
Following are suggested regulatory policies for the FDA to significantly reduce cigarette 
consumption, tobacco diseases, disabilities and deaths. 

Truthfully inform smokers and the public that smokefree tobacco 
products are far less hazardous alternatives to cigarettes.

While cigarettes and smokefree tobacco products are similarly addictive (i.e. creating 
daily dependence), published epidemiology research finds that daily cigarette smoking 
imposes about 100 times greater mortality risks than does daily use of smokefree tobacco 
products.  On a continuum of tobacco mortality risk from 1 to 100 (whereby nicotine 
replacement therapy (NRT) products are 1 and cigarettes are 100), smokefree tobacco 
products are between 1 and 2.  By switching to smokefree tobacco products, cigarette 
smokers can reduce their health risks nearly as much as by quitting all tobacco/nicotine. 
Tobacco harm reduction: an alternative cessation strategy for inveterate smokers, Brad Rodu and William 
T Godshall, Harm Reduction Journal 2006, 3:37doi:10.1186/1477-7517-3-37.
http://www.harmreductionjournal.com/content/3/1/37  
Harm reduction in nicotine addiction; Helping people who can't quit, Royal College of Physicians, 2007.
http://www.rcplondon.ac.uk/pubs/contents/e226ee0c-ccef-4dba-b62f-86f046371dfb.pdf

Millions of smokers have already switched to smokefree tobacco products

Switching from cigarettes to smokefree tobacco products has been occurring in the U.S. 
and in Sweden for many decades, and isn’t an unproven theory (as some harm reduction 
denialists claim).  

The 1986 nationwide Adult Use of Tobacco Survey (AUTS), conducted by the CDC 
Office on Smoking and Health, found that 7% (i.e., 1.67 million) of male ex-smokers 
indicated they had used smokefree tobacco products to help them quit smoking cigarettes, 
and 6.4% (i.e., 1.63 million) of males who currently smoked indicated using smokefree 
tobacco to help them quit smoking.  In comparison, just 1.7% of male ex-smokers (i.e., 
404,600) and 2.4% of males who currently smoked (i.e., 609,000) indicated using 
organized programs to help them quit smoking cigarettes. 
Smokeless Tobacco Use in the United States: The Adult Use of Tobacco Surveys, Novotny, Pierce, Fiore & 
Davis, NCI Monograph 8, 25-29, NIH, U.S. DHHS, 1989.

A 1984 Philip Morris market research survey of 489 adult male smokefree tobacco 
product users in Houston, Atlanta, and Florida (who were interviewed outside retail stores 
after purchasing SLT) found that 37% of smokefree tobacco users stated they were 
former cigarette smokers (including 22% of those under age 35 and 50% of those 35 
years or older).  The survey also found that, in response to the question, “Did you start 
using smokeless/chewing tobacco as a replacement for cigarettes, that is, when you 
stopped smoking cigarettes, or not?” 20% of smokefree tobacco users said YES 
(including 11% of those under age 35 and 27% of those 35 years or older).  These 
findings were consistent in the three different survey locations.  Interestingly, 62% of 



respondents who used both SLT and cigarettes reported that SLT was “more enjoyable” 
than cigarettes.
Smokeless Tobacco Study – Atlanta/Florida, Philip Morris USA Marketing Research Department Report, 
Miller K, http://tobaccodocuments.org/pm/2045600026-0045.html

The 1991 NHIS found that 33.3% (i.e., 1.75 million) of U.S. adult smokeless tobacco 
users reported being former cigarette smokers, and the 1998 NHIS found that 31.1% of 
SLT users reported being former cigarette smokers.  The 1998 NHIS found that 5.8% of 
daily snuff users reported quitting smoking cigarettes within the past year, that daily snuff 
users were 3.2 times more likely to report being former cigarette smokers than were 
never snuff users who had smoked, and that daily snuff users were 4.2 times more likely 
to have quit smoking in the past year than were never snuff users who had smoked.
Use of Smokeless Tobacco Among Adults – United States, 1991, Morbidity and Mortality Weekly Report, 
Vol 42, No 14, 263-266, April 16, 1993, CDC, U.S. DHHS. http://www.cdc.gov/mmwr/preview/mmwrhtml/
00020232.htm 
Tomar S, Snuff Use and Smoking in US Men: Implications for Harm Reduction, American Journal of 
Preventive Medicine, 2002, Vol. 23, No. 3, 143-149.

