
 

1100 South Tryon Street | Suite 350 | Charlotte NC 28203 

 

Re: Docket No. FDA-2019-D-0661 (84 Fed. Reg. 9345, March 14, 2019) – Comments on 

“Modifications to Compliance Policy for Certain Deemed Tobacco Products; Draft 

Guidance for Industry” 

 

Dear Sir or Madam: 

 

Fontem US, Inc. (“Fontem”) respectfully submits these comments in response to the Food 

and Drug Administration’s (“FDA”) request for comments regarding its March 13, 2019 draft 

guidance entitled Modifications to Compliance Policy for Certain Deemed Tobacco Products 

(“Draft Guidance”).  Fontem appreciates the opportunity to provide these comments. 

 

Fontem is a leader in next generation nicotine products and markets blu™ (“blu”) 

electronic cigarettes.  Many but not all blu e-vapor products (“EVP”) contain nicotine, and may be 

considered Electronic Nicotine Delivery Systems (“ENDS”) as defined by FDA.1  Fontem is a 

member of the Imperial Brands PLC family.  Imperial Brands is a Financial Times Stock Exchange 

100 business headquartered in Bristol in the United Kingdom and the parent company of a number 

of international businesses in tobacco, logistics, and other fast-moving consumer goods sectors.  

Imperial Brands’ tobacco operations are among the largest in the world.   

 

Since 2015, Fontem has marketed its flavored e-vapor products to adult smokers in the 

United States and around the world in a responsible manner, making very clear that its vaping 

products are an adult-only category.  In all of its activities, from corporate positioning to its online 

sales channel, Fontem is clear and consistent that all EVPs are intended only for adult smokers.  

Fontem’s products are not intended for, and should not be used by, youth.  Fontem believes that it 

offers adult smokers a better alternative than combustible cigarettes and consistently sends this 

message, while at the same time working actively to prevent youth access to and usage of its 

products. 

 

Fontem agrees, without equivocation, that youth should not use EVPs or any other tobacco 

or nicotine-containing products, and supports reasonable, effective, data-driven regulation of the 

marketing and sale of all tobacco products to support that goal.  In addition to complying with all 

applicable legal and regulatory requirements, Fontem has established and implemented a four-part 

Youth Access Prevention Program, consisting of an integrated strategy of both internal and 

external goals designed to achieve ongoing, meaningful impacts on both stakeholders and adult 

consumers.  First, Fontem is strengthening its already robust and effective internal compliance 

program by adding additional layers of company oversight to ensure compliance with all federal, 

state, and local laws and regulations to avoid youth access, including, but not limited to, creating 

new high-level compliance and regulatory positions, appointing new compliance and product 

integrity officers, and engaging third-party monitoring to address potential youth access concerns 

immediately.  Second, Fontem is continuing to modernize its products and packaging to reflect its 

                                                 
1 While Fontem recognizes FDA’s definition of Electronic Nicotine Delivery System to include e-vapor products such 

as its blu products, Fontem applies the term “e-vapor product” and the acronym “EVP” to identify those products as 

they pertain to and are relevant to this comment and the data cited herein. 
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goal of zero tolerance regarding youth marketing and youth interest in and access to its products.  

Fontem markets its products responsibly and in ways designed to prevent them from being used 

by underage consumers, including state-of-the-art online age-verification mechanisms via its 

online sales platforms, clear product labeling, and branding that avoids any association with candy, 

toys, cartoons or other products popular with youth, as well as other critical safeguards.  Fontem 

does not use any product names, descriptors, packaging or labeling targeted to youth.  At the same 

time, Fontem makes clear that its products are a nicotine-containing liquid or product (where 

applicable), designed for adults.  Third, Fontem has set the highest standards and intends to be the 

market leader in responsible labeling, branding and marketing regarding EVPs and strongly 

believes all manufacturers should follow a similar course.  To this end, and discussed below, 

Fontem is continually evaluating and re-evaluating its youth access prevention efforts to ensure 

that Fontem is at the forefront of responsible business practices.  And fourth, Fontem is seeking 

partnerships with industry leaders in youth access, prevention, and education, including the 

Tobacco Merchants Association (“TMA”), National Association of Tobacco Outlets (“NATO”), 

National Association of Convenience Stores (“NACS”), “We Card,”  and others, to build a 

coalition of industry and public health stakeholders to establish a set of uniform standards with the 

common goal of ensuring youth prevention while migrating cigarette smokers to less hazardous 

alternatives.   

 

I. Executive Summary 

 

As discussed throughout this comment, in previous public submissions to FDA, and in 

direct communications with FDA, Fontem embraces FDA’s goal to migrate adult cigarette 

smokers to less hazardous nicotine products such as EVPs, and to clear a path for those who want 

to reduce and quit use of combustible tobacco products through reasonable regulatory policies and 

sound science, while simultaneously keeping nicotine-containing products out of the hands of 

youth.  As such, Fontem agrees with the following Draft Guidance proposals: 

 

 FDA should prioritize enforcement for lack of a marketing authorization to those products 

that are the most attractive to youth (e.g., “kid-appealing” marketing and flavor 

descriptors); 

 

 FDA should prioritize enforcement for lack of a marketing authorization to those products 

that are targeted to minors or likely to promote significant use of EVPs by minors; and 

 

 FDA should prioritize enforcement against retailers that sell nicotine containing products 

to kids.  FDA should develop strict regulatory measures and penalties to deal with such 

violators directly.   

 

Fontem’s comments are intended to provide FDA with additional scientific data and 

literature relevant to the Draft Guidance, as well as identify certain concerns regarding FDA’s 

approach to regulation.  First, Fontem provides FDA with its specific and detailed internal business 

and marketing practices to highlight Fontem’s commitment to preventing youth access to its 

products, including practices currently in effect, as well as proposed measures and technological 

innovation designed to proactively keep EVPs out of the hands of youth.  Fontem believes that 
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these practices are significant measures designed to thwart youth access to EVPs, reverse the 

statistical trends apparent in current data, and serve as a blueprint for effective overall industry 

youth-prevention policy.  

 

Second, FDA’s goal to migrate cigarette smokers to less hazardous nicotine products such 

as EVPs must recognize and take into account that flavors play a central and important role in 

achieving that goal.  Former cigarette smokers who have switched to vaping frequently cite flavors 

as an important feature that helped them make that critical transition to a less hazardous alternative.   

 

Third, Fontem again provides FDA with the results of an independent report Fontem 

commissioned in 2016, prepared by the Centre for Substance Use Research (“CSUR”), to research 

the patterns of cigarette smoking and e-cigarette use among 20,836 adult frequent e-cigarette users 

in the United States.2  Among the survey’s key findings are that: 1) e-cigarettes can be used to 

assist smokers in quitting combustible smoking completely; 2) e-cigarettes play little-to-no role in 

drawing non-smokers into smoking combustible cigarettes or drawing former smokers back into 

combustible cigarette use; 3) flavors are an important tool to help migrate adult smokers to e-

cigarettes; 4) e-cigarettes can reduce overall nicotine and combustible cigarette consumption; and 

5) adult frequent e-cigarette users perceive themselves as having low or no dependence on e-

cigarettes.  

 

Fourth, while flavors may contribute to the appeal and intention to use e-cigarettes, the data 

does not indicate they have significant effects in creating a new generation of nicotine users among 

“never smokers.”3  Notably, between 2010 and 2015, the period in which the Surgeon General 

points to rapidly increasing use of e-cigarettes among U.S. young adults, the prevalence of 

smoking reduced by 54% among 18-19 year-old males and by 64% among 18-19 year-old females.  

These reductions are three times and five times larger, respectively, than the reductions observed 

between 2005 and 2010, when e-cigarette use was essentially zero.4  These reductions in cigarette 

smoking continue to this day. 

 

Fifth, heavily restricting the sale of flavored EVPs on the Internet and effectively banning 

the sale of flavored EVPs in non-adult-only stores are drastic and unnecessary steps, especially in 

light of the availability of less restrictive means of accomplishing the goal of limiting the use of 

                                                 
2 Fontem previously submitted these findings in its July 19, 2018 response to FDA’s March 2018 ANPRM on the 

Regulation of Flavors in Tobacco Products; Russell, C., McKeganey, N., Dickson, T. and Nides, M. Changing patterns 

of first e-cigarette flavor used and current flavors used by 20,836 adult frequent e-cigarette users in the USA. 2017. 

Harm Reduction Journal, June 2018. https://harmreductionjournal.biomedcentral.com/articles/10.1186/s12954-018-

0238-6; Russell, C., McKeganey, N., Dickson, T. and Nides, M. Patterns of cigarette smoking and e-cigarette use 

among 20,676 adult frequent e-cigarette users in the United States. Unpublished, 2017. Centre for Substance Use 

Research: Glasgow, UK.; Fontem provided funding for this study.  Fontem Ventures had no input or control over the 

study design, implementation, data analysis, interpretation or reporting of findings.  The authors alone are responsible 

for the contents and production of this report. 
3 A “never-smoker” is defined as a “life-time never-smoker (<100 cigarettes smoked) who was not smoking at the 

point of his/her first use of an e-cigarette.”  Russell, C., McKeganey, N., Dickson, T. and Nides, M. Changing patterns 

of first e-cigarette flavor used and current flavors used by 20,836 adult frequent e-cigarette users in the USA. 2017. 

Harm Reduction Journal, June 2018.  

https://harmreductionjournal.biomedcentral.com/articles/10.1186/s12954-018-0238-6 
4 Centers for Disease Control and Prevention, Current Cigarette Smoking Among Adults Aged ≥18 Years—United 

States, 2005-2010, Sep. 2011, https://www.cdc.gov/mmwr/preview/mmwrhtml/mm6035a5.htm;  
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EVPs and other tobacco products by youth.  FDA should first consider the regulations currently in 

effect that exist to keep EVPs and other tobacco products out of the hands of minors and whether, 

for example, a potential solution lies in improved enforcement of laws that already exist.   

 

Finally, FDA must thoughtfully consider the possible significant countervailing effects of 

imposing significant, burdensome regulations, or de facto sweeping bans of flavored EVPs.  The 

evidence unequivocally supports, and FDA concedes in its March 15, 2018 draft paper entitled 

“Illicit Trade in Tobacco Products after Implementation of an FDA Product Standard,” that the 

result of imposing overly restrictive product standards would be a dramatically larger illicit 

tobacco products market than currently exists.5  As a result, there would be severe negative impacts 

contrary to FDA’s mandate, including, but not limited to, exposing EVP users to more harmful 

contraband products and increased youth access to illicit tobacco products and unregulated flavors.  

Moreover, the appropriate forum for the Agency’s review of these important considerations is 

notice and comment rulemaking pursuant to Sections 906 and 907 of the Family Smoking 

Prevention and Tobacco Control Act (“Tobacco Control Act”). 

 

II. Fontem’s Business Practices and Marketing Strategies are Designed to Appeal Only 

to Adult Smokers and EVP Users and to Facilitate Sales Only to Adult Smokers and 

EVP Users.   

 

Fontem’s blu brand was one of the first EVP brands launched in the United States and, 

today, Fontem strives to be a leading innovator in the category.  Fontem invests heavily in science 

and innovation and has a range of EVP next generation products (“NGPs”) in various stages of 

development, scientific assessment, and commercialization to meet the varying preferences of 

adult smokers and help them choose a better alternative, while reducing the likelihood of a return 

to combustible products.  Fontem believes ranges of flavors and nicotine strengths are important 

to facilitate combustible smokers switching, and its portfolio of adult-appealing products reflects 

this belief.  Optionality is integral to smokers transitioning to EVPs and, for this reason, we provide 

our adult consumers with a broad portfolio of flavors in multiple nicotine strengths (including non-

nicotine products). 

 

The blu brand has been available to adult smokers in the United States since 2009.  Fontem 

acquired the blu brand in 2015, and Fontem’s marketing has always emphasized that vaping 

products are only for adult smokers.  In all of its activities, from corporate positioning to its online 

sales channel, Fontem is clear and consistent that all EVPs are intended only for adult smokers.  

Fontem believes that it offers adult smokers a better alternative than combustible cigarettes and 

consistently broadcasts this message, while at the same time working actively to prevent youth 

access to and use of its products.  

 

Fontem takes its role as a market leader in the EVP category extremely seriously.  Fontem 

seeks to comply with all existing laws and regulations in the United States and is committed to 

working with FDA, as well as other regulators and industry and public health stakeholders, to 

address and prevent youth access to blu products and the wider EVP category.  Fontem believes 

                                                 
5 FDA, Illicit Trade in Tobacco Products after Implementation of an FDA Product Standard, March 15, 2018; 

https://www.fda.gov/downloads/TobaccoProducts/NewsEvents/UCM601047.pdf.  



