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SRNT is the leading association focused on nicotine and tobacco research, with over 1100 members in over 40 countries.  It aims to stimulate the generation of new knowledge concerning nicotine in all its manifestations - from molecular to societal. Most of the scientific evidence on the effects of Nicotine Replacement Therapy (NRT) has been produced by SRNT members. 
SRNT have been leading an effort for more than two years to call attention to the need for a more flexible regulatory approach by the Food and Drug Administration on the treatment of tobacco dependence. A grant from the Robert Wood Johnson Foundation to SRNT supported a “white paper” review of access barriers to pharmacological treatments by Dr. Jonathan Foulds and 10 experts,1 which formed the evidence base for a Citizens Petition from SRNT and ATTUD to FDA.2
The most relevant conclusions from that review paper were as follows:
1. The serious health effects of failing to quit smoking, and the high probability of that outcome in untreated smokers, should be given due weight when considering approval, labeling and/or indications of medicines for tobacco dependence treatment.

2. Labeling on medicines for smoking cessation should be designed to provide accurate information on the safety/risks of the medicine relative to continued smoking.

3. Changes in labeling and indications that allow more flexible use of NRT as the source for nicotine in the place of smoking should be implemented.


The most relevant recommendations in the SRNT/ATTUD Citizens Petition to FDA were:
1. NRT users should not be discouraged from using the product beyond  the recommended 10-12 weeks. Research supports that use well beyond 12 weeks is safe and may be more effective for some individuals.

2. The magnitude of the risk of continued smoking should be considered at all phases of review of NRT products.

3. NRT may be used safely and effectively beyond the recommended 8-12 week cycle: Package labeling should reflect this safe and effective use of NRT.

What have authoritative reviews concluded?
· 2008 Public Health Service Clinical Practice Guideline (Fiore et al, 2008)3 stated:
“…results of the inclusive meta-analysis indicated that long term patch and gum are effective. Evidence indicates that long term use of gum may be more effective than a shorter course of gum therapy….continued use of such medication clearly is preferable to a return to smoking with respect to health consequences” (p126).
· Agboola et al (2010)4 meta-analysis:
 “   Use of NRT….appears to be effective in preventing relapse following an initial period of abstinence”
(based on pooling of studies randomizing to NRT or placebo for long term maintenance).

What is the expert clinician consensus as to best advice for patients?
· Kozlowski et al (2007)5 Statement for consumers on the most effective way to use OTC NRT:
 “Stop using NRT only when you are very sure you can stay off cigarettes…..If NRT is helping you not smoke, we suggest you do not even think about cutting down on it unless (a) you believe you have a side-effect from NRT or (b) you have 14 days in a row with no cravings or withdrawal or near slips back to smoking.”

What have more recent studies since these reviews found? 
· Steinberg et al (2009)6 :
“Flexibly dosed triple-combination pharmacotherapy for up to 6 months was more effective than standard-duration nicotine patch therapy for outpatient smokers with medical illnesses.”
 Schnoll et al (2010)7:
·  “Transdermal nicotine for 24 weeks increased biochemically confirmed point-prevalence abstinence and continuous abstinence at week 24, reduced the risk for smoking lapses, and increased the likelihood of recovery to abstinence after a lapse compared with 8 weeks of transdermal nicotine therapy. “
· But not all studies find a benefit of access to longer term NRT (e.g. Hall et al, 2009 in older smokers)8.

What are we recommending?
· Do ALL smokers NEED NRT?        No, not all smokers NEED to use NRT, but more could benefit than currently do. 
· Should ALL smokers be advised to use NRT for at least 6 months?
No, smokers using NRT should be told that they should use it until they     
feel very confident they will not relapse to smoking, even if that takes well 
over 12 weeks 
· In light of the current scientific evidence, is the current labeling on NRT adequate to maximize the public health impact of NRT while protecting consumers?:  
No, the current labeling tells smokers not to do things that have been          
shown to help them quit and stay quit  (e.g. combining NRT, longer   
duration of use). 

Conclusion:
1. NRT may be used safely and effectively beyond the recommended 8-12 week cycle. Package labeling should reflect this safe and effective use of NRT.
2. When making regulatory decisions on NRT, FDA should give due weight to the serious health effects of failing to quit smoking (i.e. 50% chance of premature death), and the high probability of that outcome in smokers not receiving optimal treatment.
 
 

Disclosure
SRNT does not accept as members individuals employed by the tobacco industry, but many of the SRNT members, including Dr Foulds, have acted as consultants to pharmaceutical companies with an interest in nicotine replacement therapy, and SRNT accepts sponsorship of some educational events and meetings by pharmaceutical companies.
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