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FDA’s revised draft guidance on “Listing of Ingredients in Tobacco Products”1 
discusses the application of the Family Smoking Prevention and Tobacco Control 
Act’s section 904 ingredient submission requirements to newly deemed tobacco 
products.  Tobacco product ingredient submissions are an essential component of 
FDA’s mandate under the Tobacco Control Act to protect the public health, reduce 
tobacco use and its harms, and inform consumers of the hazardous substances in 
tobacco products.  Since the first edition of this guidance was issued in November 
2009,2 the public health community has become aware of new information that is 
relevant to tobacco product ingredients that should inform ingredients listing 
requirements and be incorporated into the revised guidance as described below. 
 

1. FDA should require submission of information about tobacco product 
packaging along with other required information about additives, 
tobacco blends, flavorings, and other components and parts. 
 

All additives, components, and parts are “ingredients” that must be submitted under 
section 904(a), and therefore are required to be submitted in ingredients lists.  FDA 
defined “additive” in the draft guidance (page 4) to include "any substance the 
intended use of which results or may reasonably be expected to result in ... affecting 
the characteristic of any tobacco product (including any substances intended for use 
as... coloring or ... packaging...)" FDA defined (page 4) “component or part” for the 
purposes of this guidance as "any software or assembly of materials intended or 
reasonably expected: (1) to alter or affect the tobacco product's performance...or 
characteristics..."  Further, FDA acknowledged (page 8) that an ingredient may 
function as an agent that “affects perception” of the smoking experience. We now 
know that companies manipulate consumers’ perceptions of the taste, strength, and 
health effects of cigarettes by changing the color of cigarette packaging, so that even 
without making changes to the tobacco blends or flavorings, consumers perceive the 
taste and effect of cigarettes in certain packages differently (stronger, fuller 
flavored, lighter, less harmful) from cigarettes in other packs,3, 4 and consumers 
ascribe differences in risk based on packaging.5  
 
Package characteristics including design, colors and product descriptors provide 
information to consumers about product characteristics and health risks6-10 Brand 
“descriptors” such as certain words (e.g., smooth), colors (e.g., silver, gold), or 
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numbers (lower numbers) are used to denote flavor and taste. Brand descriptors on 
packages can infer “lower tar numbers” and promote sensory perceptions of ‘lighter’ 
smoke and impart relative health risk messages to both smokers and nonsmokers. 
Bansal-Travers et al. found5 that smokers of low-tar brands were more likely than 
smokers of full flavor cigarettes to rate the packs with lighter colors and misleading 
brand descriptors as lower in tar delivery and posing less risk to health, indicating 
that at least for some smokers, these package features influence purchasing choices.  
Adolescents ascribe different characteristics associated with Marlboro cigarette 
pack colors (e.g., smooth, low-tar) in line with industry definitions (McKelvey and 
Halpern-Felsher, in preparation). 
 
In light of this new evidence, FDA should require submission of information about 
packaging for new submissions and for any changes in packaging since previous 
submissions.   
 
Section 904(c) requires submission of information whenever any additive is 
changed.  Based on new scientific evidence about how packaging changes 
consumers’ perceptions of the products inside the packs, just as changes in tobacco 
blends and flavorings do, any changes in packaging for all tobacco products, 
including for newly deemed tobacco products, should require submission of 
ingredient information, including information about the packaging.  FDA incorrectly 
interprets section 904(a)(1) by suggesting that cigarettes sold in different packaging 
may be otherwise “identical” and therefore do not required a separate submission of 
ingredients.  The scientific evidence 3 on the impact of package changes does not 
support this interpretation.  Because any change in packaging has the potential 
to change consumers’ perceptions about the tobacco products inside the pack, 
FDA should require submission of information about these pack changes along 
with other ingredients submissions. 
 
 

2. FDA should require submission of detailed information about all 
ingredients, components, and parts associated with hookah and similar 
tobacco products, including the types and amounts of charcoal and the 
types and amounts of charcoal emissions, and the nature of the hookah 
tobacco including the types and amounts of fruit, molasses, and other 
hookah tobacco additives and flavorings and the types and amounts of 
hookah tobacco emissions. 

