatchand thattheymay alsoneed counsellingtohelpovercome

"psychologicaladdiction"ofsmoking.

4. NICOTNE IN RFLATION TO NREURODEGF-NER.ATIVE DISORDERS

A,ND OTHER DISEASES

Currentadviceftom consultantstoBAT isthattheepiderniologicalbasisofa nega6ve

associationbetween smoking and incidenceofAlzheimer'sdiseaseishardening. There

isalsogood evidencethatsmoking alleviatesthesymptoms of Alzheimer'sdisease.

The situation-,,@ithreeardtoParkinson'sdiseaseissimilarbut rathermore certain.

These obsmafions are\;idelybelievedtobe due tonicotinebut thishas not been

substantiated-ajthoughth.-view isconsistentwith currentpharmacologicalknowledge.

One adviser,Dr.S.Wannacott(UniversityofBath),isoftheopinionthatnico6ne has

unique properfiesand 'protects'nerve cellsagainstdamage leadingto

neuredegencrativedisorders.On thisbasisshe believesthatthepharmaceutical

companies xillnot easilybe ableto developa drugtoreplacenicotineinrelationto

Alzheimer'sdisease.Inre:lationtoalleviatingsymptoms of Parkinson'sdiseasethe

positionisdifferentand anothermaterial(1-d,-pa)isprefcr-red.This isbecause

differentregionsofthebrainareinvolvtd.

Ithas alsobeensuggestedovertheyears thatnicotinemay be implicatedinsome

smoking-associateddis,-as,-s,more especiall,@,cardiovasculardisease.This possibilirv

ha.snot been disdrovedalthoughWald and Frogcrart(1989)do not findthe evidence

persuasive,

Gencrallv speakingthisareaOf \4'OTk islikelytoincreasetheinterestinnicofint

administration,especiallysinceAlzheimer'sdiseaseislikelytobe a major healthissue

inthenextcentury,aslifeexpectancyincreasesand birthratesfall.

5. POSSFBLE DEVELOP\4ENTS

The possibledevelopmentofmore sophisticatedpatchescan be foreseen,forexample

inwhich compounds otherthannicotinecouldbe co-administered.Patchescontaining

reduced amounts ofnicotine(and shorterusefulcontacttimes)areobviouslypossible, (--D

asare user-controllablcpatches.
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Such developments would be expected tomake the product more acceptableto

potentialconsumers and,possibly,lessensome of the safetyconcerns associatedwith

it.

6. EMT.RE PRODUCT RESEAZCH ARRANQEhaNTS

The followingarrangementshave been put inplace as part of BATCo's continuing

reviewof =sdermal nicotinepatches("TNPs").

a] Meeting AithStoxic Resources (,May19th)- to ascertaintheirviews on their

product.

b) Informal meeting on May 21st theChair-man of the U.K. Committee on

Safetyon Medicines (ProfessorNi.Rawlins,University of Newcastle) tohearhis

views on theprobable approach to nicotinepatches in theU.K.

cl Briefbehaviouralstudy to compare theefficacyof nicotinepatcheswith smoking

ina vigilancetask.(Summer 1992 - subjectto approval from the Universityof

Reading).

7. PRODUC-I ION AND PROFITABILITY POTENTIAL

Patchesarea low-technology manufacturing challenge probably associatedwith a lo'A'

capitalinvestmentthreshold.

Although INPs and cigaretteshave a common element only in thatthey both deliver

nicotine,thepossiblediversificationof Tobacco manufacturers intotheproduction and

marketing of TNTs isnot supported bv s@-nergistic benefits:-

i. The technologies involved are distinct.

ii. The fabricationprocessesare different. CD
r's')

iii
.

T"here is little commonality in terms of raA- mate6a]s used.
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iv. The channelsofdis-,nbutionaredifferent.

V. Any potentialadvantagearisingfrom theuse of common brand

names would be constrainedby thefactthatTNTPs arelikelycily

tobe availableon prescription.

Itisbelievedthatprofitabilityon a unitbasisislikelytobe substantiallygreaterthan

cigarettes.Patcheswillprobablybe marketed ata retailpricecloselyequivalenttoa

pack ofcigarettes,aremost likelyto be cheapertomanufacture,and attractno excis,-

duty.