A study of 1226 male high school baseball players in California found that 33% of the 
184 current smokefree tobacco product users were former cigarette smokers.
Walsh MM, Ellison J, Hilton J, et al, Spit (smokeless) tobacco use by high school baseball athletes in 
California, Tobacco Control 2000;9(Suppl II):ii32-ii39 (Summer).  http://tc.bmjjournals.com/cgi/search?
andorexactfulltext=and&resourcetype=1&disp_type=&sortspec=relevance&author1=Walsh&fulltext=sm
okeless+tobacco&volume=9&firstpage=

The 1987 NHIS found that, among 23-to-34 year old U.S. males, those who had smoked 
cigarettes and then subsequently used snuff were 2.1 times more likely to have quit 
smoking than were cigarette-only users.
Most smokeless tobacco use is not a causal gateway to cigarettes: using order of product use to evaluate 
causation in a national US sample, Kozlowski L, O’Connor, Edwards BQ, Flaherty BP, Addiction, 2003, 
Vol. 98, 1077-1085. http://www.blackwell-synergy.com/links/doi/10.1046/j.1360-0443.2003.00460.x/abs

A study of 51 female and 59 male SLT users (in the Northwestern U.S.), in which 98% of 
females and 90% of males were either current or former cigarette smokers, found that 
52% of females and 59% of males responded affirmatively when asked whether they used 
SLT in place of cigarettes while quitting smoking.
A comparison of male and female smokeless tobacco use, Cohen-Smith D, Severson H, Nicotine & Tobacco 
Research, 1999, Vol. 1, 211-218.  

Another recent study found that 72% of an estimated 359,000 US smokers who switched 
to smokefree tobacco products on their last smoking cessation attempt successfully quit 
smoking. 
Switching to smokefree tobacco as a smoking cessation method: evidence from the 2000 National Health 
Interview Survey, Brad Rodu and Carl V Phillips, Harm Reduction Journal 2008, 5:18doi:
10.1186/1477-7517-5-18. http://www.harmreductionjournal.com/content/pdf/1477-7517-5-18.pdf

In Sweden, moist oral snuff is called snus.  Unlike moist oral snuff commonly used in the 
U.S., snus is pasteurized, not fermented, and stored in refrigerators from the time of 
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manufacture until sold at retail. Also in contrast to most smokefree tobacco products 
commonly sold in the U.S., snus and is spitfree, contains fewer nitrosamines, and has not 
been found to be associated with mouth cancer.
Effect of smokeless tobacco (snus) on public health in Sweden, Foulds J, Ramstrom L, Burke M, Fagerstom 
K, Tobacco Control, 2003, Vol 12, 349-359. http://tc.bmjjournals.com/cgi/content/full/12/4/349
Smokeless tobacco use and increased cardiovascular mortality among Swedish construction workers. 
Bolinder G, Alfredsson L, Englund A, et al., Am J Public Health 1994, Volume 84, 399-404.
Smoking tobacco, oral snuff and alcohol in the etiology of squamous cell carcinoma of the head and neck. 
A population based case-referent study in Sweden. Lewin F, Norell SE, Johansson H, et al, 1998, Cancer, 
Vol. 82, 1367-1375. 
Oral snuff, smoking habits and alcohol consumption in relation to oral cancer evaluated in a Swedish case-
control study, Schildt E-B, Eriksson M, Hardell L, Magnusson A, 1998, International Journal of Cancer, 
Vol. 77, 341-346.

When a large national sample of Swedish ex-smokers was asked about how they succeeded in 
quitting, 50% stated that they had stopped without help, 33% said they used snuff, and 17% said 
they had used some form of NRT.
Smokeless Tobacco and Cardiovascular Disease, Asplund, K, Progress in Cardiovascular Diseases, Vol. 45, 
No 5, (March/April) 2003, 383-394.

Another survey of more than 6,700 Swedes found that more than 25% of male cigarette 
smokers indicated they had switched to snus.  The survey also found that snus was more 
effective than NRT products as a smoking cessation aid.
Role of snus in initiation and cessation of tobacco smoking in Sweden, Ramström and Foulds Tob Control.
2006; 15: 210-214.  http://tobaccocontrol.bmj.com/cgi/content/full/15/3/210

Largely due to smokers switching to snus, the male cigarette smoking rate in Sweden 
dropped from 40% in 1976 to just 15% in 2002, while snus use among Swedish men 
increased from 10% to 23%. Due to this decline in smoking, male lung cancer rates in 
Sweden are the lowest in Europe, while Sweden’s oral cancer rate has fallen during the last 20 
years as snus use sharply increased.  
Effect of smokeless tobacco (snus) on public health in Sweden, Foulds J, Ramstrom L, Burke M, Fagerstom 
K, Tobacco Control, 2003, Vol 12, 349-359. http://tc.bmjjournals.com/cgi/content/full/12/4/349