 
The combustion products of charcoal and hookah tobacco create toxic emissions 
that are hazardous to the health of hookah users and bystanders.11-13 Charcoal is 
produced by incomplete combustion of wood. As in incomplete combustion of other 
organic materials, polycyclic aromatic hydrocarbons (PAHs) are produced. It is well 
known that burning charcoal produces large amounts of CO. Burning charcoal also 
produces benzene,14 a carcinogen associated with increased incidence of leukemia. 
One study of hookah emissions showed that charcoal emissions were the primary 
source of CO and carcinogenic PAHs; 90% of CO and 75-92% of 4- and 5-ring PAHs 
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(the heavy molecular PAHs) originated from the charcoal.15 Hookah smoke contains 
high levels of toxic compounds, including tar, carbon monoxide,16-18 heavy metals, 
and carcinogens.  It is possible that different kinds of charcoal used in diverse 
hookah products generate toxic emissions of varying types and amounts.   Several 
studies have measured tobacco-related toxicants in hookah smoke, including 
polycyclic aromatic hydrocarbons (PAHs), volatile organic compounds (VOCs) such 
as formaldehyde, acetone, and acrolein, and carcinogenic tobacco-specific 
nitrosamines (TSNAs).19-21  Hookah smoking machine studies indicated that the 
amount of water pipe tobacco used in a single hookah smoking session produced 
100-fold more tar, 4-fold more nicotine, 11-fold more CO, and 2- to 5-fold more 
polycyclic aromatic hydrocarbons than did a single cigarette.20 

 

While the unburned fruit and molasses ingredients in hookah tobacco may be 
benign when eaten, when these ingredients are combusted the emissions are 
dangerous.  Moreover, hookah smokers may actually inhale more tobacco smoke 
than cigarette smokers do because of the large volume of smoke they inhale in one 
smoking session.22, 23 Many users, especially youth, believe that hookah use is less 
harmful than cigarette smoking.24 FDA should require submission of specific 
information about the hookah ingredients, including in particular the health 
impacts of the combustion products and emissions generated by the hookah 
charcoal and by the hookah tobacco ingredients, flavorings, and additives.  
Additionally, the industry should be required to provide detailed information 
about the hookah heating coil materials and construction, the battery and 
resulting wattage, and any and all other information related to the heating and 
combustion of hookah tobacco, as these materials can affect the nature and 
toxicity of the aerosol emitted.  This information is essential to protect the public 
health and to inform consumers and the scientific community.  

 
3. FDA should require submission of detailed information about the 

effects of flavors in increasing initiation and reducing cessation of 
tobacco products 

 
Significant scientific evidence shows that flavors in tobacco products, including 
newly deemed products such as cigars and electronic cigarettes, increases initiation 
of tobacco use, especially among youth, and decreases cessation. A 2013 study found 
that 18.5% of tobacco users report using flavored products, dual use of menthol and 
flavored product use was as high as 72% for chewing tobacco, and younger adults 
were more likely to use flavored tobacco products.25 A 2016 systematic review of 32 
individual studies concluded that nonmenthol flavored tobacco is more likely to be 
used by youth and young adults, is viewed more favorably than unflavored tobacco 
among adult and adolescent tobacco users, and is more appealing than unflavored 
tobacco to non-tobacco users.26 Another 2016 systematic review of 40 studies 
examining the impact of non-menthol flavors in tobacco products on tobacco use 
perceptions and behaviors among youth, young adults, and adults found that flavors 
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in most tobacco products appear to play a key role in how users and non-users, 
especially youth, perceive, initiate, progress, and continue using tobacco products.27 
Additionally, an FDA review concluded that menthol cigarettes likely pose a greater 
risk to the public than non-menthol cigarettes,28 noting greater use by younger, less 
experienced smokers, racial-ethnic minorities, and in low socio-economic status 
groups,29, 30 as well as evidence suggesting that menthol in cigarettes promotes 
smoking initiation, progression to established smoking, greater nicotine 
dependence, and reduced smoking cessation success.31, 32 Laboratory analysis of 
multiple non-cigarette tobacco products identified the same sweeteners33 and 
chemical flavorings34 found in popular candies, and levels in some tobacco products 
could exceed acceptable daily intakes.35 It is highly plausible that menthol, as well as 
nonmenthol flavors, found in non-cigarette tobacco products increase the risk 
similarly to menthol in cigarettes. 
 