5 

 

1100 South Tryon Street | Suite 350 | Charlotte NC 28203 

that FDA’s Draft Guidance is in some respects a positive step in the right direction toward 

addressing youth EVP use, and Fontem’s existing internal policies and initiatives should act as 

additional guidance to industry.  Fontem believes that actions like it is taking, as outlined below, 

should be taken industry-wide.  Furthermore, Fontem has always invested in the latest innovation 

– from having Hon Lik, the original inventor of the e-cigarette on our team to having one of the 

most sophisticated and innovative partners in the EVP space on our team: Nerudia, Ltd. Nerudia, 

a sister company to Fontem, is a preeminent innovation research center, developing world-leading, 

non-combustible nicotine products and technologies.  The strong partnership between Fontem and 

Nerudia places Fontem at the forefront of research and innovation in the EVP space and gives 

Fontem an opportunity to engage with regulators on all aspects of the category, including science, 

technology, product development, and marketing. 

 

a. Fontem’s Current Business Practices 

 

i. Marketing 

 

Fontem designs all sales and marketing in ways intended to appeal only to adult smokers.  

For example, all blu packaging is designed to be uniform.  Further, in addition to the labeling 

mandated by FDA, all blu packages prominently contain the statement “NOT FOR SALE TO 

MINORS.”  Fontem is unequivocal about the need for manufacturers to act responsibly with regard 

to product marketing.  Fontem does not use any names, descriptors, packaging or labeling intended 

to target youth.  At the same time, Fontem makes clear that its products are nicotine-containing (if 

applicable) products and/or liquids, designed for adults.  Fontem has set a high standard and 

intends to be the market leader in responsible labeling, branding and marketing of EVPs and 

believes all manufacturers should follow a similar course.  To this end, and as discussed below, 

Fontem is continually evaluating and re-evaluating its efforts in this area to ensure it is at the 

forefront of responsible business practices.  

 

Fontem has marketing standards tailored specifically to the sale and marketing of EVPs.  

These standards have been available to the public on Fontem’s website since they were adopted, 

and they continue to evolve.  These marketing standards are guided by the central principles that 

Fontem will direct its EVP advertising, marketing, and promotional materials and activities only 

to adult smokers; and that it will provide clear and accurate information about its EVPs and their 

relative risks (as permitted by law). These commitments demonstrate the importance Fontem 

places on marketing its EVPs only to adult smokers and vapers, and doing so in a responsible 

manner. 

 

Fontem has also increased the rigor of several policies in place to ensure that this 

commitment is honored in all of its advertising.  First, any person appearing in any blu advertising 

must be and appear to be at least twenty-five (25) years old and shall not over-glamourize blu 

products.  Second, blu products are only advertised in print advertisements where Fontem has 

satisfactory evidence that at least 75% of the readers are adults.  Third, for radio and television 

advertising, Fontem places advertisements only during those hours when the programing is 

directed to adults.  Fourth, Fontem does not include EVP advertising on video game consoles or 

in programs commissioned for, principally directed at, or likely to appeal particularly to, youth.  

Fifth, Fontem only places EVP advertising on internet/digital channels where it has satisfactory 
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evidence that 75% of the users are adults.  Sixth, Fontem appoints as spokespersons only 

individuals who appear to be and are at least 25 years old, and where at least 75% of their 

following/intended audience are adults.  Finally, Fontem conducts EVP sponsorship only where it 

has satisfactory evidence that all competitors, team members, and active participants are adults, 

and where such events or activities are directed to adults and where at least 75% of the intended 

audience are adults. 

 

ii. Sales 

 

Fontem’s EVPs are sold through three main distribution channels: traditional brick-and- 

mortar outlets (e.g., convenience stores, gas stations, etc.); vape shops; and e-commerce.  In each 

distribution channel, Fontem places a priority on ensuring that youth do not have access to its 

products. 

 

1. Traditional Brick-and-Mortar 

 

Fontem distributes its EVPs to traditional brick-and-mortar retail locations primarily 

through its sister company, ITG Brands, LLC (“ITGB”).  All brick-and-mortar retailers, or 

wholesalers intending to sell to brick-and-mortar retailers, who sell Fontem EVPs are required to 

sign a Merchandising Agreement with ITGB.  ITGB is a Supporting Member and is on the 

Manufacturer Advisory Council of the well-regarded We Card™ program.  All ITGB’s 

Merchandising Contracts for Fontem EVPs contain two provisions intended to ensure that no retail 

partner is selling to youth.  First, a retailer must “comply with all Local, State (including State Tax 

laws and Regulations), and Federal Laws relating to the sale of Fontem US, Inc. Products.”  

Second, a retailer must “Participate in the ‘We Card’ or other comparable age verification 

programs and maintain visible ‘We Card’ or other state required age verification signage.” 

 

Fontem is also evaluating and improving its wholesale contracts and retail merchandising 

agreements to ensure those retailers do not sell EVPs to youth.  Fontem monitors its retailers and 

takes action if it learns that a retailer has been reprimanded by FDA or other authorities for selling 

EVPs to youth.  Fontem uses a variety of tools, including requiring further education, withholding 

merchandising payments, and other more drastic measures to ensure that its retailers are not selling 

its products to youth.  Fontem has zero tolerance for retailers who have received a No Tobacco 

Sales Order (“NTSO”) from FDA and prohibits its wholesalers from selling blu products to such 

retailers while such NTSOs are in effect.   

 

2. Vape Shops 

 

In addition to offering blu products at traditional brick-and-mortar outlets, Fontem also 

supplies specialist brick-and-mortar vape shops with its products.  In these cases, Fontem contracts 

with specific wholesalers who partner with responsible vape shops to place the blu products in this 

channel.  Currently, the same wholesale contracts and merchandising agreements used for brick-

and-mortar stores signing with ITGB also are used for these entities, thereby requiring identical 

commitments to ensure that no retail partner is selling to youth.  Additionally, the same restrictions 

Fontem requires of traditional brick-and-mortar retailers are also required of vape shops.  Fontem 

does not tolerate retailers selling EVPs to youth. 
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3. Online 

 

a. blu website 

 

Fontem sells blu products through its own dedicated e-commerce site www.blu.com.  This 

website requires all entrants to certify they are twenty-one (21) or older to enter and states upon 

landing “At blu, we market responsibly to adult vapers, which is why we need to verify your age 

and location.”  Once through the age-gate screen, the website itself carries the FDA nicotine 

addiction warning, and states “This product may be hazardous to health and is intended for use by 

adult smokers.  Keep out of reach of children.  blu products with nicotine e-liquid are not suitable 

for use by: persons under the age of 21.”  

 

Fontem takes seriously its responsibility both as a manufacturer and as a retailer and 

intends to lead and be the industry benchmark in responsible practices in both areas.  As such, 

Fontem contracts with Veratad Technologies LLC (Veratad) to perform age verification on every 

sale made on Fontem’s e-commerce site.  Veratad is widely regarded as the most trusted third-

party age-verification provider for online sales.  Veratad uses its Age-Match system to compare a 

potential purchaser’s information against records of trusted data sources in order to verify the age 

of the purchaser.  If Veratad is unable to verify the age of the purchaser, it informs Fontem and 

Fontem will not proceed with any purchase where the age of the consumer cannot be verified 

against a valid government database, or a government-issued ID.  

 

Fontem also recognizes that there are bad actors in the marketplace who try to purchase bulk 

quantity of its products through e-commerce websites in order to re-sell in a manner contrary to 

Fontem’s internal policies that Fontem cannot track.  These transactions are frequently referred to 

as “strawman sales.”  Fontem is developing a strict 4-Stage standard to monitor site access and for 

any potential strawman purchases on its online platform.  The standard will track registered adult 

consumers’ monthly order frequency of pods from its online platform and flag potential strawman 

sales.  Fontem is currently evaluating different ways to identify such strawman sales.  For example, 

Fontem is evaluating triggers based on online sales over a certain dollar amount and/or unit 

purchases in excess of certain amounts of product during a given period (intending to reflect an 

individual’s expected use).6  When potential strawman sales are flagged, Fontem will place those 

consumers on a “Grey List,” requiring additional internal scrutiny prior to the fulfillment or 

cancellation of the sale.  Fontem believes that such protocols for potential strawman sales should 

be standardized across the EVP industry to ensure that EVPs purchased through online sales do 

not find their way to youth. 

 

b. Third party E-tailers 

 

Fontem also contracts directly with third party e-commerce websites (“e-tail partners” or 

“e-tailers”) to sell blu products on these sites.  Every e-tail partner is vetted to ensure it has 

                                                 
6  Fontem uses CRM81 equivalent to 450 puffs or 4.5mL volume of e-liquid consumed per day.  For blu devices, ~3 

pods per day/ 150 puffs per pod.  This is also the standard for the desk based Toxicological Risk Assessment and for 

setting LODs/LOQs for PMTA/HPHC purposes.  This standard (450 puffs/4.5mL) is an objective method of 

measurement upon which FDA could rely in support of regulations intended to prevent strawman sales across the 

industry.    
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appropriate age-verification programs in place.  Additionally, Fontem has an e-commerce manager 

who is managing these relationships to ensure Fontem’s high standards of compliance are 

maintained.  E-commerce sites also have the option to purchase blu products from a Fontem-vetted 

wholesaler. 

 

b. Fontem Will be Taking Additional Proactive Measures to Combat Youth Access to 

EVPs. 

 

Fontem has made clear in its corporate actions, public comments, and direct 

communications with FDA and other regulators, that any youth access to and usage of an EVP is 

unacceptable.  Consistent with that position, Fontem is committed to partnering with FDA and will 

be enacting several corporate changes to address and combat any and all youth access and usage 

of EVPs.  These efforts are detailed further below. 

 

i. Sales  

 

Fontem is undertaking several initiatives to expand upon its already stringent retail 

requirements at brick-and-mortar and online e-tailers who carry its products: 

 

Fontem has  raised the minimum age of purchase to 21 on its online e-commerce 

website, www.blu.com, regardless of the minimum age of purchase in the jurisdiction 

of the purchaser.  Fontem encourages FDA and its industry partners to similarly adopt 

this minimum age for online sales of EVPs. 

 

Fontem will contractually require all e-tailers with whom it partners to have appropriate 

age verification technology similar to the Veratad system used on its online platform. 

Fontem believes it is paramount that only age-verified consumers be able to purchase 

EVPs online. 

 

Fontem’s customer service is available to receive calls from the  public to  report any 

alleged sales of blu products to youth.  Fontem will then be able to investigate these 

complaints and work with FDA to ensure retailer compliance with minimum age of 

purchase laws.  Fontem thinks it critical that the public be able to easily report to 

Fontem directly any concerns regarding retailers violating the law and selling blu 

products to youth. 

 

Fontem commits to penalizing or discontinuing sales retailers with whom it has direct 

relationships and who have received civil monetary penalties from FDA for selling 

EVPs to minors.  Further, Fontem will encourage all wholesalers with whom it 

contracts to respond similarly.  Fontem wants to work with FDA to ensure that repeat 

violators know that failure to comply with minimum age of purchase laws will not be 

tolerated by Fontem.  Additionally, Fontem wants to help educate first time offenders 

on the importance of preventing youth access to ensure that they do not progress to the 

point of receiving civil monetary penalties from FDA. 
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ii. Youth Access Prevention Officer 

 

Fontem is committed to preventing youth marketing and access to EVPs and, accordingly, 

are creating a position within Fontem for a Youth Access Prevention Officer (“YAPO”) who will 

be charged to ensure Fontem is doing everything possible to monitor the market and its products 

in this regard.  This role will focus on addressing social media concerns, and ensuring that 

Fontem’s products and trademarks are only sold and used in authorized locations and 

advertisements.  The YAPO will be addressing many concerns, including but not limited to, any 

youth usage of blu products, third-party advertising that does not comply with regulatory 

requirements, and any third-party posts that depict or illegally promote youth usage of blu 

products. 

 

Further, the YAPO will monitor sites to ensure that blu products are not sold anywhere that 

is not a Fontem or ITGB approved retail channel.  The YAPO will set up a systematic monitoring, 

reporting and action plan related to any unauthorized sales of blu products.  The YAPO will 

coordinate with ITGB to ensure both retail and wholesale teams are reporting any unauthorized 

sales through improper channels.  And finally, the YAPO will keep current on new and emerging 

social media and act swiftly against any unauthorized blu advertising. 

 

Fontem looks forward to having the YAPO work with FDA to determine how FDA can 

help Fontem achieve its goals, such as the immediate removal of any videos posted on YouTube 

or similar websites by third parties with content that is not appropriate and depicts underage use 

of EVPs. 

 

iii. Flavors 

 

Data confirms that flavors are important to adult smokers.  Flavors maintain the relevance 

of vaping for adult smokers and increase the chance of successfully quitting; we believe it would 

be irresponsible, unethical, and dangerous to deny them to adult smokers.  As in all aspects of its 

business practices and marketing strategies, Fontem responsibly markets and sells its flavored 

EVPs with a critical eye toward adult use only. 