An international panel of seven experts, using the Delphi approach, recently estimated 
that an additional 10% of cigarette smokers would quit over five years if all smokefree 
tobacco products in the U.S. were required to be low-nitrosamine products and if those 
products were accompanied by a warning label that stated: “This product is addictive and 
may increase your risk of disease.  This product is substantially less harmful than 
cigarettes, but abstaining from tobacco use altogether is the safest course of action.”
The potential impact of a low-nitrosamine smokeless tobacco product on cigarette smoking in the United 
States: Estimates of a panel of experts, Levy D, Mumford E, Cummings KM, et al. ,Addictive Behaviors, 
Nov. 2005.
http://www.ascribe.org/cgi-in/behold.pl?ascribeid=20051114.171444&time=07%2042%20PST&year=2005&public=1

Many tobacco manufacturers in the U.S. have recently began marketing snus products.  
Since there is no evidence that snus or other low nitrosamine smokefree tobacco products 
are associated with oral cancer, the FDA should eliminate the mandatory warning 
from snus and other low nitrosamine smokefree tobacco products stating “This 
product may cause mouth cancer.”  



Most smokers wrongly believe smokefree tobacco is as hazardous as cigarettes

While smokefree tobacco products are far less hazardous alternatives to cigarettes, a 
recent survey of more than 13,000 cigarette smokers in the US, Canada, UK and 
Australia found that only 13% correctly believed that smokeless tobacco products are less 
hazardous than cigarettes.  
Smokers' beliefs about the relative safety of other tobacco products: Findings from the ITC Collaboration, 
Richard J. O'Connor; Ann McNeill;  Ron Borland; David Hammond; Bill King; Christian Boudreau; K. 
Michael Cummings, Nicotine & Tobacco Research, Volume 9, Issue 10 October 2007, pages 1033-1042.
http://www.informaworld.com/smpp/content~content=a783052257~db=all~order=page 

A 2000 survey of 36,012 young adults entering the U.S. Air Force found that 75% of 
males and 81% of females incorrectly believed that switching from cigarettes to 
smokefree tobacco products would not result in any risk reduction, while another 16% of 
males and 13% of females incorrectly believed that only a small risk reduction would 
occur.  Only 2% of males and 1% of females correctly thought that a large risk reduction 
would occur by switching from cigarettes to smokefree tobacco.
Modified Tobacco Use and Lifestyle Change in Risk-Reducing Beliefs About Smoking, Haddock CK, Lando 
H, Klesges RC, et al, American Journal of Preventive Medicine, 2004 Vol. 27, No. 1, 35-41.

Another survey found that 89% of college freshmen incorrectly believe that smokeless 
tobacco is just as or more harmful than cigarettes.
Harm perception of nicotine products in college freshmen, Smith SY, Curbow B, Stillman FA, Nicotine Tob 
Res. 2007 Sep;9(9):977-82.
http://www.informaworld.com/smpp/content~content=a781712955~db=all~tab=content~order=page

A survey of more than 2,000 adult U.S. smokers found that only 10.7% correctly agreed 
that smokefree tobacco products are less hazardous than cigarettes, while 82.9% 
incorrectly disagreed.
Smoker Awareness of and Beliefs About Supposedly Less-Harmful Tobacco Products, O’Conner RJ, Hyland 
A, Giovino G, et al, American Journal of Preventive Medicine, 2005, Vol. 29, No. 2, 85-90.

In yet another survey, when asked if they believed that chewing tobacco is just as likely 
to cause cancer as smoking cigarettes, 82% of U.S. smokers incorrectly agreed.
Informing Consumers about the Relative Health Risks of Different Nicotine Delivery Products, 
presentation by K. Michael Cummings at the National Conference on Tobacco or Health, New Orleans, 
LA, November 2001.   

Not only does the FDA (and other public health agencies) have an ethical duty to 
truthfully inform smokers that smokefree tobacco products are less hazardous alternatives 
to cigarettes, but smokers have a human right to be truthfully informed of that potentially 
life saving information.
Harm reduction, public health, and human rights: Smokers have a right to be informed of significant harm 
reduction options, Kozlowski L, Nicotine & Tobacco Research, S55-S60, 2002. http://ash.org.uk/html/
regulation/pdfs/hr_kozlowski.pdf



First Tell The Truth, A Dialogue on Human Rights, Deception, and the Use of Smokeless Tobacco as a 
Substitute for Cigarettes, Kozlowski L, Tob Control,12:34-36, 2003. http://tc.bmjjournals.com/cgi/search?
andorexactfulltext=and&resourcetype=1&disp_type=&sortspec=relevance&author1=&fulltext=&volume
=12&firstpage=34

