
B.D.B.

RECD- 19 MAY1992

...............

Note To: Mr. B.Brainley

From: G. Read

Subject: TransdermalNicotine

Ihave readaU ofthepaperssubmittedinpreparationfortheTSRT paper on
TransdermalNicotineand would concludethefollowing:

1. Irrespectiveoftheefficacyofnicotinepatchestheyhave threepotentialuses
i)asa smokingcessationstrategy,(ii)ina dualuse scenariowithcigarettesor
@iii)as a standalone therapeuticproduct for alleviatingneurologicaldisorders.

2. Industrvinterestin these products should be conditioned bv whether thev'A-M
be ava@able as prescriptionor non-prescriptionproducts i@the short,medium
and Iona-ternLv

3. Itisrayconsidered view thatnicotinepatches willinitiallyonly be availableon
prescnotion inEurope and the USA- Tlis conclusionisbased on past
experience with other products such as nicotinegum which remained on
prescriptionforseveralyears. In the case of Favour, the product delivering
nicotinevapour, which although never marketed was ruled tobe a

pharmaceutical product by the FDA-

4. For the periodover which nicotinepatches remain on presctiptionthey wiilbe
considered aspharTnaceutical/therapeuticproducts foruse insmoking
cessation.

5. Even though nicotinepatches carry potentiallyhigh doses of nicotine,due to

theirdesign specificationsa case could be made thatthev are reasonably safe
by virtueoftheirslow releasecharacteristics,and subjecito satisfactoryuse
during the prescriptionperiod,may well become freelyavailableover time.

6. Once outsideprescriptioncontrol,the product would continue to be available
foruse insmoking cessationor ina dual use scenario.I cannot eavisa2e that
any mainstream pharmaceutical company would market the product di@rec-,Iv
on the basisofa therapeuticagent for alleviatingneurologicaldisorders
without conductinglong-term ethicalclinicaltrial aby undertake.-iby this
industryinsupportof product use.

7. In conclusion,Iwould suggest thatthe primary considerationshould be to
establishthe company positionon using nicotinepatches ina dual use
situation.Should thisbe the case,due to the anticipateddelaysin the product
becon-Linpacnerallyavailable,the company would have sufficienttime to
conduct appropr-iatetrialstoestablishtheirefficacvduring dual use and to
establisherd-user response to thisproposition.

G. Read
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