 

Fontem is responsible in its labeling and naming of products and has strict internal 

guidelines to ensure responsible practices.  One example of those internal guidelines is Fontem’s 

use of a packaging, labeling, and naming risk spectrum analysis for all of its flavored EVPs.  

Fontem’s Compliance Officer reviews and monitors all actions pertaining to packaging, labeling, 

and naming and ensures such conventions are in compliance with internal and FDA standards.  

Fontem is also in the process of reviewing its naming conventions with an eye toward whether 

they can be simplified so the naming descriptors provide the most factual communications of 

flavor content without superfluous adjectives or descriptions that could suggest unintended 

properties, or benefits, or could be attractive to youth.  Fontem believes that all companies should 

undergo a similar review of their product portfolios to avoid any flavors with potential undue youth 

appeal.   

 

Consistent with the foregoing, Fontem would be willing to work with FDA to create 

Guidance relating to EVP naming conventions, packaging, and labeling so that all companies are 
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on notice as to what descriptors, packaging, and labeling are inappropriate in light of youth usage 

concerns.  Products with inappropriate product packaging and names should never reach the 

market.  Comprehensive guidance on this issue could ensure that product packaging and names do 

not improperly appeal to youth.   

 

iv. Innovative Technology 

 

Fontem is committed to exploring new technologies to prevent youth usage of EVPs.  In 

collaboration with Nerudia, Fontem is piloting technology that focuses on two key areas of shared 

concern: 1) age verification—mandatory registration to use a device beyond a defined period, such 

as beyond the point of purchase (i.e., within 24 hours); and 2) device locks—“child” lock, 

proximity lock and permanent lock (e.g., lost or stolen devices).  Fontem is also seeking 

partnerships to increase the investment in retail ID scanning technology This technology will 

require purchasers of EVPs to pass an electronic ID control prior to any purchase, effectively 

blocking all youth access to these products in retail stores.   

 

Through its continued collaboration and cooperation with FDA, and the implementation of 

the above-referenced proactive measures, Fontem is confident that it is setting a positive example 

and leading the way in reducing youth EVP use.  Notwithstanding these efforts, however, Fontem 

and FDA recognize that the tangible effects of these policies may not be immediate and that 

representative data (i.e., 2019 NYTS) may fail to directly account for the positive impacts the 

policies and practices addressed in this comment might yield.7  Fontem pledges to stay the course 

and to continue to use its resources to build a foundation of effective youth prevention measures, 

which Fontem believes will become apparent and significant over time. 

 

v. Partners in Prevention 

 

Fontem is interested in partnering with industry leaders in youth access, prevention, and 

education, including the Tobacco Merchants Association (“TMA”), National Association of 

Tobacco Outlets (“NATO”), National Association of Convenience Stores (“NACS”), “We Card,”  

and others, to build a coalition of industry and public health stakeholders to establish a set of 

uniform standards with the common goal of ensuring youth access prevention while migrating 

cigarette smokers to less hazardous alternatives.  As discussed above, Fontem recognizes the need 

for industry-wide guidance and standards designed to establish sound youth access prevention 

practices across the sector and EVP categories, from marketing to flavor naming conventions to 

sales gateways to dedicated YAPOs.  Fontem believes such a coalition, with the active 

participation of industry and FDA, could yield significant improvements in the collective 

prevention of youth access to EVPs and other tobacco products.       

 

       

                                                 
7 Remarks by Scott Gottlieb, M.D., Commissioner of Food and Drugs, Jan. 18, 2019.  “Public Hearing on Eliminating 

Youth Use of Electronic Cigarette and other Tobacco Product Use: The Role for Drug Therapies.”  Available at: 

https://www.fda.gov/NewEvents/Speeches/ucm629620.htm. (“[E]ven if we’re successful at implementing our 

regulatory steps to address the access and appeal of these products to kids, those actions will take time to have their 

full effect.”) 
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III. Research and Evidence Show that Flavors in EVPs Help Smokers Quit Smoking and 

Do Not Drive Youth or Ex-Smokers Toward Combustible Cigarettes 

 

There is extensive evidence showing the benefits that accrue from the availability and 

variability of flavors in EVPs.  These data indicate that smoking reduction, smoking cessation and 

relapse prevention are beneficially affected by EVP flavors, resulting in potential public health 

benefits.  Concurrently, there is no evidence that flavors contribute to adverse effects in terms of 

substantially promoting e-cigarette use among never smokers, preventing smokers from quitting 

or reducing smoking, or causing former smokers to relapse into tobacco use. 

 

The interest in flavored tobacco product use by adolescents is largely driven by the 

questions of whether flavored EVPs encourage youth initiation, and whether flavored EVP usage 

is a “gateway” to combusted tobacco use.  Specifically, FDA has expressed great concern about 

flavored tobacco products, particularly EVPs, appealing to youth and leading to their potential use 

by underage consumers.  FDA has posited that flavors in EVPs and other tobacco products may 

lead some kids to use those products who otherwise would not use them.  FDA’s concern about 

EVPs in particular lies not just in the risk that young people could become addicted to nicotine, 

but that they may also move on to cigarette smoking and an increased risk of future smoking-

related disease.  It is of the upmost importance that the research relied on by FDA be properly 

designed to help FDA answer those questions.  The existing scientific literature that seeks to study 

flavored EVP use among youth and adults does not provide an adequate basis for FDA to 

promulgate its proposed regulations or guidance, heavily regulating flavors in EVPs or where those 

products can be sold.  There is currently no convincing evidence that youth who would not have 

smoked in the absence of e-cigarettes, initiate e-cigarette use and then transition to smoking 

because of flavors.   

 

There are a large number of flavored EVP products on the market, with a wide variety of 

different flavors available beyond “tobacco” and “menthol.”  Adults, including young adults, have 

a strong interest in different flavored EVPs, and just like consumers of alcohol and other beverages, 

and foods more generally, prefer interesting and different flavors.  Former smokers who have 

switched to vaping frequently cite the availability of different flavors as an important tool that 

helped them make that transition, and current data supports this conclusion.  PATH Wave 2 data 

showed that among adult dual consumers of cigarettes and EVPs who said that using EVPs helps 

people quit smoking combustible cigarettes, approximately 65% reported using “flavored” 

products.8  In addition to this and other data, FDA should also take into account the thousands of 

real-life comments and testimonials of former smokers who took the time to share their personal 

stories in response to the March 2018 Flavors ANPRM.9  In those comments, former smokers 

detail how important flavored EVPs were to not only their successful quitting of combustible 

cigarettes, but also are to their continued quit and prevention of relapse.  A few examples of those 

stories are particularly probative here: 

 

                                                 
8 Julia Cen Chen (2018) Flavored E-cigarette Use and Cigarette Smoking Reduction and Cessation—A Large National 

Study among Young Adult Smokers, Substance Use & Misuse, 53:12, 2017-2031, DOI: 

10.1080/10826084.2018.1455704.  
9 https://www.regulations.gov/docketBrowser?rpp=25&so=DESC&sb=commentDueDate&po=0&D=FDA-2017-N-

6565; over 23,000 public comments submitted.    
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 I am 46 years old and had smoked for around 30 years. I smoked anywhere from a 

pack to a pack and a half a day. Every attempt to quit would result in a relapse. I 

tried everything from the patches and gums to cold turkey. When I first tried an 

electronic cigarette (E-cig) it was a tobacco flavor one. The flavor was awful and 

deterred me from continuing its use. It was not until I found there were other flavors 

that I was able to quit. The day I received my E-cig starter kit with a [sic] apple 

cake flavor, I opened my last pack of normal cigarettes. In less than a week, the 

taste of smoking was so bad that I could not finish it. That was over 9 months ago 

and I still have the remainder of that pack of cigarettes on my desk as a reminder. 

As for me, the choice of flavors is important to me. It is these flavors that keep me 

away from smoking.10 
 

 I was a smoker for over 40 years, the last five I was trying to quit. Durning [sic] 

that time I was a dual user (Cigs and Vape). When I finnaly [sic] quit completely, 

it was sub-ohm vaping that did it for me. My first flavor was tobacco, and I used 

that for the first 4 months. Then I started to waver and was scared I would go back 

to smoking. I then went to my local vape shop and asked fellow vapors with more 

experience if they had this same feeling. They told me that they switched to 

different flavors (Fruits, Bakeries, Desserts etc.) to continue to keep them interested 

in vaping. It worked for me and now I'm in my third year of non-smoking and use 

many different flavors of e-liquid. It is this variety of flavors (Fruits, Bakeries, 

Desserts etc.) I believe that has kept me off of the stinkys [sic]. Tobacco flavor, in 

most cases, is simply not enough to keep a lot of vapors off of cigs.11 

 

FDA has cited research suggesting that underage consumers are also interested in flavored 

tobacco products and may be more likely to use flavored tobacco products than non-flavored or 

tobacco-flavored products.  However, when analyzing the appeal to youth of flavors in EVPs, it is 

important to consider reliable scientific data in the context of frequency of use and whether the use 

is sustained.  Although there is evidence showing that e-cigarette use among youth may have 

increased in recent years, this is mostly confined to experimentation (i.e., “ever use”), which FDA 

appears to generally bootstrap into an all-encompassing definition of “users” without qualification 

(i.e., a single puff in past 30-day period).  Additionally, it is important to consider the inherent 

limitations in the current data and research analyzing flavored EVP use among youth.  Whether 

flavored products cause youth to use EVPs requires scientifically valid and focused research.  For 

example, the consensus among researchers is that longitudinal studies, in which the same 

individuals are surveyed repeatedly over time, are the best tool available to answer this question 

because it allows potential causes to be correlated with outcomes.  However, most surveys into 

EVP use are cross-sectional in design, meaning that they do not follow up with the same 

individuals over time.  Using such studies to infer causation must be done with extreme caution.  

More and better studies must be done before final conclusions can be drawn about EVP use among 

youth. 

 

                                                 
10 https://www.regulations.gov/document?D=FDA-2017-N-6565-22561.  
11 https://www.regulations.gov/document?D=FDA-2017-N-6565-2046.  
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Additionally, in the Draft Guidance, FDA cites data from Wave 4 (2016-2017) of PATH, 

the most recent wave for which data are available to credentialed public health researchers.  

However, the version of these data that are made available to the general public (which do not 

allow one to perform longitudinal analyses) is not yet available.12   Furthermore FDA cites an 

“FDA Internal Analysis” as a source for its analysis of the Wave 4 data, but this analysis has not 

been made publicly available for scrutiny.13  Principles of administrative law require that these 

data be made publicly available; it is axiomatic that “[f]actual material that is used to support [an] 

agency’s position” must be made public and “exposed to refutation.”14 

 

This lack of transparency is made more troublesome by the fact that the results of the FDA Internal 

Analysis are inconsistent with other published data that they describe in the Draft Guidance.  For 

example, FDA reports that their internal analysis has found that “97.0 percent of current youth 

ENDS users age 12 to 17 reported that they had used a flavored ENDS product in the past month,” 

but in the very same paragraph FDA goes on to state that an analysis of NYTS data by Cullen et 

al. has found that “data from the 2018 NYTS showed that past 30-day use of any flavored e-

cigarette increased from 2017 among high school students who reported current e-cigarette use 

(60.9 percent to 67.8 percent, p<0.05).”15  In the space of three sentences, the prevalence of past 

30-day flavored EVP use was claimed to be 97.0% for 2016-2017 and 67.8% for 2018.  Either 

there has been a significant decrease in the use of flavors by youth from 2016 to 2018, or the FDA 

Internal Analysis has produced an estimate of current flavor use that are inconsistent with and 

contrary to those reported by Cullen et al. (note that three of the six authors of this publication, 

including Dr. Cullen, are researchers appointed to the FDA’s Center for Tobacco Products).  These 

inconsistencies raise concerns that can only be addressed by FDA providing the research being 

used as the basis to formulate its proposed policies, as required as a matter of administrative law.  

There is no valid purpose for FDA to have access to this data while the general public does not.  

 

IV. Research and Evidence Cited by FDA Show that Flavored EVPs are Very Popular 

Among Adult EVP Users. 

 

In the Draft Guidance, and consistent with other FDA statements, FDA describes research 

that demonstrates that youth prefer flavors such as fruit, candy, sweets, and dessert to more 

traditional flavors such as menthol and tobacco, but FDA does not point out that these same non-

traditional flavors are also very popular among adult EVP users, and often more popular than the 

traditional tobacco or menthol/mint flavors.  Historically, data indicates that many smokers who 

first try an e-cigarette start with tobacco or menthol flavor, and ultimately, most of those smokers 

                                                 
12 See https://www.icpsr.umich.edu/icpsrweb/NAHDAP/studies/36231/datadocumentation. 
13 See Draft Guidance at 9. 
14 Air Transp. Ass’n of Am. v. FAA, 169 F.3d 1, 7 (D.C. Cir. 1999) (“[F]actual material that is used to support the 

agency’s position on review must have been made public in the proceeding and exposed to refutation.”).  See also Am. 