Another reason the FDA should truthfully inform smokers and the public that smokefree tobacco 
products are far less hazardous alternatives to cigarettes is because the recently filed lawsuit 
claiming that certain provisions of the new FDA law violate the 1st amendment rights of tobacco 
companies could very well result in court rulings upholding the right of tobacco companies to 
truthfully state (especially in noncommercial speech) that smokefree tobacco products are less 
hazardous alternatives to cigarettes.  
Commonwealth Brands et al v U.S.A. et al
http://static.mgnetwork.com/rtd/pdfs/complaint.pdf
Tobacco Blow Back, Challenging the Marlboro/Congress marketing cartel.
The Wall Street Journal editorial, September 14, 2009
http://online.wsj.com/article/
SB10001424052970204731804574389011517906476.html?mod=googlenews_wsj
It's Not All Smoke. The Washington Post editorial, September 14, 2009
http://www.washingtonpost.com/wp-dyn/content/article/2009/09/12/
AR2009091202366.html

Therefore, the FDA should require an additional warning label on all cigarette 
packages to inform smokers that “Smokefree tobacco and nicotine products are less 
hazardous alternatives to cigarettes.” 

The FDA should eliminate the grossly misleading mandatory warning on all 
smokefree tobacco products stating “This product is not a safe alternative to 
cigarettes,” which Title II, Section 204 of the new FDA tobacco law requires to be made 
even larger.

The FDA also should publish consumer information materials revealing the 
comparable health risks of different tobacco/nicotine products.

Educate smokers and the public about light, ultralight, mild and low-
tar cigarettes.

The previously mentioned survey of 36,012 young adults entering the U.S. Air Force also 
found that an overwhelming majority of smokers (77%), ex-smokers (72%) and never 
smokers (73%) inaccurately believed that switching to a low-tar/nicotine cigarette would 
reduce health risks of smoking.  
Modified Tobacco Use and Lifestyle Change in Risk-Reducing Beliefs About Smoking, Haddock CK, Lando 
H, Klesges RC, et al, American Journal of Preventive Medicine, 2004 Vol. 27, No. 1, 35-41.

The same survey found that the overwhelming majority of males, females, nonsmokers, smokers 
and ex-smokers thought that switching from regular cigarettes to low-tar cigarettes conferred a 
greater risk reduction than switching from cigarettes to smokeless tobacco.  This finding is 
especially alarming considering that a majority of smokers have already switched to light or 
ultralight cigarettes in an attempt to reduce their health risks.



Another survey found that 35% and 40% of college freshmen incorrectly believe that 
light and ultra-light cigarettes (respectively) are less hazardous than other cigarettes.  
Harm perception of nicotine products in college freshmen, Smith SY, Curbow B, Stillman FA, Nicotine Tob 
Res. 2007 Sep;9(9):977-82.
http://www.informaworld.com/smpp/content~content=a781712955~db=all~tab=content~order=page

The FTC method for testing cigarette emission yields (aka the Cambridge Filter Method) 
is inaccurate and unreliable, as most smokers who switch to so-called low-tar, light or 
ultralight cigarettes simply change their smoke inhalation patterns in order to attain 
similar doses of nicotine, usually by inhaling the smoke longer and deeper, by inhaling 
more puffs or smoking more cigarettes, and/or by covering the vent holes near the 
cigarette filter.

Furthermore, a recent study by leading international experts (1) concluded that NO 
cigarette emission testing regime (including the FTC method) accurately measures human 
exposure, and that none should be relied upon for establishing government regulatory 
standards.
Revising the machine smoking regime for cigarette emissions: implications for tobacco control policy, 
Hammond D, Wiebel F, Kozlowski LT, et al, Tobacco Control 2007;16:8-14.
http://tobaccocontrol.bmj.com/cgi/content/abstract/16/1/8

As such, the FDA should establish different regulatory criteria for cigarette 
manufacturers to make “reduced exposure” claims about cigarettes (than for 
smokefree tobacco product manufacturers to make about smokefree tobacco 
products).

Also, the FDA should not propose cigarette emission standards, as doing so is unlikely 
to reduce the health risks of cigarettes, while misleading smokers and the public to 
believe that the FDA cigarette emission standards make cigarettes less hazardous.     

Although the FDA tobacco law requires the removal of terms Light, Ultralight, Mild and 
Low-Tar as cigarette descriptors, most smokers will continue to inaccurately believe that 
those brands are less hazardous than other cigarettes.  As such, the FDA should require 
a mandatory warning on all cigarette packages stating “There is no such thing as a 
safer cigarette, as all cigarettes are similarly hazardous.”   

Allow smokefree nicotine products to fairly compete against cigarettes  

The FDA should quickly approve NY State Health Commissioner Richard Daines’ 
petition (submitted in January, 2008) to (1) modify warning labels on nicotine 
replacement therapy (NRT) products (i.e. gums, lozenges, patches) to inform 
smokers that NRT products are far less hazardous than cigarettes (2) allow nicotine 
products to be sold in less expensive daily dose units: and (3) allow nicotine products 
to be sold in all stores that sell cigarettes.  



