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September 15, 2008

Secretary Michael Leavitt

Department of Health and Human Services

200 Independence Ave., SW

Washington, DC 20201

Dr. Andrew C. von Eschenbach

c/o Division of Dockets Management

Food and Drug Administration

Department of Health and Human Services

5630 Fishers Lane, Room 1061

Rockville, Maryland 20852

Re: Docket number FDA-2008-P0116

Dear Secretary Leavitt and Commissioner von Eshenbach:

On behalf of the American Legacy Foundation (“Legacy”), I am writing in support of the petition submitted on January 22, 2008 by Richard F. Daines, MD, Commissioner of the New York State Department of Health (NYSDOH), requesting that the Food and Drug Administration make over-the-counter (OTC) nicotine replacement therapy (NRT), including nicotine gum, nicotine patches or nicotine lozenges, more widely available and accessible.    NRT needs to be made more widely accessible to smokers in order to increase their use of these products, increase their quit attempts and, eventually, increase their success at quitting.  Allowing more widespread sale of OTC NRT would provide smokers with easier and less costly access to important therapies. 
Legacy is a national, independent public health foundation created in 1999 out of the landmark Master Settlement Agreement  between the tobacco industry, 46 state governments and five U.S. territories.  Legacy is dedicated to helping young people reject tobacco, and providing access to tobacco prevention and cessation services for smokers who want to quit.  Our core programs include:

· truth® - A national youth smoking prevention campaign that has been cited as contributing to significant declines in youth smoking. 
· EX® - A new innovative smoking cessation public education campaign that is designed to identify with smokers and change their approach to quitting.  The program also offers smokers an interactive Web site, www.BecomeAnEX.org or www.ConvierteTeEnUnEX.com which features action-oriented tools and information to help smokers prepare for quitting.
· Outreach – Tobacco prevention and cessation in communities disproportionately affected by the toll of tobacco, including low-income Americans, the less educated, and racial, ethnic and cultural minorities.

Legacy supports the four-pronged approach outlined in the NYSDOH petition regarding the sale of OTC NRT: 

1)
to allow the OTC sale of NRT in all retail locations where cigarettes and other tobacco products are sold, including convenience stores, gas stations, tobacco specialty stores, grocery stores and other retail businesses that sell tobacco.  Currently, sales of OTC NRT are limited to drugstores, mass merchandisers and supermarkets where other OTC drugs are sold.    By allowing all retail outlets that sell tobacco products to additionally sell NRT to their customers, the accessibility of these products by the target audience, namely smokers, will obviously be increased.  
2) 
to allow OTC NRT to be packaged in units of a size that can be competitively priced with cigarettes and/or in units containing an amount of NRT product that would typically be consumed during a 24-hour period.  Currently smokers only have the option of purchasing a one to two weeks’ supply of NRT.  A one week supply of the patch, for example, costs between approximately $20 (generic) and $30 (premium)
.   These high costs create a financial barrier to smokers of lower socioeconomic status.  While these costs may be similar to what smokers’ spend on cigarettes in a given week, the motivation to purchase cigarettes is strongly influenced by addiction and the reinforcing pleasurable effects of smoking.
  Research has shown that reductions in the price of NRT products leads to substantial increases in the per-capita sales of NRT products.
  Every effort possible should be made to eliminate modifiable barriers to NRT use.    
3) 
to allow OTC NRT to be advantageously positioned relative to cigarettes and tobacco products in retail outlets in order to promote the sale of OTC NRT. 
4) 
to modify labeling requirements to fully disclose to smokers that a) OTC NRT is safe for use by smokers and safer than continued cigarette use; b) OTC NRT is appropriate for use in situations of temporary abstinence from cigarettes in order to moderate symptoms of nicotine withdrawal associated with periods of smoking restriction; c) grave risks are not associated with the use of OTC NRT for those who do not completely abstain from tobacco use; and,  4) use of OTC NRT for situations of temporary smoking restriction in order to moderate  withdrawal, as a substitute for smoking, and concomitantly with cigarette use in order to reduce consumption (and eventually quit) is safe and needed  to advance public health.  Studies have found that the public and health professionals have unfounded concerns and misperceptions regarding NRT products which likely influence the use and effectiveness of these products.1, 
 
 These studies support the need for strong efforts to correct some of these widespread misunderstandings.  
Legacy believes that there will be a substantial positive impact on the public's health of increasing the availability of OTC NRT by expanding the types of retail outlets that may offer OTC NRT for sale, permitting a "daily" package size, and modify labeling requirements to accurately address smokers' misperceptions about the relative risks and benefits of OTC NRT use.  We also believe that failure to approve the NYSDOH petition will continue the status quo, resulting in many avoidable deaths from tobacco-attributable diseases.  
We ask you to approve of the NYSDOH petition.

Sincerely, 

Stephenie Foster
Senior Vice President, Government Affairs
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