Radio Relay League, Inc. v. FCC, 524 F.3d 227, 236-37 (D.C. Cir. 2008) (remanding for failure to engage in a 

“genuine interchange” with commenters); Chambers of Commerce of U.S. v. SEC, 443 F.3d 890, 902 (D.C. Cir. 2006) 

(finding APA violation where “extra-record materials suppl[ied] the basic assumptions used by the [agency] to 

establish the range of costs [of] complying with [a rule’s] conditions”). 
15 See id.; see also Cullen, K.A., B.K. Ambrose, A.S. Gentzke, et al., “Notes from the Field: Increase in e-cigarette 

use and any tobacco product use among middle and high school students – United States, 2011-2018,” Morbidity and 

Mortality Weekly Report, 67(45);1276-1277 (2018). 
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switch to other flavors, such as fruit or dessert flavors, as they transition from smoking to vaping.16  

According to Russell et al. (2018), data on which e-cigarette/e-liquid flavors were first purchased 

by people new to vaping indicated a steady decline over time in the popularity of e-cigarettes/e-

liquids flavored as “tobacco” or “menthol,” and an increasing popularity of flavors that were not 

associated with smoking.  While Fontem agrees with FDA that any youth use of EVPs is 

unacceptable, FDA cannot ignore the role non-traditional flavors play in adult use and choice, as 

well as combustible smokers’ migration to a less harmful alternative.   

 

In one study cited by FDA, among the 921 adults (age ≥18) who reported using only the 

flavor category in the past month, the reported flavors used (excluding tobacco) included 

menthol/mint (37.4%), fruit (31.2%), candy/other sweets (16.2%), other flavor (11.3%), and 

chocolate (2.2%).  Among the 505 adults who reported using two or more flavors in the past month, 

all of them reported that one of the flavors was a non-traditional flavor.17  FDA describes another 

study in which 40% of adults reported that fruit is among their preferred flavor categories, and 

notes that this category is more highly preferred by adolescents (52.3%), but FDA fails to point 

out that the sampling methods of the adult and adolescent data are very different (convenience 

sample and random sample), which makes comparison of these data less than straightforward.18  

FDA also fails to point out that tobacco (32.0%) and menthol (27.6%) have lower preference levels 

than fruit (40.9%) among the adults in this study, or that the adults expressed preference for many 

other flavors such as coffee (16.6%), vanilla (11.5%), candy/dessert (16.9%), and spice (12.2%).19  

For another study that FDA cites, FDA likewise fails to mention the high degree of preference that 

adults have for non-traditional flavor categories such as fruit (57%), candy/dessert (35%), 

coffee/alcohol (21%), spice (14%), and other (8%), many of which are more popular among adults 

than tobacco (9%) and mint/menthol (33%).20  FDA also ignores data from PATH Wave 3 (Oct 

2015-Oct 2016), in which 470 of the 975 adults (48.2%) who responded to a question about their 

first EVP flavor indicated that they had used a fruit flavor, and 304 (31.2%) indicated an EVP 

flavored like candy, desserts, or other sweets, compared to 196 (20.1%) who first used tobacco or 

to 254 (26.1%) who first used mint/menthol.21  Among the 2,764 adults who responded to a 

question about flavored EVP use in the past 30 days, 1,407 (50.9%) indicated fruit, 1,036 (37.5%) 

indicated candy, desserts, or other sweets, 620 (22.4%) indicated mint/menthol, and 579 (20.9%) 

indicated tobacco.22  These data clearly show that non-traditionally flavored EVPs have a greater 

degree of preference among adults than do the traditional tobacco and mint/menthol flavors.   

                                                 
16 Russell, C., McKeganey, N., Dickson, T. and Nides, M. Changing patterns of first e-cigarette flavor used and current 

flavors used by 20,836 adult frequent e-cigarette users in the USA. 2017. Harm Reduction Journal, June 2018. 

https://harmreductionjournal.biomedcentral.com/articles/10.1186/s12954-018-0238-6.  
17 Schneller, L.M., M. Bansal-Travers, M.L. Goniewicz, et al., “Use of flavored electronic cigarette refill liquids 

among adults and youth in the US—Results from Wave 2 of the Population Assessment of Tobacco and Health Study 

(2014-2015),” PLoS ONE 13(8): e0202744 (2018), available at: https://doi.org/10.1371/journal.pone.0202744.    
18 Morean, M.E., E.R. Butler, K.W. Bold, et al., “Preferring more e-cigarette flavors is associated with e-cigarette use 

frequency among adolescents but not adults.” PLoS ONE 13(1): e0189015 (2018), available at: 

https://doi.org/10.1371/journal.pone.0189015.  
19 Id. 
20 Harrell, M. B., Weaver, S. R., Loukas, A., et al., “Flavored e-cigarette use: Characterizing youth, young adult, and 

adult users. Preventive Medicine Reports, 5, 33-40, (2017), doi: 10.1016/j.pmedr.2016.11.001. 
21 Inter-University Consortium for Political and Social Research, “Population Assessment of Tobacco and Health 

(PATH) Study: Codebook for Wave 3: Adult Questionnaire Data.” Ann Arbor, Michigan, available at: 

https://www.icpsr.umich.edu/icpsrweb/NAHDAP/studies/36231/datadocumentation.  
22 Id.  
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Additional data points are equally important in the youth versus adult flavors analysis, 

which FDA should recognize and consider in the promulgation of any guidance and/or regulations.  

Importantly, of the approximately 14% of youth who have ever used EVPs (85.9% of youth do not 

vape at all), PATH data show that only 1.8% of youth vape “fairly regularly” compared to 12.2% 

that do not.  Additionally, almost three times as many youth have no regular brand of EVP (2.0%), 

compared to those claiming a regular brand (0.7%).  Most youth do not even know the name of 

the EVP brand they usually use—0.8% knew the brand they usually use compared to 2.4% who 

did not.  These data points suggest that youth use what is available (e.g., from older friends, 

siblings, and other social sources), which may include flavors such as tobacco and menthol/mint. 

 

V. The Efficacy of Restricting Sales of EVPs to Adult-Only Retailers and Face-to-Face 

Transactions is Not Supported by Data and Could Have Unintended Consequences. 

 

As Fontem has consistently stated, while it is unequivocally committed to preventing youth 

access to EVPs, it also embraces FDA’s goal to migrate cigarette smokers to less hazardous 

nicotine products such as EVPs, and to clear a path for those who want to quit.  Indeed, Congress 

intended that FDA weigh the multiple factors that it deemed necessary to support a conclusion that 

relevant regulatory action was appropriate for the protection of the public health, and Fontem 

believes that sound and precise regulatory action can support the Agency’s dual goals of 

preventing youth access while migrating current users of combustible products to less hazardous 

products such as EVPs.   

 

Specifically, Congress granted FDA the authority to regulate the manufacture, advertising 

and promotion, and distribution of tobacco products, or to establish tobacco product standards 

pursuant to Sections 906 and 907 of the Tobacco Control Act.  These provisions each require that 

FDA, such regulations be “appropriate for the protection of the public health,” and promulgated 

through notice and comment rulemaking after due consideration of statutorily-enumerated 

factors.23  Section 906, pursuant to which FDA may promulgate regulations regarding the sale, 

distribution, or advertising and promotion of a tobacco product, requires consideration of “with 

respect to the risks and benefits to the population as a whole, including users and nonusers of the 

tobacco product” after consideration of “the increased or decreased likelihood that existing users 

of tobacco products will stop using such products” and “the increased or decreased likelihood that 

those who do not use tobacco products will start using such products.”24  Likewise, Section 907, 

pursuant to which FDA may adopt a tobacco product standard appropriate for the protection of the 

public health, requires that FDA consider (1) “the risks and benefits to the population as a whole, 

including users and nonusers of tobacco products, of the proposed standard”; (2) “the increased 

or decreased likelihood that existing users of tobacco products will stop using such products”; and 

(3) “the increased or decreased likelihood that those who do not use tobacco products will start 

using such products.”25  Further, Section 907 requires that the Agency consider “information 

concerning the countervailing effects of the tobacco product standard...”26 

 

                                                 
23 21 U.S.C. § 387f(d); 21 U.S.C. § 387g(a)(3). 
24 21 U.S.C. § 387f(d)(1) (emphasis added). 
25 21 U.S.C. § 387g(a)(3)(B)(i). 
26 21 U.S.C. § 387g(b)(2). 
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It appears that FDA intends to use the Draft Guidance as a means to implement de facto 

tobacco product standards regarding certain flavors in ENDS products, as well as to impose certain 

advertising and promotions restrictions on ENDS products without engaging in the considered 

notice and comment rulemaking process dictated by Congress.  The text of the Tobacco Control 

Act makes clear that Congress did not intend for the Agency to use its premarket review authority 

as an end-run around the statute, and the requirements that the Agency careful develop the 

administrative record and to give adequate consideration to statutorily-enumerated factors. 

 

 Moreover, the Administrative Procedure Act (“APA”) requires that FDA, in taking 

regulatory action, must articulate a “rational connection between the facts found and the choice 

made.”27  This requirement means that it is inappropriate for FDA to fail to first attempt or consider 

a regulatory approach that is best tailored to address the problem to be solved.  Likewise, FDA is 

not permitted to regulate on the basis of speculation, conjecture, supposition, or a lack of contrary 

evidence from stakeholders.28 

 

Accordingly, it is inappropriate for FDA to not first consider the regulations currently in 

effect that exist to keep EVPs and other tobacco products out of the hands of minors and whether, 

for example, a potential solution lies in improved enforcement of existing laws and regulations.  If 

additional, reasonable restrictions on the marketing, sale, and distribution of flavored tobacco 

products are warranted, several options exist that would help keep flavored EVPs and other 

tobacco products out of the hands of kids through less restrictive means that would not negatively 

impact the many adults who use the products in order to quit smoking.  This is particularly 

important given that current evidence does not support FDA’s proposed course of action restricting 

the sale of flavored EVPs to adult-only stores.  Such drastic action could not only fail to reverse 

youth EVP use trends, but it could undercut one of FDA’s main comprehensive plan goals—

migrating smokers to less hazardous alternatives.   

 

According to FDA, “[m]inors are accessing [flavored EVPs] through brick-and-mortar 

retailers and through the internet.  Existing evidence demonstrates that minors are able to purchase 

ENDS products in a variety of retail establishments, despite regulations prohibiting sale to 

individuals under 18 years of age (21 C.F.R. 1140.14(b)(1)).”29  FDA cites data from the 2018 

National Youth Tobacco Survey (“NYTS”) to support this conclusion and its potential regulation: 

“according to data from the 2018 NYTS, 14.8 percent of U.S. middle and high school e-cigarette 

users under 18 years of age reported obtaining e-cigarettes in the past 30 days from a vape shop or 

other store that sells e-cigarettes and 8.4 percent reported obtaining them from a gas station or 

convenience store.”30  FDA’s reliance on this data to support restricting flavored EVPs to vape 

shops (or adult-only stores) seems misplaced and even backward.  Almost twice as many U.S. 

middle and high school e-cigarette users under 18 years of age reported obtaining e-cigarettes from 

                                                 
27 Prometheus Radio Project v. FCC, 373 F.3d 372, 389-90 (3d Cir. 2004), as amended, (June 3, 2016) (quotation 

omitted). 
28 See Pac. Legal Found. v. Dep’t of Transp., 593 F.2d 1338, 1343 n. 35 (D.C. Cir. 1978) (“[W]hen an agency engages 

in substantive rulemaking, it abuses its discretion (or acts arbitrarily and capriciously) if its actions are not supported 

by substantial evidence.”); see also Williams Natural Gas Co. v. FERC, 943 F.2d 1320, 1328 (D.C. Cir. 1991); Mid-

Tex Elec. Coop., Inc. v. FERC, 773 F.2d 327, 338 (D.C. Cir. 1985) (arbitrary and capricious review demands 

substantial evidence). 
29 Draft Guidance at 11.  
30 Id.  
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a vape shop or other store that sells e-cigarettes compared to the 8.4% who reported obtaining 

them from a gas station or convenience store.  These data indicate that of the two categories of 

retailers, adult-only vape shop stores should be of greater concern for regulatory action than gas 

stations and/or convenience stores.   