Requesting Expansion of Availability of Nicotine Replacement Therapy to Consumers who use Tobacco
http://www.regulations.gov/fdmspublic/component/main?main=DocketDetail&d=FDA-2008-P-0116

A recently published study found that only one-third of smokers and exsmokers surveyed 
correctly believed that NRT products were less hazardous than cigarettes. 
Perceived safety and efficacy of nicotine replacement therapies among US smokers and ex-smokers: 
relationship with use and compliance, Shiffman, Saul; Ferguson, Stuart; Rohay, Jeffrey; Gitchell, Joseph; 
Addiction, Volume 103, Number 8, August 2008, pp. 1371-1378(8), 
http://www.ingentaconnect.com/content/bsc/add/2008/00000103/00000008/art00019

Another survey found that 19%, 24% and 53% of college freshmen incorrectly believe 
that nicotine skin patches, gum and inhalers (respectively) are just as or more harmful 
than cigarettes.
Harm perception of nicotine products in college freshmen, Smith SY, Curbow B, Stillman FA, Nicotine Tob 
Res. 2007 Sep;9(9):977-82.
http://www.informaworld.com/smpp/content~content=a781712955~db=all~tab=content~order=page

A 2001 survey of more than 1,000 adult U.S. smokers found that 53% incorrectly 
believed nicotine causes cancer and 14% didn’t know, which may also help explain why 
many smokers overestimate the health risks of SLT products. 
Cummings KM, Hyland A, Giovino G, et al. Are smokers adequately informed about the health risks of 
smoking and medicinal nicotine? Nicotine & Tobacco Research, 2004.     

A similar problem exists in the U.K., where recent research found that 69% of smokers 
believe NRT products are as harmful as cigarettes.  Only 14% of those smokers planned 
to use NRT during their next quit attempt, while 38% of the smokers who indicated that 
NRT products are less harmful than cigarettes planned to use NRT.  
Nicotine Misconceptions in UK Smoking. Research undertaken by TNS. August 2004, Presented at the UK 
National Smoking Cessation Conference in June 2005. http://www.medicalnewstoday.com/
medicalnews.php?newsid=34940&nfid=rssfeeds
 
This lack of accurate information may not be easy to overcome, as research also has 
found that 22% of general practitioners in the U.K. worried that NRT products are as 
harmful as cigarettes, with over 40% confirming they believed these products may cause 
cardiovascular disease, stroke (40%), and lung cancer (25%).
Perceived safety of nicotine replacement products among general practitioners in the UK: impact on 
utilisation.  Presentation by David Halpin at the British Thoracic Society Winter meeting, 7-9 December 
2005. http://www.medicalnewstoday.com/medicalnews.php?newsid=34940&nfid=rssfeeds

Meanwhile, 60% of U.S. smokers surveyed believe that NRT products are too expensive. 
Cigarettes U.S. consumer intelligence, Mintel International Group Ltd., April, 2004.

A meta-analysis found that an average of just 7% of those using over-the-counter NRT 
products remained cigarette free after six months, a 93% relapse rate. 
A meta-analysis of the efficacy of over-the-counter nicotine replacement, Hughes JR, Shiffman S, Callas P, 
Zhang Z, Tobacco Control, 2003, Vol. 12, 21-27. http://tc.bmjjournals.com/cgi/content/full/12/1/21?
ijkey=5.ko5/Oz4yutl

Another recent meta-analysis also found that 7% of NRT remain cigarette free after six 
months, and that just 2% remain cigarette free after 20 months (a 98% relapse rate).  
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Effectiveness and safety of nicotine replacement therapy assisted reduction to stop smoking: systematic 
review and meta-analysis, David Moore, Paul Aveyard,  Martin Connock, Dechao Wang, Anne Fry-Smith, 
Pelham Barton, BMJ 2009;338:b1024
http://www.bmj.com/cgi/content/full/338/apr02_3/b1024

While supposedly double-blind clinical trials have found that NRT products double the 
chances of quitting when compared to using a placebo, skepticism has been raised about 
the accuracy and reliability of these studies, since it is likely that many participants who 
were assigned to placebos realized they were not getting nicotine. 
The blind spot in the nicotine replacement therapy literature: Assessment of the double-blind in clinical 
trials, Mooney M, White T, Hatsukami D, Addictive Behaviors, 2004 Vol. 29, 673-684. http://whyquit.com/
studies/NRT_Blinding_Failures.pdf
Precessation treatment with nicotine patch significantly increases abstinence rates relative to conventional 
treatment, Jed E. Rose, Joseph E. Herskovic, Frederique M. Behm and Eric C. Westman, Nicotine & 
Tobacco Research 2009 11(9):1067-1075; doi:10.1093/ntr/ntp103.
http://ntr.oxfordjournals.org/cgi/content/abstract/ntp103 

