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Body: Introduction. Users of electronic cigarettes (‘e-cigarettes’) inhale a propylene glycol and/or glycerol
mist generated by an electrically-powered vaporizer, usually containing nicotine. Smokers report using them
to quit; several withdrawal studies suggest potential as cessation aids but, until now, no
adequately-powered randomized controlled cessation trial has been conducted to establish if they assist
smokers to quit. Aims and objectives. To investigate if e-cigarettes (16mg nicotine) increase quit rates at 6
months after the quit date, compared to 21mg nicotine patches and to placebo (0mg nicotine) e-cigarettes.
Methods. Three-arm randomized controlled trial; 657 smokers aged 18 years and over from Auckland, New
Zealand, wanting to quit, were allocated to e-cigarettes with nicotine cartridges or placebo cartridges, or
nicotine patches. The primary outcome is continuous abstinence verified by exhaled carbon monoxide.
Participants randomized to both e-cigarette arms were blind to nicotine content, instructed to use them for 1
week before and 12 weeks after quit day; those randomized to patches used them daily for an equivalent
period. All were offered behavioral support. Results. Of 682 participants registered, 657 were randomized to
16mg nicotine e-cigarette cartridges (n=292), placebo cartridges (n=73) and 21mg patches (n=292). Last
participant 6 month follow up will be in July 2013. Quitting results will be presented. Conclusions. This trial
will provide robust data on 6-month cessation efficacy of e-cigarettes, with important implications for policies
and regulation of these novel devices.
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