 

Equally marginal is FDA’s reliance on data regarding minors utilizing online retailers to 

obtain EVPs.  According to FDA, “[e]vidence from Wave 4 of the PATH Study revealed that 7.2 

percent of youth (age 12 to 17) past 30-day ENDS product users (who have used ENDS products 

more than once in their lifetime) reported that they usually get their ENDS products from the 

Internet” and the “2018 NYTS data also revealed that 6.5 percent of U.S. middle and high school 

e-cigarette users under age 18 reported obtaining their e-cigarettes in the past 30-days on the 

Internet.”31  However, PATH results suggest further, drastic points-of-sale restrictions (as opposed 

to greater enforcement of current laws) may not prevent youth access to a significant degree.  

According to Wave 3 of the PATH Study, among youth who used EVPs within the last 30 days, 

0.5% bought it themselves “from a store (including a vape shop or vapor lounge),” versus 2.9% 

(roughly 6 times as many) who got them another way (e.g., “gave someone money to buy them,” 

“someone offered it to me,” etc.).  While Fontem agrees with FDA that points-of-sale are avenues 

where corrective, preventative action is required, FDA must not dismiss the most prominent 

sources of youth access—“social access.”  Data shows that youth under 18 get tobacco products, 

including EVPs, primarily through social access.  Wave 3 data of the PATH Study shows that 

almost 75% of 15-17 year-old, past 30-day EVP users access the product through sources other 

than direct purchase from retail, often times through social sources.32     

 

If FDA were to restrict the sale of flavored EVPs to adult-only stores and face-to-face 

transactions, or heavily restrict and/or limit online sales, FDA could effectively erase two of the 

top utilized retail locations for adults.  According to PATH Wave 3 data, 18.6%33 of adult 

respondents who are current established, current experimental, or non-current 30-day electronic 

nicotine product users and usually buy their electronic nicotine products in person, buy their EVPs 

from a convenience store or gas station, and 5.8%34 of adult respondents who are current 

established, current experimental, or non-current 30-day electronic nicotine product users buy their 

EVPs online.  Such actions would likely fail to stem the problem of youth access, but could 

realistically undercut adult access to EVPs and potentially lead to an increase in failed combustible 

quits for the tens of thousands of adults who use EVPs to quit smoking each year.35  Rather than 

risk negative health consequences for one demographic at the cost of another, FDA should go 

directly to the source—retail violators.   

 

                                                 
31 Draft Guidance at 11.   
32 PATH Wave 3 (2015-2016) Youth 15-17.  Social Sources include “Gave money to someone to buy,” “Bought from 

another,” “Offered,” and “Asked for.”   
33 Second only to “a vape shop or vapor lounge.”  
34 Third only to “in person” and “I do not buy my own.”   
35 Public Health England’s (“PHE”) 2018 updated independent expert review of e-cigarettes found that “e-cigarettes 

could be contributing to at least 20,000 successful new quits per year and possibly more,” and that “e-cigarette use is 

associated with improved quit success rates over the last year [2017] and an accelerated drop in smoking rates across 

[England].” https://www.gov.uk/government/news/e-cigarettes-around-95-less-harmful-than-tobacco-estimates-

landmark-review; https://www.gov.uk/government/news/phe-publishes-independent-expert-e-cigarettes-evidence-

review  
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In the Draft Guidance, FDA stated that “[m]inors’ access to these products was evidenced 

through FDA’s undercover enforcement efforts with respect to brick-and-mortar and online stores 

over the summer of 2018, which resulted in the issuance of more than 1,300 warning letters and 

CMP complaints to retailers who illegally sold ENDS products to minors.”36  FDA should continue 

to surveil and ferret out these violators and should take swift action against them, including, but 

not limited to, warning letters, monetary fines, suspension of retail licenses, revocation of retail 

licenses, and other sanctions, thereby punishing the bad actors rather than the product categories 

themselves. 

 

VI. Fontem Research on Flavors and EVP Users: “Patterns of E-Cigarette Use Among 

20,836 U.S. Adults.” 
 

a. General overview of study 

 

In 2016, Fontem commissioned CSUR to study the patterns of cigarette smoking and e-

cigarette use among 20,836 adult frequent e-cigarette users in the United States.  Some of these 

results have been published (Russell et al., 2018) while other results are pending publication 

(Russell et al., unpublished).  See Attachment A for a full analysis of the Russell survey.  To 

summarize, Russell et al. conducted an online survey between June and July, 2016, which was 

designed to assess the prevalence of potential harm-increasing and harm-reducing chronologies of 

cigarette smoking and e-cigarette use initiation, cessation and re-initiation among 20,676 self-

selecting adult frequent e-cigarette users in the United States.  Data were also obtained on these 

frequent e-cigarette users’ past and current cigarette consumption; their initial and current use of 

e-cigarette devices, flavors, and nicotine-containing e-liquids; their reasons for initiating and 

intentions for continuing e-cigarette use; and how perceived dependence on e-cigarettes varies 

across different patterns of e-cigarette use. 

 

The survey’s key findings show that: 

  

 e-cigarettes can be used to assist smokers in quitting combustible smoking completely; 

 

 e-cigarettes play little to no role in drawing non-smokers into smoking combustible 

cigarettes or drawing former smokers back into cigarette smoking;  

 

 flavors are an important tool to help migrate smokers;  

 

 e-cigarettes can reduce overall cigarette smoking and nicotine consumption; and  

 

 adult frequent e-cigarette users perceive themselves as having low or no dependence 

on e-cigarettes.   

 

Specifically of import here, these findings include:   

 

                                                 
36 Draft Guidance at 11.   



19 

 

1100 South Tryon Street | Suite 350 | Charlotte NC 28203 

 Flavor of first e-cigarette/e-liquid purchased: Unlike when e-cigarettes were first 

introduced, with few flavors other than tobacco or menthol, sampled adult frequent e-

cigarette users are now most likely to have initiated e-cigarette use with products 

flavored to taste like fruit or a fruit beverage, and increasingly likely to have initiated 

e-cigarette use with products flavored to taste like a dessert or pastry. 

 

 Currently used e-cigarette/e-liquid flavors: Current e-cigarette use among sampled 

frequent e-cigarette users is dominated by the use of products flavored to taste like 

fruit/fruit beverage, dessert/pastry or candy/chocolate/sweets. 

 

 Perceived dependence on e-cigarettes: 62% of sampled adult frequent e-cigarette 

users perceive themselves as having low or no dependence on e-cigarettes. 

 

b. Flavors and/or EVPs are Not a Gateway to Smoking 

 

While flavors may contribute to the appeal and intention to use e-cigarettes, the data 

indicate they have minimal effects in creating a new generation of nicotine users among never 

smokers.  Between 2010 and 2015, the period in which the Surgeon General points to rapidly 

increasing use of e-cigarettes among U.S. young adults, the prevalence of smoking was reduced 

by 54% among 18-19 year-old males and by 64% among 18-19 year-old females.  These reductions 

are three times and five times larger, respectively, than the reductions observed between 2005 and 

2010, when e-cigarette use was essentially zero.  According to the Centers for Disease Control and 

Prevention (“CDC”), while e-cigarette use among middle and high school students increased in 

2011 to 2018, combusted cigarette smoking went down among high school students from 2011 

through 2018:  

 

 Nearly 1 of every 50 middle school students (1.8%) reported in 2018 that they 

smoked cigarettes in the past 30 days—a decrease from 4.3% in 2011. 

 

 About 2 of every 25 high school students (8.1%) reported in 2018 that they smoked 

cigarettes in the past 30 days—a decrease from 15.8% in 2011.37 

 

Some public health researchers have hypothesized that the increased use and acceptance of 

EVPs might lead to a broader acceptance of tobacco products, sometimes called the 

“renormalization” of tobacco use.38  This possibility carries with it the concern that more 

adolescents might begin smoking and reverse the 20-plus year trend of declining cigarette use by 

adolescents in the U.S.39  To test the renormalization hypothesis, Hallingberg et al. analyzed 

                                                 
37 CDC, Youth and Tobacco Use; 

https://www.cdc.gov/tobacco/data_statistics/fact_sheets/youth_data/tobacco_use/index.htm.  
38 Fairchild, A. L., R. Bayer, and J. Colgrove, “The Renormalization of Smoking? E-Cigarettes and the Tobacco 

‘Endgame,’” New England Journal of Medicine, 370(4):293-295 (2014), doi:10.1056/NEJMp1313940. 
39 Johnston, L. D., R. A. Miech, P. M. O’Malley, et al., (2019). “Monitoring the Future National Survey Results on 

Drug Use 1975–2018: 2018 Overview, Key Findings on Adolescent Drug Use,” Institute of Social Research, 

University of Michigan, Ann Arbor, Michigan. Downloaded from 

http://www.monitoringthefuture.org/pubs/monographs/mtf-overview2018.pdf. 
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survey data collected from adolescents in England, Wales, and Scotland from 1998 to 2015.40  In 

particular the authors wanted to see if the long-term trend in diminishing tobacco use changed 

during the period from 2011 to 2015, when EVPs were available but not regulated by the European 

Union Tobacco Products Directive.41  Hallingberg et al. found that while the rate of decline of ever 

smoking among adolescents in the UK held steady after 2010, there was a slowing in the rate of 

decline of regular smoking (≥ 1 cig/week) among adolescents.42  However, the authors also found 

a greater degree of slowing in the rate of decline of cannabis use and alcohol use, “suggesting 

change in trend was not unique to tobacco use, but reflected wider changes in youth substance use 

trajectories.”43 

 

Next Hallingberg et al. explored how acceptance and availability of EVPs had affected 

adolescents’ attitudes towards the use of tobacco products.44  They found that there had not been 

an increase in acceptance of smoking following 2010.45  Instead the authors found that there was 

a larger decrease in acceptance of trying cigarettes after 2010.  Acceptance of smoking weekly 

also showed a larger rate of decrease among males after 2010 and decreased at the same rate as 

before 2011 among females.46  Based on these findings, Hallingberg et al. concluded that “[t]hese 

analyses provide little evidence that renormalisation of youth smoking was occurring during a 

period of rapid growth and limited regulation of e-cigarettes from 2011 to 2015.”47 

 

Overall, there is no convincing evidence that youth who would not have smoked in the 

absence of e-cigarettes initiate e-cigarette use and then transition to smoking because of flavors.  

See Fontem’s July 19, 2018 response to FDA (Attachment A) for additional data and analysis of 

the “gateway” issue.  On the other hand, as stated herein and in Attachment A, there is strong 

evidence of the potential benefit of e-cigarettes and flavors in adult smokers, and a strong trend of 

a steadily decreasing number of combustible cigarette smokers year-after-year.  These positive 

public health outcomes are very unlikely to be offset by the e-cigarette experimentation currently 

observed in youth and the minimal proportion of never smoking youth who use e-cigarettes and 

flavors. 

 

c. Flavors are important to migrate smokers to less hazardous products 

 

FDA’s goal to migrate cigarette smokers to less hazardous nicotine products such as EVPs 

must take into account the central and important role that flavors play in achieving that goal.  

Flavorings are an integral part of e-cigarette liquids.  E-cigarettes are virtually flavorless without 

                                                 
40 Hallingberg, B., O. M. Maynard, L. Bauld, et al., “Have e-cigarettes renormalised or displaced youth smoking? 

Results of a segmented regression analysis of repeated cross sectional survey data in England, Scotland and Wales,” 

Tobacco Control, published online ahead of print on April 1, 2019, doi:10.1136/tobaccocontrol-2018-054584. 
41 Id.  
42 Id.  
43 Hallingberg, B., O. M. Maynard, L. Bauld, et al., “Have e-cigarettes renormalised or displaced youth smoking? 

Results of a segmented regression analysis of repeated cross sectional survey data in England, Scotland and Wales,” 

Tobacco Control, published online ahead of print on April 1, 2019, doi:10.1136/tobaccocontrol-2018-054584. at page 

6.  
44 Id. 
45 Id.  
46 Id. 
47 Id. at page 1.  
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the use of flavoring additives.  The main ingredients in e-cigarette liquids, propylene glycol, 

glycerol, and nicotine, are odorless and have a slightly sweet or bitter (if including nicotine) taste.  

Use of flavorless e-liquids would result in a bland experience that may discourage smokers 

considering migrating to an EVP.  It is important to note that EVPs are in competition with 

traditional combusted cigarettes which, albeit with a characterizing flavor ban, have pronounced 

flavor and sensory properties.  A brief look at the bourgeoning e-cigarette and e-liquid markets 

highlights flavors’ import to EVPs and consumers.  In 2012, researchers determined that, among 

466 e-cigarette and flavors brands, more than 7000 different flavors were being marketed.48  In 

2014, those same researchers determined that approximately 242 new flavors were added into the 

market per month, on average.49  By 2015, almost half of products in that market were flavored 

products other than tobacco.50    

 

Historically, data indicates that many smokers who first try an e-cigarette start with tobacco 

or menthol flavor, and ultimately, most of those smokers switch to other flavors, such as fruit or 

dessert flavors, as they transition from smoking to vaping.51  According to Russell et al. (2018), 

data on which e-cigarette/e-liquid flavors were first purchased by people new to vaping indicated 

a steady decline over time in the popularity of e-cigarettes/e-liquids flavored as “tobacco” or 

“menthol,” and an increasing popularity of flavors that were not associated with smoking.  In the 

past, smokers were more likely to choose “tobacco” or “menthol” as their first e-cigarette flavor.  