Skin patches appear to be ineffective smoking cessation aids for those who fail to quit 
smoking during their first use of NRT, as two published studies on the use of NRT skin 
patches to quit smoking after an initial failure with NRT found six-month smoking 
cessation rates of 0% and 1.4%, respectively.
Recycling with nicotine patches in smoking cessation. Tonnesen P, Norregaard J, Sawe U, Simonsen K, 
Addiction. 1993 Apr;88(4):533-9.
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?
cmd=Retrieve&db=pubmed&dopt=Abstract&list_uids=8485431&query_hl=2
Double blind trial of repeated treatment with transdermal nicotine for relapsed smokers. Gourlay SG, 
Forbes Q, Marriner T, et al. British Medical Journal, 1995, Vol. 311, No 7001 363-366.

Meanwhile, 42% of U.S. smokers surveyed agreed with the statement “there are currently 
no smoking cessation products that will truly help you quit”. 
Cigarettes U.S. consumer intelligence, Mintel International Group Ltd., April, 2004.

Another survey of 500 U.S. smokers found only 16% agreed that NRT helps people quit 
smoking. 
Attitudes toward nicotine replacement therapy in smokers and ex-smokers in the general public. Etter JF, 
Perneger TV, Clinical Pharmocol Therapy 2001 Volume 69, 175-83.

An estimated 36.6% of current nicotine gum users have consumed the product for longer 
than six months, indicating that long-term nicotine maintenance can occur with NRT 
gum. 
Persistent use of nicotine replacement therapy: analysis of actual purchase patterns in a population based 
sample, Shiffman S, Hughes JR, Pillitteri JL, Burton SL, Tobacco Control, Vol. 12, 310-316, 2003. http://
tc.bmjjournals.com/cgi/content/full/12/3/310

Although NRT products are not very effective as smoking cessation aids, they are 
effective as less hazardous temporary or long term alternatives to cigarettes.  The FDA 
should provide this information on all NRT product packages (as package warnings 
currently urge users to use NRT products for just 10-12 weeks).  

To encourage greater usage of NRT products, the United Kingdom recently liberalized its 
NRT regulations.  The new guidelines allow NRT use by patients with cardiovascular 
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disease, by confirmed smokers ages 12 to 17, by pregnant smokers, by those who 
concurrently use other NRT products, and by those who continue to smoke.  NRT can 
now also be prescribed for up to nine months if patients need it beyond the initial eight to 
twelve weeks. 
Nicotine Replacement Therapy, Guidance for Health Professionals on changes in the Licensing 
Arrangements for Nicotine Replacement Therapy, ASH, London, December 2005.
http://www.ash.org.uk/html/cessation/Smoking%20reduction/NRT051229.pdf

Electronic Cigarettes

The FDA should redefine and reclassify electronic cigarettes as tobacco products 
(instead of combination drug-delivery devices) and reasonably regulate them as 
such to allow current electronic cigarette users and 45 million cigarette smokers access to 
these less hazardous alternatives to cigarettes, to resolve ongoing litigation against the 
FDA by Smoking Everywhere and NJoy, to prohibit electronic cigarette sales to minors, 
and to establish reasonable manufacturing standards for the products.  

The FDA’s July 22rd press conference and related documents irresponsibly 
misrepresented much existing evidence about electronic cigarettes in an attempt to scare 
electronic cigarette users and the public alike, to encourage electronic cigarette users to 
switch back to far deadlier cigarettes, and to prevent millions of cigarette smokers from 
switching to these far less hazardous alternatives. http://www.fda.gov/NewsEvents/Newsroom/
PressAnnouncements/ucm173222.htm
http://www.fda.gov/ForConsumers/ConsumerUpdates/ucm173401.htm
http://www.fda.gov/NewsEvents/PublicHealthFocus/ucm173175.htm
http://www.fda.gov/downloads/NewsEvents/Newsroom/MediaTranscripts/UCM173405.pdf

The FDA failed to reveal that electronic cigarettes contain virtually none of the 5,000+ 
contaminants found in cigarette smoke, and failed to identify levels of carcinogens found 
in the agency’s laboratory test of 19 sample products. http://www.fda.gov/downloads/Drugs/
ScienceResearch/UCM173250.pdf

