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Company Guidelineson Novel Products
IncorporatingNicotine

I. The inventionofnovelproductsrequiresadditionalsafeguardstobe met before
marketingisconsidered,compared withconventionalcigarettes,because no
assumptionscan be made oftheirinherentsafetyas consumer productsin
largescale,widespreaddailyuse.

2. Inthiscontext,novelproductsaredefinedasthoseinwhich tobacco leafeither
isnotpresentorisa minorpartoftheproductand would falloutsidethedefinition
oftobaccogoods accordingtoregulationsinvariouscountries.

3. A specificcategoryofnovelproductisbasedon theuse ofnicotineornicotine
salts,however derived,inwhichtheseare incorporatedintoa non-tobacco
carrier,smallquantityofsmokingmaterialoraerosolisingdevice.

4. Forproductsofthistype,thefollowingguidelinesshouldbe followed:

(a) The useoftheproductshouldbe demonstratednottocauseriskofacute
ill-effectstotheconsumerorotherswithaccesstoitwithrespecttothe
availabledose ofnicobne.

(b) To meet thisrequirement,itisrecommended that:

(i)thenicotinedeliveryperunitshouldnotexceed Img understandard
smokingconditions;

(ii)thenicotinesource,asweightpervolumeofproductandweightper
weightofproduct,shouldnotexceedthatofconventionalcigarettes;

(iii)evidencemustbeproducedtoshow thatextremeconditionsofuse
shouldnotresultinsignificanthazardtoa naiveconsumer,orthat
abuse oraccident(e.g.by addigontoadrink)wouldhaveminimal
riskofpoisoningtoa child;and

(iv)thenicotineand itscarriershouldbefirmlyanchoredtothemain or
otherelementsofthe deviceand desirablyshouldbe totally
integratedwithinit,inordertolimitseparateaccesstothenicotine
by misuse,topreventa mechanicalaccidentfrom an individual
elementbeingdetached,and tofrustratepossibleintroductionof
controlledsubstances.

(c)Allelementsofthedeviceshouldbe subjecttotoxicologicalreviewand
evaluationagainstthestandardssetformodern consumer productsas
wellas comparisonwithtobaccogoods. The finalproductshouldnot
increasetoxicpotentialascompared toexistingtobacco-basedproducts.
The protocoltobe used,includingthepotentialneed forbioavailability
studieson nicotine,shouldbe consideredand definedinresponsetoeach
proposedproducttoensure allaspectsspecificto the designare
embraced.
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(d)Each development shouldbe examined forthe implicationsofAscontent
and construcbon,notonlyincomparison withexistingtobacco legislation
and restrictionsbutalsowithregardtothe intentofotherconsumer product
legislation,includingpharmaceuticalsand non-prescripfiondrugs,poison
and hazardous materialsregulations.

5. In additionto these recommendations,itshould be noted thatlessclearly
definedconcernsmilitateagainstthelikelihoodofsuccessofproductsdelivering
nicotineand litueelse.These are:

(a)Nicotineby itselfwould failtobe accepted as a new activeingredientfor
a mass consumer productwhen examined againstcurrentstandardsfor
defining"dangerous'or"hazardous"substances.

(b)Productsinwhichthetobaccobase isan insubstantialpartofthewhole
would falloutsidethespecialcriteriadefiningtobaccogoods insome parts
oftheworld.Althoughsuch criteriaarerestrictivetheyarealsotoadegree
protective.

(c)The deliveryofnicotine,more orlessby itself,rendersany such product
susceptibleto criticismor comparison with any futurefindingsoftoxic
concern attachedtonicotine,allegationswhich mightbe more difficultof
proofofeffectwhen nicotineismerely one, ifsubstantial,component ofa
verycomplex mixture.
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