There is evidence that flavors are a major driver of tobacco sales in the youth 
market, and that youth want strong and intense flavors in the products they 
consume. The 2012 Surgeon General report, Preventing Tobacco Use Among Youth 
and Young Adults,36 observed that the use of tobacco products such as cigars and 
smokeless tobacco that are available in flavors have increased among high school 
students. The cigars preferred most by adolescents and young adults are flavored 
(peach, grape, apple, and chocolate). Tobacco manufacturers have used menthol and 
cherry flavored smokeless products as part of a “graduation strategy” with low free 
nicotine content to encourage new users to start with particular products and 
progress to others with higher levels of free nicotine.36 With many of these flavored 
products available on the market, smokeless tobacco use has been increasing among 
adolescents.37 Oliver and colleagues found that mint flavored smokeless tobacco 
products play a role in the initiation and maintenance of smokeless tobacco use.38 A 
majority of first and current choice of smokeless tobacco products was flavored, and 
a significant number of those who initiated use with unflavored products eventually 
switched to flavored products, specifically mint or wintergreen, to sustain use.38 
With increased manufacture of flavored moist snuff by 72% between 2005 and 
2011, flavored moist snuff products contributed to 59.4% of the growth.39 Research 
on flavors has focused mostly on cigarettes40-43 and on cigars,44-47 and almost all 
examine prevalence and use patterns.48, 49  
 
Known inhalation toxicants such as cinnamaldehyde, diacetyl, and other aldehydes 
contained in flavor chemicals raise particular public health concern.   
 
FDA should require submission of detailed information about the chemical 
constituents of flavorings and flavor enhancers, including all industry research 
that investigates the behavioral and health impacts of flavors.  

 
4. FDA should use its authority under section 904(b) to demand 

information and any or all documents from manufacturers on their 
research activities and findings concerning: (a) the health, toxicological, 
behavioral, psychological, and addictive effects of tobacco products and 
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their ingredients, additives, components, and parts; (b) whether 
tobacco product ingredients are related to that product’s reduction or 
increase in risk to health; and (c) how these products are marketed and 
market research on how marketing practices affect consumers’ 
perceptions of the products’ harms or health impacts.  

 
FDA should require submission of industry studies demonstrating how tobacco 
product ingredients and additives such as ammonia and sugars affect smoke pH and 
potentially increase the addictive power of nicotine in tobacco products.51 FDA 
should require industry studies on how menthol52 and flavors promote initiation 
and reduce cessation, especially among youth.  Adolescents are more likely to 
initiate with flavored tobacco products, and in particular prefer fruit and dessert 
flavors (e.g., chocolate, cherry), as well as mint flavors.36-39, 50 FDA should require 
that manufacturers submit their market research studies on how particular 
marketing strategies attract youth and other targeted populations such as point-of-
sale ads and packaging using colors that mimic candy ads and packaging, internet 
ads, and social media platforms.  
 
Adolescents and young adults in particular have a difficult time understanding what 
addiction means, including lacking the understanding that addiction means that it 
will be difficult to quit and not recognizing how quickly and how little they need to 
smoke to become addicted.53, 54 Research shows that adolescents display optimism 
regarding their ability to quit smoking as well as skepticism over the seriousness of 
nicotine addiction. A longitudinal study in which adolescents were followed for 
three years found that they were optimistically biased, believing that their own risk 
of addiction is lower than risk of addiction of “comparable others.”55 Qualitative 
studies also show that while youth and young adults are aware of the risk of 
nicotine addiction, they display a great deal of uncertainty over what nicotine 
addiction actually entails. In particular, adolescents do not realize that "addiction" 
means it is very difficult to quit using these products, and that many of the 
“pleasures” of tobacco use, such as relaxation, are simply the results of self-
medication (with nicotine) to treat the symptoms of acute nicotine withdrawal.53, 54  
Adolescents often believe that all electronic cigarettes do not contain nicotine, and 
that they are not addictive.50 
 
Nitrosamines are carcinogenic, combustion products of burning sugars significantly 
affect smoke PH,51 and many flavorings contain aldehydes that may be toxic.56, 57 
Therefore, FDA should require the industry to submit detailed lists of nitrosamines, 
sugars, and aldehyde levels, as well as industry studies about the potential toxicity 
and/or carcinogenicity of nitrosamines, sugar combustion products, and aldehyde 
levels.  Additionally, FDA should require submission of lists and industry studies of 
any other harmful or potentially harmful constituents in all tobacco products, 
including newly deemed products.   
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5. FDA must make submitted listings of ingredients easily accessible to 
and in a format that is understandable by the lay public and scientific 
community 

