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Introduction and Aims: Most clients (up to 94%) on opiate agonist treatment (OAT) smoke 
tobacco. Although many are interested in quitting, relapse is common, and few interventions 
have demonstrated acceptable efficacy for this population. Nicotine containing e-cigarettes 
may help promote tobacco abstinence and reduce tobacco-related harm in highly nicotine-
dependent populations. HARMONY investigated the effectiveness of vaporised nicotine 
products (VNPs) compared to nicotine replacement therapy (NRT) for smoking cessation in 
client on OAT.  
 
Design and Methods: This single-blinded parallel-group randomised controlled trial, was 
conducted across six NSW Local Health Districts, comparing 12-weeks treatment using 
VNPs to combination NRT in adult clients on OAT wishing to reduce/quit smoking. The 
primary outcome was self-reported 7-day point-prevalence-abstinence at end-of-treatment.  
 
Results:  
500 OAT clients were consented and randomised to treatment (VNP=259, NRT=241). Mean 
age was 45.6 years (SD 9.7), 308/500 (61.6%) were male, 116/500 (23.2%) identified as 
Aboriginal or Torres Strait Islander and 193/500 (38.6%) did not complete year 10 education. 
Mean baseline cigarettes smoked/day was 20.0 (SD 10.2); and 62.6% (313/500) smoke 
within 5 minutes of waking. Preliminary Bayesian analysis suggests that after 12 weeks 
treatment, the effect of VNP on abstinence was greater than that of NRT on abstinence. 
Reported results include between group comparisons of biochemically verified 7-day point 
prevalence abstinence at end-of-treatment, 30-day continuous abstinence at end-of-
treatment and at 12-week follow-up, reduction in cigarettes smoked/day, nicotine withdrawal 
and craving symptoms, relapse episodes, safety profiles, other substance use, treatment 
adherence, and study retention.   
 
Discussions and Conclusions: We provide high-quality evidence that VNPs are more 
effective than NRT for achieving tobacco abstinence for people on OAT. Results add to the 



growing body of literature that VNPs provide an effectual and safe treatment for tobacco 
dependence in high-risk populations. Additional cost-consequence comparisons will provide 
evidence of future translatability.  
 
Implications for Practice or Policy: Results suggest that VNPs are an effective 
intervention for decreasing tobacco smoking in opiate treatment populations. They will assist 
the development of strategies to be implemented across the broader substance use 
treatment sector. 
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