More recently, smokers are more likely to choose sweet or dessert flavored e-cigarettes when they 

first try an e-cigarette.   

 

Specifically, tobacco-flavored e-cigarettes/e-liquids were the most popular first flavor 

purchased of all first purchases made prior to 2011 (44.8%) and between 2011 and 2013 (33.4%).  

Between 2013 and 2015, that proportion reduced to 25.8%.  In 2016 that percentage was further 

reduced to 20.8%.  The proportion of first e-cigarette/e-liquid purchases that were menthol/mint-

flavored also declined at a consistent rate, from 20.7% of all first purchases made prior to 2011 

(ranked 2nd) to 13.3% of all first purchases made in mid-2016 through mid-2017 (ranked 4th).52 

 

Since 2013, fruit and fruit beverage flavors have replaced tobacco flavors as the most 

popular flavor of first e-cigarette/e-liquid purchase, having doubled from 17.9% of all first 

purchases made prior to 2011 to 36.6% of all first purchases made in the past 12 months.  The 

proportion of first purchases that were dessert or pastry flavored had also increased consistently 

over the past five years, from 6.7% pre-2011(ranked 5th) to 16.5% of all first purchases made in 

mid-2016 through mid-2017 (ranked 3rd – pushing menthol/mint out of the “top 3” for the first 

time).  See Figure 13 below (Russell et al., unpublished).  

                                                 
48 Zhu SH, Sun JY, Bonnevie E, Cummins SE, Gamst A, Yin L, Lee M. Four hundred and sixty brands of e-cigarettes 

and counting: implications for product regulation. Tob Control. 2014; 23 Suppl 3:iii3-9. 
49 Id.  
50 Marynak KL, Gammon DG, Rogers T, Coats EM, Singh T, King BA. Sales of Nicotine-Containing Electronic 

Cigarette Products: United States, 2015. Am J Public Health. 2017;107:702-705. 
51 Russell, C., McKeganey, N., Dickson, T. and Nides, M. Changing patterns of first e-cigarette flavor used and current 

flavors used by 20,836 adult frequent e-cigarette users in the USA. 2017. Harm Reduction Journal, June 2018. 

https://harmreductionjournal.biomedcentral.com/articles/10.1186/s12954-018-0238-6.  
52 Id. 
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Flavors are also becoming increasingly important to smokers switching to less hazardous 

alternatives and avoiding relapse back to combusted smoking.  The transition in the types of flavors 

used over time may reflect some smokers’ initial desire to find a product resembling smoking in 

order to ease the transition, while they later switch to a contrasting flavor to prevent the flavor 

from serving as a cue to resume combustible cigarettes—since fruit or sweet flavors provide a very 

different taste experience compared to the harsh taste of cigarette smoke.53  In preventing relapse 

to smoking, flavors may therefore act both as a distraction from smoking and as a relapse 

prevention aid.  Moreover, there may be an enhanced appeal of flavors among consumers, and this 

may help them reduce or quit use of combustible cigarettes.54  The ability of consumers to choose 

their own e-cigarette flavors to suit their individual needs and preferences may also be particularly 

important in helping smokers migrate away from combustible cigarettes.55 

 

d. Former-Smoking Vapers Rate Themselves as Having No or Low Dependence on 

Vaping 

 

“[FDA’s] goal is to enable greater use of safe and effective options to help those who are 

addicted to nicotine get the help they need to quit combustible cigarettes altogether.”56  According 

to Russell et al. (unpublished), smokers-turned-e-cigarette users who decided to try e-cigarettes 

were motivated primarily by concerns about the effects of smoking on future health.  An 

                                                 
53 Simmons VN, Quinn GP, Harrell PT, Meltzer LR, Correa JB, Unrod M, Brandon TH. E-cigarette use in adults: a 

qualitative study of users' perceptions and future use intentions. Addict Res Theory. 2016;24:313-321. 
54 Audrain-McGovern J, Strasser AA, Wileyto EP. The impact of flavoring on the rewarding and reinforcing value of 

e-cigarettes with nicotine among young adult smokers. Drug Alcohol Depend. 2016;166:263-267. 
55 Simmons VN, Quinn GP, Harrell PT, Meltzer LR, Correa JB, Unrod M, Brandon TH. E-cigarette use in adults: a 

qualitative study of users' perceptions and future use intentions. Addict Res Theory. 2016;24:313-321. 
56 https://blogs.fda.gov/fdavoice/index.php/2017/11/advancing-medicinal-nicotine-replacement-therapies-as-new-

drugs-a-new-step-in-fdas-comprehensive-approach-to-tobacco-and-nicotine/  
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overwhelming majority (71.3%) of them also reasoned that migrating to e-cigarettes could help 

them quit smoking completely.  Consistent with FDA’s goal to migrate smokers to e-cigarettes for 

purposes of quitting smoking, one of the main aims of Russell et al.’s study was to obtain data on 

how perceived dependence on e-cigarettes varies across different patterns of e-cigarette use.  In 

order for consumers to transition away from more hazardous products, such as cigarettes, to less 

hazardous nicotine-containing products, such as EVPs, consumers must have truthful and accurate 

information about their reduced risk, including the risk of dependence, in relation to traditional, 

combustible cigarettes, and the ability of EVPs to help them quit smoking.   

 

Russell et al. (unpublished) found that the majority (62.8%) of the 20,676 frequent e-

cigarette users perceived their dependence on e-cigarettes to be “low” or less, as assessed by the 

Penn State Electronic Cigarette Dependence Index; 28.4% and 8.9% were categorized as having 

“medium dependence” and “high dependence,” respectively.   Never-smoker e-cigarette users 

reported the highest rate of zero dependence (26.9%) and, consequently, the lowest rates of low 

dependence (46.1%), medium dependence (21.0%), and high dependence (5.9%).57   

 

Data on the nicotine concentration of currently used products may be relevant to 

dependence, and reveal a trend among e-cigarette users.  These finding may be attributable to 

never-smoker e-cigarette users’ higher rate of current use of e-liquids containing less than 6 mg/ml, 

and higher rate of current typical consumption of less than 60-mls of e-liquid per week: the 

majority (77.5%) of all frequent e-cigarette users were currently using e-liquids containing 1-6 

mg/ml of nicotine, with rates ranging non-significantly from 74.7% among dual users to 81.6% 

among former-smoker e-cigarette users.  An additional 6.2% were currently using e-liquids that 

do not contain nicotine (i.e. just flavors).58  In contrast, dual users of cigarettes and e-cigarettes 

reported the highest rates of low medium dependence (31.8%) and high dependence (12.1%), and 

the lowest rate of zero dependence (9.1%). 

 

Russell et al. (unpublished) concluded that the majority of sampled open-system device 

users were smokers-turned-e-cigarette users who currently use combinations of devices, nicotine 

strengths, and weekly volumes of e-liquid that, together, are associated with a perceived low level 

of dependence on e-cigarettes in the majority of users. 

 

VII. FDA Should Not Take Unnecessarily Drastic Measures That Will Have Questionable 

Results With Youth When Those Measures Will Surely Harm Smokers  

 

Heavily restricting the sale of flavored EVPs online and effectively banning their sale in 

non-adult-only stores is an unnecessarily aggressive step and raises several significant legal issues, 

especially in light of lesser restrictive means of accomplishing the goal of limiting the use of EVPs 

and other tobacco products by youth.  FDA should first consider the regulations currently in effect 

that exist to keep EVPs and other tobacco products out of the hands of minors and whether, for 

example, a potential solution lies in improved enforcement of existing laws and regulations.  If 

additional, reasonable restrictions on the marketing, sale, and distribution of flavored EVPs are 

                                                 
57 Russell, C., McKeganey, N., Dickson, T. and Nides, M. Patterns of cigarette smoking and e-cigarette use among 

20,676 adult frequent e-cigarette users in the United States. Unpublished, 2017. Centre for Substance Use Research: 

Glasgow, UK. 
58 Id. at 87-89. 
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warranted, several options exist that would help keep flavored EVPs out of the hands of kids 

through less restrictive means that would not negatively impact the many adults who use the 

products in order to quit smoking.  

Significant regulatory restrictions on the marketing, advertising, and sale of tobacco 

products already exist under the 2009 Tobacco Control Act.  These regulations have become a 

guiding tenet for the industry’s connection to its consumers, particularly in the context of product 

packaging, warnings, and media advertising.  As discussed above, Fontem has adopted significant 

measures in its internal marketing and sales standards in an effort to lead the industry in self-

regulation and to prevent youth access to its products, which Fontem believes should be required 

industry-wide.   

Effective regulation—short of sales and points-of-sale bans—can be achieved through 

comprehensive and industry-coordinated marketing, advertising restrictions, internal corporate 

action, and alliances with FDA and the public health community.  

VIII. Significant Countervailing Effects of a Flavor Regulation

In addition to the scientific information and data discussed herein, FDA must carefully 

consider the possible countervailing effects of imposing significant regulations on flavored EVPs.  

The evidence unequivocally supports, and FDA concedes in its March 15, 2018 draft paper entitled 

“Illicit Trade in Tobacco Products after Implementation of an FDA Product Standard,” that the 

result of imposing significant product standards, e.g., significantly limiting adult access to flavored 

EVPs, would be a dramatically larger illicit market than currently exists.59  As a result, there would 

be severe negative impacts contrary to FDA’s mandate, including exposing e-cigarette users to 

more harmful contraband products, as well as increased access of youth to illicit tobacco products 

and flavors.60  See Attachment A for a detailed analysis of the potential countervailing effects that 

may result from imposing significant regulations on flavored EVPs. 

IX. Conclusion

Fontem supports FDA’s initiative to address youth access to any nicotine-containing 

products, including EVPs.  Fontem is committed to continuing its efforts to prevent youth access 

to EVPs and to remain a leader at the forefront of that effort.  We appreciate the opportunity to 

submit these comments and look forward to furthering our partnership with FDA and the public 

health community in this regard. 

59 FDA, Illicit Trade in Tobacco Products after Implementation of an FDA Product Standard, March 15, 2018; 

https://www.fda.gov/downloads/TobaccoProducts/NewsEvents/UCM601047.pdf  
60 See e.g., Kulick, J.D., et al., Unintended Consequences of Cigarette Prohibition, Regulation, and Taxation, 

Pepperdine University, Pepperdine Digital Commons, July 13, 2015.  
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July 19,2018 

Division of Dockets Management (HF A-305) 
Food and Drug Administration 
5630 Fishers Lane, Rm. 1061 
Rockville, Maryland 20852 

Re: Docket No. FDA-2017-N-6565 (83 Fed. Reg. 12294, March 21, 2018) Advance Notice 
of Proposed Rulemaking on the Regulation of Flavors in Tobacco Products -
Response to ANPRM 

Dear Sir or Madam: 

Fontem US, Inc. ("Fontem") respectfully submits these comments in response to the 
Food and Drug Administration's ("FDA") Advanced Notice of Proposed Rulemaking and 
Request for Comments regarding Regulation of Flavors in Tobacco Products ("ANPRM"). 
Fontem appreciates the opportunity to provide these comments. 

Fontem is a leader in next generation nicotine products and markets blu® electronic 
cigarettes. Many but not all blu e-vapor products ("EVP") contain nicotine, and may be 
considered Electronic Nicotine Delivery System ("ENDS") as defined by FDA. 1 blu comes in a 
variety of flavors in the United States. Fontem is a member ofthe Imperial Brands PLC family. 
Imperial Brands is a Financial Times Stock Exchange 100 business headquartered in Bristol in 
the United Kingdom and the parent company of a number of international businesses in tobacco, 
logistics, and other fast-moving consumer goods sectors. Imperial Brands' tobacco operations 
are among the largest in the world. 