The FDA also intentionally ignored other laboratory tests (including some that I had 
previously sent to the agency) finding that electronic cigarettes had similar trace levels of 
carcinogens that are in FDA approved and heavily advertised NRT products.
http://www.starscientific.com/404/stepanov%20tsna%20in.pdf
http://www.healthnz.co.nz/RuyanCartridgeReport30-Oct-08.pdf
http://www.healthnz.co.nz/DublinEcigBenchtopHandout.pdf
http://www.healthnz.co.nz/ecig_effect-2.pdf 
http://www.ncbi.nlm.nih.gov/pubmed/2272559?
ordinalpos=14&itool=EntrezSystem2.PEntrez.Pubmed.Pubmed_ResultsPanel.Pubmed_DefaultReportPanel
.Pubmed_RVDocSum  

A subsequent laboratory test also found that electronic cigarettes pose very few if any 
health risks to users, and pose far fewer risks than cigarettes.
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http://www.njoythefreedom.com/contactcommerce/images/press_releases/Response%20to%20the%20FDA
%20Summary.pdf

The FDA also intentionally ignored testimonials by thousands of electronic cigarette 
users stating that the products had helped them quit smoking cigarettes.
http://www.thepetitionsite.com/1...ettes- available
http://www.ecigarettedirect.co.uk/research/comments.html
http://www.e-cigarette-forum.com/forum/

An invited guest (Jonathan Winickoff) at the FDA press conference accused (without 
providing any evidence) electronic cigarette companies of target marketing their products 
to youth.  In fact, no evidence exists indicating that any youth or nonsmoker has ever 
become a regular user of electronic cigarettes.  

I had previously delineated many of these points to the FDA in my May 1st letter to the 
agency at: http://www.ecigarettedirect.co.uk/campaign/smokefree-letter-to-fda.html 

Had the FDA truly desired to prevent electronic cigarettes to youth and ensure reasonable 
manufacturing and marketing standards for electronic cigarettes, the agency could/would 
have joined with me and other health advocates in urging Congress to amend the FDA 
tobacco legislation to define electronic cigarettes as a new category of tobacco product.  

Unfortunately, FDA officials irresponsibly chose to mislead the public (at the press 
conference) to believe that even trace levels of carcinogens pose significant health 
hazards, despite the fact that many foods, cosmetics, drugs and medical devices contain 
carcinogens (and that carcinogens are naturally occurring in the environment). 
Nitrosamines, JA Cotruvo, RJ Bull, J Crook, M WhittakerWateReuse Foundation 06-004, Nitrosamine 
DBPs in water (and food)
http://www.regulations.gov/ fdmsp...contentType=pdf
Estimates of nitrates, nitrites and nitrosamines in food items and alcoholic beverages by the National Birth 
Defects Prevention Study calculated serving size
http://www.pubmedcentral.nih.gov/articlerender.fcgi?artid=2669451&rendertype=table&id=T2
Nitrosamines in many food products and beer:
http://content.karger.com/ProdukteDB/produkte.asp?
Aktion=ShowPDF&ArtikelNr=225438&Ausgabe=245272&ProduktNr=223857&filename=225438.pdf
Development of a Food Database of Nitrosamines, Heterocyclic Amines, and Polycyclic Aromatic 
Hydrocarbons
http://jn.nutrition.org/cgi/content/full/134/8/2011
Nitrosamines in cosmetics
http://www.safecosmetics.org/article.php?id=293
Presence and release of nitrosamines from children’s balloons
http://ec.europa.eu/health/ph_risk/committees/04_sccp/docs/sccp_q_148.pdf

The FDA Press Release http://www.fda.gov/NewsEvents/Ne...s/ ucm173222.htm also stated "The 
U.S. Food and Drug Administration today announced that a laboratory analysis of 
electronic cigarette samples has found that they contain carcinogens and toxic chemicals 
such as diethylene glycol, an ingredient used in ANTIFREEZE."  But according to 
wikipedia, diethylene glycol http://en.wikipedia.org/wiki/Diethylene_glycol is not in antifreeze, 
but rather it is ethylene glycol http://en.wikipedia.org/wiki/Ethylene_glycol 
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Altria also has reported that diethylene glycol comprises up to .3% of a cigarette's total 
weight.
http://www.philipmorrisusa.com/en/cms/Products/Cigarettes/Ingredients/Non_Tobacco_Ingredients/
default.aspx?src=top_nav
 
The FDA has an ethical duty to correct and clarify the misinformation and scare 
mongering it presented about electronic cigarettes to the news media, and the agency 
should redefine and reasonably regulate electronic cigarettes as tobacco products.  