8. 1,1.kRKF-TING CONSIDER-,KTIONS

Salesof patchesinNew Zealandare saidtohave been betterthan themakers expected

and itisreportedthatdemand is"amaziniz"intheU.S.A. Analystshave saidthatthe

combined salesofthe threebrandsintheU.S. couldreachUSSI billionannually.

The productshave only been on thernarketforfivemonths and the earlyfindingsof

researchon theproducts'effect@venessas a smoking cessationaidare inconclusive.It

is,therefore,difficulttopredicttheirlongterm salespotential.

Freedom of Choice. Itcould be argued thatpatchesrepresentan alternateproduct for

nicotineusers(alongvathgums, snuffsand inhalants),and thushaving thepotentialto

be marketed asa cessationaid ora means of cuttingdown smoking. They would

however need tobe clearlypositionedasnot being an alternativetocigarettesmokina,

sincethiswould erroneouslysuggestthatthecigareneitselfisa simple nicotine

deliveringdevice.

Erosionofsmokinp-franchise.By toppingup thewhoi-.bodynicotineresmoir,

patchesmightbe expectedtoreducedailyconsumption ofcigarettes.We currently
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know insufficientaboutthepotentialdemand forsuchproducts and, hence,the

potentialbusinesstrade-offvaluebetween patchesand cigarettesisunknown.

Dual Usago Risks.Patchesdo not appeartobe an effectivecessationaidinthe

medium teii,. There is,however,thepossibilitythatpeople willuse them inaddition

tocigarettes,vn'ththepossibilityof:-

(a) nicodne overdosingforregularsmokers,

(b) habituationtocontinualbody reservoirnicotinerequirement;and

(c) consequentialdebatethatpatchesactuallysynergiseratherthanantagonisethe

smoking habit.

Patcheswould thereforenot appeartobe immediatelyappropriateformarke6ng for

use by smokers asan alternativeproduct incircumstanceswhere smoking isproscri*Ded

e.g.airlines,theatres,etc.

Associa6on xithPoison/Dr-uQ,However insulatedftom cigarettesthe patchalternative

may be,itsharesa @mo%).-ncommon feature,nicotine.Patches may focusdebateon

nicotineas a psycho-activecomponent ofcigarettes,divertingattentionfrom other

validaspectsof smokine satisfaction(taste,texture,visual/tactilestimuli)and

potentiallyfocusingon nicotineasa drug and a poison.

Erosionof Brand Value. Patchesdo notoffergreatmarketing flexibilityintermsof

productand brandimae-.differentiationsincetheonlyvariablescurrentlyavailableare

amount and rela@vespeed of dosing. Ifthenicotinecentralityargument generalises

back tocigarettes,which areinthemselvesrelativclvhomogeneous atproduct1--vel,

some consequentialbrand valueerosioncouldfollow.

co
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Marke6nz C,-mpetcnce. Patches are most likely to be controlled as prescription-only

drugs A,hic-;snot an area of marketing competence for BAT. Given the 'drug'profii--

of patches :-would also be important to separate the business completely from cigarez:c

marke6nc.

9. 0,7HER CONSIDERATIONS

The class-,@@--z@a6onof nicotine patches as a drug delivery system may or may not apply

in allcoun--.;es.In the U.S.A., tobacco products are not re latedbv the F.D.A. unlessgu -

healthclai-;are made, e.g."Premier" came under the scrutinyofthe F-D.A. If

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

towards companies being regarded as pharmaceutical companies. The anfi-

srno)dng- has in the past offensively referred to the tobacco industry as "no ben,:7

than drue :,.Lshers".

The issut -.-addictionhas been Aidely debated inrespect of smoking and the pcten6ai

use of ni,-c.---'ncthrough patches islikely to lead to furtherpublic interestin thatissue.

The 198S '-'.S.Surgeon General's Report obser-ved thatnearly halfofall livingadults

who eve.-3=oked have quitbut stillconcluded thatnicotineisaddictive, The tobacco

industry's-csponse isthataddiction isa frequently misused term thathas become a

catch ph,-astformany habits. In product liabilitylitigationtobacco companies ass-.r,

thatpeou': continue to smoke because they enjoy itand thatitisnot appropriate to

term smc',:@neas addictivewhen millions of smokers ha,.-cqiven up voluntarilyand

%kithOUt 2.:S,*,stance.