Since 2009, Fontem has successfully marketed its e-vapor products to adult smokers in 
the United States and around the world in a responsible manner, making very clear that its 
vaping products are an adult-only category. During that time, youth smoking rates and use of 
combustible tobacco products have declined in the US,2 in line with trends in adult use.3 Fontem 
agrees, without equivocation, that youths should not use EVPs or any other tobacco or nicotine 
products, and supports reasonable and effective regulations on the marketing and sale of all 
tobacco products to support that goal. In addition to complying with all applicable legal and 
regulatory requirements, Fontem markets its products responsibly according to an internal set of 
guidelines designed to prevent its products from being used by underage consumers, including 

1 While Fontem recognizes FDA's definition of Electronic Nicotine Delivery System to include e-vapor products 
such as its blu® products, Fontem applies the term "e-vapor product" and the acronym "EVP" to identify those 
products as they pertain to and are relevant to this ANPRM comment and the data cited herein. 
2 Centers for Disease Control and Prevention, Tobacco Use Among Middle and High School Students- United 
States, 2011-2016, http ://www.cdc.gov/mmwr/volumes/66/wr/mm6623a1 .htm 
3 Centers for Disease Control and Prevention, Current Cigarette Smoking Among Adults-United States, 2016, 
https://www.cdc.gov/tobacco/data lati ·ti fact sheets/adult data/cig smokinglindex.htm 
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online age-verification mechanisms via its online sales platforms, clear product labeling that 
states "NOT FOR SALE TO MINORS," and branding that avoids any association with candy, 
toys, cartoons or other products popular with youth, as well as other critical safeguards. We aim 
to lead the vaping industry in this regard, and we believe that our commitment to responsibility is 
a competitive differentiator. 

Fontem does not currently market its EVPs as smoking cessation products, or as having 
reduced harm or risk compared to combustible cigarettes. However, given that EVPs are proving 
to be a viable alternative for many smokers, with potential for reduced harm or risk when 
compared with cigarette smoking,4 and have potential for use to help people reduce or quit 
smoking,5 Fontem may in the future consider filing a Modified Risk Tobacco Product 
Application ("MRTPA") and/or Nicotine Replacement Therapy New Drug Application ("NRT 
NDA"). Fontem's interest in the use of EVPs, including with flavors, for combustible tobacco 
product migration and cessation is on the broad set of public policy issues presented by the 
various pathways to market under FDA regulation and the issues addressed in the ANPRM. 

In 2017 FDA announced a new comprehensive plan for tobacco and nicotine regulation, 
including the roles of flavors in tobacco products, while simultaneously encouraging the 
development of innovative products, such as EVPs, that show promise to be less harmful than 
cigarettes. On March 20, 2018, FDA issued this ANPRM seeking public comment and 
reaffirming its intent to take a closer look at flavors in tobacco products to better understand their 
level of impact on youth initiation, as well as how flavors may be helping adult cigarette smokers 
switch to non-combustible products, such as EVPs.6 FDA stated that a key aspect of its 
comprehensive plan is demonstrating a greater awareness that nicotine - while addictive - is 
delivered through products that represent a continuum of risk and is most harmful when 
delivered through smoke particles in combustible cigarettes. In a blog post on the agency's 
website, FDA Commissioner Scott Gottlieb, Center for Drug Evaluation and Research Director 
Janet Woodcock, and Center for Tobacco Products Director Mitchell Zeller stated they want to 
ensure FDA has the right policies to advance new products to help smokers, noting that "[ o ]ur 
goal is to enable greater use of safe and effective options to help those who are addicted to 
nicotine get the help they need to quit combustible cigarettes altogether." On May 3, 2018, 
Commissioner Gottlieb, addressing the 2018 Food and Drug Law Institute ("FDLI") Annual 
Conference in Washington, D.C., affirmed these goals: 

4 See McNeill A, Brose LS, Calder R, Bauld L & Robson D (2018). Evidence review of e-cigarettes and heated 
tobacco products 2018. A report commissioned by Public Health England. London: Public Health England; UK's 
National Institute for Health and Care Excellence (NICE) - NICE (20 18) Stop smoking interventions and services 
guideline (http ://www.nice.org.uk/guidance/NG92); Royal College of Physicians Statement 
hL!ps://www.rcpJondon.ac.uk/projects/output · nicotine-without- moke-tobacco-harm-reduction-0; American Cancer 
Society Statement - http ://www.cancer.org/healthy/stay-away-from-tobacco/e-cigarette-position-statement.html; 
National Academies of Sciences, Engineering, and Medicine 
http://www8.nationala.cademie .org/onpinews/newsitem.aspx?RecordlD=24952& ga=2.17 1686240. L 117373860. 15 
16729050-2134683049.1516729050. 
5 httos://www.gov.uk/govemment/new e-cigarettes-around-95-less-harmful-than-tobacco-estimates-landmark
review; bttps://www.gov.uk/govemmentlnews/phe-publi he ·-independent-expert-e-cigarettes-evidence-review 
6 http ·://www. fda .gov/NewsE vents/New room/PressAnnouncements/ucm60 1690 .htm 
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FDA's regulation of both novel nicotine delivery products such as e-cigarettes 
and traditional tobacco products will encourage the innovation of less harmful 
products while still ensuring that all tobacco products are put through an 
appropriate series of regulatory gates to maximize any public health benefits and 
minimize harms .... But nicotine exists on a continuum of risk; from the most 
harmful cigarettes to medicinal products like patches and gums that are so safe 
they don't require a doctor's prescription. We see an opportunity for new 
technology like electronic nicotine delivery systems to offer adults access to 
nicotine without all of the same harmful effects of combusting tobacco. 

There is significant independent scientific evidence suggesting that EVPs are likely to 
present a reduced risk of harm compared to combustible cigarettes and that they can help 
smokers quit using combustible cigarettes (even if it means they continue to use nicotine). For 
example, Public Health England's ("PHE") 2018 updated independent expert review of e
cigarettes found that "e-cigarettes could be contributing to at least 20,000 successful new quits 
per year and possibly more," and that "e-cigarette use is associated with improved quit success 
rates over the last year [2017] and an accelerated drop in smoking rates across [England]."7 

Likewise, a January 23, 2018 report to FDA by the National Academies of Sciences, Engineering 
and Medicine cited strong evidence that e-cigarettes are safer than traditional smoking products, 
may help smokers quit, and that switching can reduce smokers' exposure to tar, dangerous 
chemicals and other carcinogens. 8 Each traditional cigarette smoker who quits or substantially 
reduces his or her smoking by switching to an EVP is a positive development and step forward in 
achieving FDA's public health goals. Importantly, smokers who dual use combusted cigarettes 
and EVPs have been shown to be more motivated to stop smoking, less dependent on cigarettes, 
and more likely to use EVPs as an aid to reduce smoking.9 There is also evidence that dual users 
have an increased likelihood of going on to quit smoking entirely. 10 Smokers who migrate 
exclusively to EVPs have successfully quit smoking, even though they continue to use nicotine. 

In order for consumers to transition away from more hazardous products, such as 
cigarettes, to less hazardous nicotine-containing products, such as EVPs, consumers must have 
truthful and accurate information about EVPs' reduced risk in relation to traditional, combustible 
cigarettes, and the ability of EVPs to help smokers quit smoking. Such information exists. 
There is a large and growing body of scientific evidence showing that EVPs are likely to present 

7 l1ttps://www.gov.uk/governmem/news/e-cigarett -around-95-less-harmful-than-tobacco-estimates-landmark
review; bttps://www.gov.uk/govemmentlnews/phe-publishes-independent-expert-e-cigarettes-evidence-review 
8 See Kathleen Stratton, Leslie Y. Kwan, and David L. Eaton, Editors, "Public Health Consequences of E
Cigarettes," January 23, 2018; http://nationalacademies.o.rg/hmd/Report · 20 18/public-health-conseguences-of-e
cigarettes.a ·px 
9Simonavicius, E et a!: "What factors are associated with current smokers using or stopping e-cigarette use?" Drug 
and Alcohol Dependence 2017 173: 139-143. 
10 Manzoli L et a!: "Cohort study of electronic cigarette use: effectiveness and safety at 24 months", Tobacco 
Control, 2016; Zhuang YL, Cummins SE, Sun JY, et a!. Long-term e-cigarette use and smoking cessation: a 
longitudinal study with US population. Tob Control2016; 25(Suppl. 1): i90-i95. 
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a reduced risk of harm compared to combustible cigarettes. 1 1 Findings from several recent 
clinical studies have shown that smokers who have switched to e-cigarettes have significantly 
lower exposure to the carcinogens and toxicants found in cigarette smoke, with reductions 
largely indistinguishable from complete smoking cessation or the use of approved nicotine 
replacement productsY Likewise, PHE's 2018 updated independent expert review found that e
cigarettes pose only a small fraction (~5%) of the risks of combustible smoking and that 
switching completely from smoking to vaping conveys substantial health benefits. 13 This PHE 
2018 report reaffirmed the PHE 2015 conclusion that EVPs are "95% less harmful" than 
smoking. 14 Similarly, the Royal College of Physicians 2016 report stated that the long-term 
health risks associated with e-cigarettes are "unlikely to exceed 5% of those associated with 
smoked tobacco products, and may well be substantially lower."15 

Unfortunately, however, the 2018 PHE review also found that many thousands of 
smokers incorrectly believe that vaping is as harmful as smoking and that there is significant 
public misunderstanding about nicotine (e.g., less than 1 0% of adults understand that most of the 
harms to health from smoking are not caused by nicotine). This may be why the study found that 
approximately 40% of smokers have not even tried an e-cigarette. If smokers are to move from 
more hazardous forms of nicotine, such as combustible cigarettes, to less hazardous forms, such 
as EVPs, those smokers need to be made aware that these new products carry reduced risk and 
can help them stop smoking. 16 Flavors, for their part, are becoming increasingly important in 
FDA achieving its goal to migrate traditional smokers to less hazardous alternatives and avoiding 
relapse back to smoking. As discussed in more detail below, the availability of flavors other than 
tobacco and menthol in EVPs is an important tool to help migrate smokers to less hazardous 
products. 

Fontem embraces FDA's goal to migrate cigarette smokers to less hazardous nicotine 
products such as EVPs and to clear a path for those who want to quit through reasonable 

11 For example, a recent study published in Tobacco Control found that EVPs can be up to 99% less carcinogenic 
than cigarettes. See httpJ/tobaccocontrol.bmj.com/content/early/2017/08/04/ tobaccocontrol-20 17-053808 
12 O'Connell, G., D. W. Graff and C. D. D'Ruiz (20 16). "Reductions in biomarkers of exposure (BoE) to harmful or 
potentially harmful constituents (HPHCs) following partial or complete substitution of cigarettes with electronic 
cigarettes in adult smokers." Toxicol Mech Methods: 1-12. Goniewicz, M. L., M. Gawron, D. M. Smith, M. Peng, 
P. Jacob and N. L. Benowitz (20 16). "Exposure to Nicotine and Selected Toxicants in Cigarette Smokers Who 
Switched to Electronic Cigarettes: A Longitudinal Within-Subjects Observational Study." Nicotine & Tobacco 
Research. 19(2): 160- 167; Shahab, L., M. L. Goniewicz, B. C. Blount and et al. (2017). "Nicotine, carcinogen, and 
toxin exposure in long-term e-cigarette and nicotine replacement therapy users: A cross-sectional study." Annals of 
Internal Medicine. 166(6):390-400. 
13https://www.gov.uk/govemment/news/e-cigarenes-around-95-less-harmful-than-tobacco-estimates-landmark
review; https://wW\v.gov.uk/govemmentlnews/phe-publishes-indepcndent-expert-e-cigarettes-evidence-review; see 
also https:/ /www. theguard ian. corn/ socicty/20 17/ oct/24/e-cigare lte-bans-highl ight -pub! ic-heal th-di vide-between-us
and-uk-researchers (The UK's Royal College of Physicians found that e-cigarettes carried only about 5% of the risks 
of smoking. One recent study showed using e-cigarettes had become the most popular method of quitting in the UK, 
while another suggested young people who tried e-cigarettes were not more likely to take up smoking as a result.) 
14 Id. 
15 Britton, John, Nicotine Without Smoke-Putting Electronic Cigarettes in Context, BMJ 2016;353:i1745. 
16 See Majeed, B. A., et al. (2017), Changing Perceptions of Harm ofE-Cigarettes Among U.S. Adults, 2012-2015, 
Am J Prev Med 52(3): 331-338. 
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regulatory policies and sound science. Mindful of these goals, Fontem submits these comments 
in an effort to assist FDA in its mission of protecting the public health by identifying and 
addressing relevant critical issues, providing data, and submitting proposed standards, as FDA 
requested in its ANPRM. 

Fontem's comments are intended to provide FDA with scientific data and literature 
relevant to the ANPRM, as well as to make several principal points. First, Fontem provides 
FDA the results of an independent report Fontem commissioned in 2016, prepared by the Centre 
for Substance Use Research ("CSUR"), to research the patterns of cigarette smoking and e
cigarette use among 20,836 adult frequent e-cigarette users in the United StatesY Among the 
survey's key findings are that: 1) e-cigarettes can be used to assist smokers in quitting 
combustible smoking completely; 2) e-cigarettes play little-to-no role in drawing non-smokers 
into smoking combustible cigarettes or drawing former smokers back into combustible cigarette 
use; 3) flavors are an important tool to help migrate adult smokers toe-cigarettes; 4) e-cigarettes 
can reduce overall nicotine and combustible cigarette consumption; and 5) adult frequent e
cigarette users perceive themselves as having low or no dependence on e-cigarettes. 