Limits and concerns about FDA regulations to reduce youth tobacco use

It is critically important to note that (due largely to smokefree workplace laws, the 1998 
Master Settlement Agreement, and tobacco tax increases) daily and past month use of 
cigarettes has declined significantly among youth.  Since 1996, daily cigarette smoking 
has declined by 71% among 8th  graders, by 68% among 10th graders, and by 49% among 
12th  graders.  Similarly, smoking during the past month has declined by 68% among 8th 
graders, by 60% among 10th graders, and by 40% among 12th graders. 
Trends in Prevalence of Use of Cigarettes in Grades 8, 10 and 12, Monitoring the Future, 2008
http://www.monitoringthefuture.org/data/08data/pr08cig1.pdf 

Meanwhile, daily and past month use of smokeless tobacco by youth also has declined 
significantly during the past decade.
Trends in Prevalence of Use of Smokeless Tobacco in Grades 8, 10 and 12, Monitoring the Future, 2008 
http://www.monitoringthefuture.org/data/08data/pr08cig4.pdf

Since Section 906(d)(3)(A)(ii) of the FDA tobacco laws prohibits the FDA from banning 
tobacco sales and marketing to 18 year olds (the vast majority of whom are 12th grade 
high school students), it is doubtful that any amount or type of FDA tobacco regulation 
can substantially reduce tobacco use among 12th graders (or underclass peers/siblings 
who obtain cigarettes from 18 year olds). 

Since the new FDA tobacco law prohibits the FDA from banning tobacco sales at any 
category of retailers, and prohibits the FDA from establishing tobacco retailer fees, it is 
unlikely that any FDA regulation could substantially reduce the approximately 500,000 
tobacco retailers nationwide.

Since the US Supreme Court has ruled that tobacco companies have a 1st amendment 
right to advertise their products to adult customers within 1,000 feet of schools, parks and 
playgrounds (even if youth are influenced by the ads), it is unlikely that additional FDA 
regulations to reduce tobacco advertising that may appeal to youth. 
Lorilllard v Reilly, SCOTUS, 2001 http://www.megalaw.com/fed/opinions/00-596.pdf
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Thus, it is imperative that the public not be misled to believe that the FDA (or FDA 
tobacco regulations) has or can significantly reduce youth tobacco use.  This is important 
because many advocates of the FDA tobacco legislation have misleadingly claimed that 
reducing youth tobacco use was/is/should be the primary purpose of the law, and because 
FDA and other federal government officials have made similar claims in recent months.

Just last week, FDA officials outrageously and irresponsibly misled the public to believe 
that the recently implemented ban on certain flavorings in cigarettes would protect youth 
from cigarette companies, and would reduce smoking among youth.  In fact, none of 
those so-called candy flavored cigarettes have been marketed by any cigarette company 
for several years (due to a settlement with State Attorneys General), while clove 
cigarettes accounted for just .2% of the cigarette market and are smoked by very few 
youth.

If the FDA continues to mislead the public to believe that the new law (or subsequent 
regulations) has reduced youth tobacco use, it will be far more difficult for public health 
advocates to advocate for local, state and other federal tobacco policy changes (e.g. 
cigarette tax hikes, increasing the minimum age for cigarette sales, tobacco retailer 
licensure laws) that can significantly reduce youth tobacco use.  

Instead of taking credit for the work of others to reduce cigarette consumption, the FDA 
should collaborate with public health advocates to further reduce cigarette consumption.

Menthol Cigarettes

The FDA should not ban menthol cigarettes, because doing so would create a huge 
black market for these cigarettes, especially in African American communities that 
already suffer disproportionately from violence, incarcerations and other problems caused 
by other drug prohibition laws.  In contrast to claims that menthol cigarettes are more 
addictive and more commonly smoked by youth (than non menthol cigarettes), the 
nationwide market share for menthol cigarettes fluctuated between 25% - 29% from 1973 
to 2005, while dropping to just 20% in 2006.  
Federal Trade Commission Cigarette Report For 2006, Table 7.
http://www.ftc.gov/os/2009/08/090812cigarettereport.pdf

Flavorings in other tobacco products
 
Sugars and other flavorings have been used the manufacture of cigars and smokefree 
tobacco products for hundreds of years, and there is no credible evidence that youth are 
more likely to begin using these products compared to other tobacco products.   But if the 



FDA proposes banning flavorings in other tobacco products, it should be consistent and 
also ban flavoring additives in NRT products (e.g. Commit cappuccino, cherry and mint).
http://www.commitlozenge.com/

Since 1990, Smokefree Pennsylvania has advocated policies to reduce tobacco smoke 
pollution indoors, increase cigarette taxes, reduce tobacco marketing to youth, preserve 
civil justice remedies for those injured by cigarettes, expand smoking cessation services, 
and inform smokers that smokefree tobacco/nicotine products are far less hazardous 
alternatives to cigarettes.

William T. Godshall, MPH
Executive Director 
Smokefree Pennsylvania
1926 Monongahela Avenue
Pittsburgh, PA 15218 
412-351-5880 
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