10. SCNf.'@,IARY

In view c"-,hedifferentproduct characteristicsof TNPs and smoking, currentdesigns

ofTN-Ps ,%ouldnot appear tobe a serious threat to the tobacco indus-,ry.Itis,howe@-c-.

difficult-,cmake confident predictionsabout the likelysuccess ofTN?s although th-,7t

are clear!-,some major issues associated with their @xidcsprczduse.
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On thea-ssum:)tionthattheyare viewed by consumers asan acceptableand valuable

method ofnicoeineintake,TN-Ps have thepotentialtobe a highlyprofitablebusiness

activity.Thisisbecausethelikelyretailpriceof such patchesissimilartothatfora

pack ofcigaretteswhilstthemanufacturingcostsarelikelytobe lower thanthosefor

cigarettesand TN?s attractno exciseduty.

Arguments alainstan extensionofbusinessactivityintotheproductionand marketing

ofTNPs are:-

i. TNPs arecornmodityproducts.differentiatedby very littleexceptperhaps

spetdofaction.They %kill,therefore,be verydifficulttoinvestcredibly',Aith

product/brandimage differentiation.

11 BAT would be placedinan invidiousand legallydifficultpositionifit

promoted theproduct:-

(a) As an aidtostopsmoking - if,as preliminarystudiessuggest,the

patchesarenot effectiveasa smoking cessationaid,marke@ng itwould

be likelytoleadtoan allegationof misleadingclaimsbeingmade for

theproduct.Itshould be noted,however, thatiftheproductis

ineffectl%,casa cessationaidthisisconsistentwiththe tobaccoindustry

posi6on thatsmokers arenotphysically"addicted"to nicotinebut

choosewhether tosmoke ornot,and thereforetheyhave no need for

such an aid.

(b) As a productwhich consumers fretlychoose inordertosatisfythcir

desirefornicotineuptake,giventhefactthatTN?s arelikelytobe

availableonly on prescrip6on.
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@z As a dual-usageproductforsmokersgiventhelackofresearchdone on

thesafm ofuseofthepatchesinconjunctionvathsmoking

iii. ?zz:hcsarecapableof beingmisused,and thisislikelytoleadtotheir

disu-ibu6onbeingrestrictedanci/orpotentiallitigation.

T'herra:---no significanttechnologicalor processingsynergiesbetween tobacco

manufa=-,ringand theproductionof patchesotherthantheuseoftobaccowasteas a

sourceo@'nicodne.

nus, f.-,mabusinessopportunityviea-point,TNPs shouldbe viewed as ahighprofit

potenri-@7'outhi-hriskventure.z

11. @-:-CONf4MENDATIONS FOR FUPTHER ACTION

Ifitisd:zidedthatfurtherinvesticationoftheroleofthenicotinepatchistobe made.

itisrec@c=cnded that:-

The potentialofnicotinepatchesshouldcontinuetobe investigated,

particularlyarainstthepossibilitythatimprovedpatchesaredeveloptdz

Considerationshouldbe Qlventosupportingresearchprojectsinrelat,"c-

to Alzheimer'sdiseaseand Parkinson'sdiseaseinview Of theprobable

therapeudc@-alueof nicotinewithregardtotheseconditionsand

leverageofthepositiveperceptionof nicotine.

The likelihoodofa scenarioemerging where peopleconsume both

TN?s and tobaccoproductsshouldbe evaluatedand estimatesmade of

thebusinesstrade-off-aluetherein.

Qualitativeconsumer researchon thescopeforinsulatingcigarette

percepfion/usagefrom patchperceptiori/usageand thescopefor

brandingdifferentiationofpatchesshouldbe investigated, co
1--b
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IftheproductionofTN?s were consideredtobe an acceptable

proposition,thebusinesspotentialand viabilityshould be reviewedb,

projectteam specificallybroughttogetherforthispurposeunder the

auspicesofBAT Industriesratherthanbeingbased viithinone of the

BAT tobaccooperations.

CD
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