 
To meet its obligation under the Family Smoking Prevention and Tobacco Control 
Act (FSPTCA) to inform the public about the hazards and health impacts of tobacco 
use and in particular the harmful and potentially harmful constituents, FDA should 
publish all the ingredients information that is submitted pursuant to FSPTCA section 
904(a), as well as any additional data or research that companies provide in 
response to separate FDA requests pursuant to FSPTCA section 904(b).  The revised 
draft guidance fails to address this critical mandate.  FDA should require, not 
merely “strongly encourage” (page 13), that all ingredient information is 
submitted electronically so it can easily and immediately be made available to 
the public.   
 
Currently, it is virtually impossible for even public health researchers, let alone the 
lay public, to access this critically important information, and they must often rely 
on FOIA requests that are time-consuming and expensive for all parties.  It is 
essential that manufacturers submit this information in a manner that is consistent 
and “useful to the public and not misleading to laypersons.” (page 12).  FDA should 
revise its draft guidance to explicitly describe how it will make the submitted 
information available to the public.  
 

6. While FDA must maintain the confidentiality of “nonpublic trade secret 
or confidential commercial information,” neither the FD&C Act, the 
Trade Secrets Act, nor the Freedom of Information Act requires FDA to 
conceal from the public information that is neither a trade secret nor 
confidential commercial information 

 
A peer-reviewed study 58 based on previously secret tobacco industry documents 
shows that major tobacco companies routinely reverse-engineer their competitors’ 
tobacco products.  This study analyzed 100 examples of seven major tobacco 
companies’ reverse engineering reports of their competitors’ brands and found that 
these reverse engineering reports contain detailed data for as many as 142 different 
measurements, including physical parameters of the cigarettes, tobacco types, 
humectants, additives, flavorings, and smoke constituents of competitors’ cigarettes. 
58  (These reverse engineering reports are publicly available at 
https://www.industrydocumentslibrary.ucsf.edu/tobacco/.)  This information, 
including ingredient changes over time and company decisions regarding 
ingredients, has been distributed to employees and top managers both domestically 
and internationally.  Therefore, this information is neither secret nor commercially 
valuable, and thus does not meet the legal definition of a “trade secret” entitled to 
trade secret protection.  Rather, this information is only being kept secret from the 
scientific community and from lay people who use the tobacco products.  FDA 
should not uncritically accept trade secret claims connected with ingredients 
information submitted by tobacco companies and determine whether the 

https://www.industrydocumentslibrary.ucsf.edu/tobacco/
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information should indeed be considered “trade secrets” entitled to protection. The 
burden is on the tobacco companies to demonstrate that specific pieces of 
information are entitled to trade secret protection. 
 
In the case of tobacco products that contain proprietary blends and formulas that 
may be considered and proven to be trade secrets, FDA can and should still make 
publicly available the identity of the product ingredients without revealing the 
blends or formulas, thereby protecting the trade secrets as required by law.  For 
example, the formula for Coca-Cola is recognized to be confidential and a strictly 
protected trade secret; nevertheless, cans of Coke contain an ingredients and 
nutrition facts label that includes a list of the product ingredients (carbonated water, 
high fructose corn syrup, caramel color, phospohoric acid, natural flavors, caffeine) 
as well as the amounts of total fat, sodium, total carbohydrates, sugars, protein, and 
calories, and this information is easily found online.  Similarly, FDA should make all 
tobacco product information submitted by the companies available to the public 
online, and should consider requiring descriptive information about ingredients on 
packages or on package inserts or onserts.  
 

7. FDA’s compliance policy for ingredient list submissions is reasonable 
 
FDA’s compliance policy for when lists of ingredients for newly deemed tobacco 
products must be submitted (February 8, 2017 for products that were first 
introduced into interstate commerce before August 8, 2016, August 8, 2017 for 
small-scale manufacturers; for products first marketed after August 8, 2016, at least 
90 days before the product is introduced into interstate commerce) is reasonable 
because it gives manufacturers sufficient time to collect and submit the required 
information.  To protect the public health, FDA should enforce section 904 if these 
requirements are not met by the specified dates. 
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