Second, FDA's goal to migrate cigarette smokers to less hazardous nicotine products 
such as EVPs must recognize and take into account that flavors play a central and important role 
in achieving that goal. Former smokers who have switched to vaping frequently cite flavors as 
an important feature that helped them make that critical transition to a less hazardous alternative. 

Third, while flavors may contribute to the appeal and intention to use e-cigarettes, the 
data indicate they have minimal effects in creating a new generation of nicotine users among 
"never smokers." 18 Notably, between 2010 and 2015, the period in which the Surgeon General 
points to rapidly increasing use of e-cigarettes among US young adults, the prevalence of 
smoking reduced by 54% among 18-19 year-old males and by 64% among 18-19 year-old 
females. These reductions are three and five times larger, respectively, than the reductions 
observed between 2005 and 2010, when e-cigarette use was essentially zero. 19 

17 Russell, C., McKeganey, N., Dickson, T. and Nides, M. Changing patterns of first e-cigarette flavor used and 
current flavors used by 20,836 adult frequent e-cigarette users in the USA. 2017. Harm Reduction Journal, June 
2018. http ://hannreductionjournal.biomedcentral.com/artic les/1 0.1186/ ·12954-0 18-0238-6; Russell, C. , 
McKeganey, N., Dickson, T. and Nides, M. Patterns of cigarette smoking and e-cigarette use among 20,676 adult 
frequent e-cigarette users in the United States. Unpublished, 2017. Centre for Substance Use Research: Glasgow, 
UK.; Fontem provided funding for this study. Fontem Ventures had no input or control over the study design, 
implementation, data analysis, interpretation or reporting of findings. The authors alone are responsible for the 
contents and production of this report. 
18 A "never-smoker" is defined as a "life-time never-smoker (< 100 cigarettes smoked) who was not smoking at the 
point of his/her first use of an e-cigarette." Russell, C. , McKeganey, N., Dickson, T. and Nides, M. Changing 
patterns of first e-cigarette flavor used and current flavors used by 20,836 adult frequent e-cigarette users in the 
USA. 2017. Harm Reduction Journal, June 2018. 
https:lnlarmreductionjoumal.biomedceutral.com/article. I 0.1186/s 12954-018-0238-6 
19 Centers for Disease Control and Prevention, Current Cigarette Smoking Among Adults Aged ~ 18 Years~United 
States, 2005-2010, Sep. 2011 , https://www.cdc.gov/mmwr/preview/mmwrhtml/mm6035a5.htm; 
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Fourth, banning flavors in all tobacco products is a drastic and unnecessary step, 
especially in light of the availability of less restrictive means of accomplishing the goal of 
limiting the use of EVPs and other tobacco products by youth. FDA should first consider the 
regulations currently in effect that exist to keep EVPs and other tobacco products out of the 
hands of minors and whether, for example, a potential solution lies in improved enforcement of 
laws already on the books. 

Fifth, current evidence upon which FDA can base a determination is limited and provides 
no strong proof that specific flavors increase health risks among e-cigarette users compared to 
non-smokers. Compared to smoking, as discussed above, the reduced risk of vaping compared 
to smoking is becoming increasingly clear. In fact, according to Tierney et a!., 2015, "the 
toxicity contributed by the flavor components is unknown" (Iskandar eta!., 2016), and where 
data does exist on the toxicity of effects of e-liquids (including flavors), it is inconsistent.2° FDA 
must evaluate all available data in an impartial and comprehensive manner and base any 
recommendations or regulatory decisions on a rigorous evaluation of sound science. 

Finally, FDA must carefully consider the possible substantial countervailing effects of 
imposing significant, burdensome regulations, or banning flavors altogether in tobacco products. 
The evidence unequivocally supports, and FDA concedes in its March 15, 2018 draft paper 
entitled "Illicit Trade in Tobacco Products after Implementation of an FDA Product Standard," 
that the result of imposing overly restrictive product standards, e.g., removing flavors from all 
tobacco products, would be a dramatically larger illicit tobacco products market than currently 
exists.21 As a result, there would be severe negative impacts contrary to FDA's mandate, 
including, but not limited to, exposing e-cigarette users to more harmful contraband products, 
increased access of youth to illicit tobacco products, and potentially, enforcement barriers at state 
and locallevels.22 

I. Research Shows that Flavors in EVPs Help Smokers Quit Smoking and Do Not Drive 
Youth or Ex-Smokers Toward Combustible Cigarettes 

There is extensive evidence showing the potential benefits from the availability and 
variability of flavors in EVPs. Smoking reduction, smoking cessation and relapse prevention 
may be beneficially affected by EVP flavors, resulting in potential public health benefits. 
Concurrently, there is no evidence that flavors contribute to adverse effects in terms of 
substantially promoting e-cigarette use among never smokers, preventing smokers from quitting 
or reducing smoking, or causing former smokers to relapse into tobacco use. 

20 Iskandar AR, Gonzalez-Suarez I, Majeed S, et al. A framework for in vitro systems toxicology assessment of e
liquids. Toxicology Mechanisms and Methods. 2016;26(6):392-416. doi: 10.3109/15376516.2016.1170251. 
21 FDA, Illicit Trade in Tobacco Products after Implementation of an FDA Product Standard, March 15, 2018; 
https:l /www.fda.gov/downloadsrrobaccoProducts/NewsEvents/UCM60 104 7. pdf 
22 See e.g., Kulick, J.D., et al., Unintended Consequences of Cigarette Prohibition, Regulation, and Taxation, 
Pepperdine University, Pepperdine Digital Commons, July 13, 2015. 
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The interest in flavored tobacco product use by adolescents is largely driven by the 
questions of whether flavored EVPs encourage youth initiation, and whether flavored EVP usage 
is a "gateway" to combustible tobacco use. Specifically, FDA has expressed concern about 
flavored tobacco products, including EVPs, appealing to youth and leading to their potential use 
by underage consumers. FDA has posited that flavors in EVPs and other tobacco products may 
lead some youth to use those products who otherwise would not use them. FDA's concern about 
EVPs in particular lies not just in the risk that young people could become addicted to nicotine, 
but that they may also move on to cigarette smoking and an increased risk of future smoking
related disease. It is of the upmost importance that the research relied on by FDA be properly 
designed to help FDA answer those questions. The existing scientific literature that seeks to 
study flavored EVP use among youth and adults does not provide an adequate basis for FDA to 
promulgate a product standard banning flavors in EVPs. There is currently no convincing 
evidence that youth who would not have smoked in the absence of e-cigarettes, initiate e
cigarette use and then transition to smoking because of flavors. 

There are a large number of flavored EVP products on the market, with a wide variety of 
different flavors available beyond "tobacco" and "menthol." Adults, including young adults, 
have a strong interest in different flavored EVPs, and just like consumers of alcohol and other 
beverages, and foods more generally, prefer interesting and different flavors. Former smokers 
who have switched to vaping frequently cite flavors as an important tool that helped them make 
that transition. FDA has cited research suggesting that underage consumers are also interested in 
flavored tobacco products and may be more likely to use flavored tobacco products than non
flavored or tobacco-flavored products. However, when analyzing the appeal to youth of flavors 
in EVPs, it is important to consider reliable scientific data in the context of frequency of use and 
whether the use is sustained. Although there is evidence showing that e-cigarette use among 
youth may have increased in recent years, this is mostly confined to experimentation (i.e., "ever 
use"). 

It is also important to consider the inherent limitations in the current research analyzing 
flavored EVP use among youth. Whether flavored products cause youth to use EVPs requires 
scientifically valid and focused research. For example, the consensus among researchers is that a 
longitudinal study, in which the same individuals are surveyed repeatedly over time, is the best 
tool available to answer this question because it allows potential causes to be correlated with 
outcomes. However, most surveys into EVP use are cross-sectional in design, meaning that they 
do not follow up with the same individuals. Using such studies to infer causation must be done 
with extreme caution. More and better studies must be done before final conclusions can be 
drawn about EVP use among youth. 

II. Fontem Research on Flavors and EVP Users: "Patterns of E-Cigarette Use Among 
20,836 U.S. Adults" 

A. General Overview of study design and results 

In 2016, Fontem commissioned CSUR to study the patterns of cigarette smoking and e
cigarette use among 20,836 adult frequent e-cigarette users in the United States. Some of these 
results have been published (Russell et al., 2018) while other results are pending publication 
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(Russell et a!., unpublished). To summarize, Russell et al. conducted an online survey between 
June and July, 2016, which was designed to assess the prevalence of potential harm-increasing 
and harm-reducing chronologies of cigarette smoking and e-cigarette use initiation, cessation and 
re-initiation among 20,676 self-selecting adult frequent e-cigarette users in the United States. 
Data were also obtained on these frequent e-cigarette users' past and current cigarette 
consumption; their initial and current use of e-cigarette devices, flavors, and nicotine-containing 
e-liquids; their reasons for initiating and intentions for continuing e-cigarette use; and how 
perceived dependence one-cigarettes varies across different patterns of e-cigarette use. 

The target population was adults (2:18 years) living in the US who were actively 
interested in e-cigarettes and vaping. Prior to starting the survey, participants were required to 
confirm that they were aged 18 years or older, living in the US, and had at one point used an e
cigarette or personal vaporizer, even a puff. A final sample of 22,411 U.S.-based adults who 
were actively interested in e-cigarettes/vaping was retained for analysis. A self-complete online 
survey instrument was developed to obtain data in ten domains. Questions and response options 
for this instrument were extracted or adapted from published peer-reviewed questionnaire and 
U.S. population survey measures (e.g., FDA's Population Assessment of Tobacco and Health 
("PATH") Study, Adult Interview Wave 1) of tobacco use behaviors, perceptions, attitudes and 
intentions among adults. The survey measures included: 

• Chronology of cigarette smoking and e-cigarette use initiation, cessation and re
initiation; 

• Demographic characteristics; 

• Characteristics of first and current e-cigarette use; 

• Perceived dependence on e-cigarettes; and 

• Reasons for initial e-cigarette use and intentions to continue or cease use in the 
future. 

The survey took approximately 25 minutes to complete, on average, with completion 
time varying according to how much text each participant wished to provide in response to open
ended questions. Data collection ran from May 1 to June 30, 2016. No financial or other 
incentive was offered in exchange for participation. 

The survey's key findings show that: 

• e-cigarettes can be used to assist smokers m quitting combustible smoking 
completely; 

• play little to no role in drawing non-smokers into smoking combustible cigarettes 
or drawing former smokers back into cigarette smoking; 
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• flavors are an important tool to help migrate smokers; 

• e-cigarettes can reduce overall cigarette smoking and nicotine consumption; and 

• adult frequent e-cigarette users perceive themselves as having low or no 
dependence on e-cigarettes. 

Characteristically, a snapshot of smokers-tumed-e-cigarette use of EVPs can be 
summarized as follows: a majority (77%) use low-nicotine e-liquid (1-6 mg/ml); a majority 
(63.8%) consumes less than 60 mls per week of e-liquid; a majority (62.4%) report zero or low 
dependence one-cigarettes; and a majority use fruit, sweet, and dessert flavors instead of tobacco 
or menthol flavors. Generally, these findings include: 

• Chronology of cigarette smoking and e-cigarette use initiation, cessation and re
initiation: 

o 3 in 4 sampled adult frequent e-cigarette users in the United States were 
cigarette smokers when they initiated e-cigarette use and have now quit 
smoking completely; 

o 1 in 10 sampled adult frequent e-cigarette users in the United States had quit 
cigarette smoking completely prior to initiating e-cigarette use and are not 
currently smoking; 

o Less than 1% of sampled adult frequent e-cigarette users in the United States 
had quit cigarette smoking completely prior to initiating e-cigarette use and 
were currently smoking; 

o The proportion of sampled adult frequent e-cigarette users who were never 
smokers prior to initiating e-cigarette use but were now current smokers is 
essentially zero. 

• Smokers-turned-e-cigarette users' reasons for initiating e-cigarette use: 

o Most sampled smokers-tumed-e-cigarette users initiated e-cigarette use 
because they believed e-cigarettes would be less harmful to their health than 
continuing to smoke. 

• Dual users' change in cigarette smoking since initiating e-cigarette use: 

o Adult smokers who became frequent e-cigarette users had reduced their daily 
cigarette consumption by around 3/4 of a pack of 20 cigarettes per day, on 
average. 
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• Flavor of first e-cigarette/e-liquid purchased: 

o Unlike when e-cigarettes were first introduced, with few flavors other than 
tobacco or menthol, sampled adult frequent e-cigarette users are now most 
likely to have initiated e-cigarette use with products flavored to taste like fruit 
or a fruit beverage, and increasingly likely to have initiated e-cigarette use 
with products flavored to taste like a dessert or pastry. 

• Currently used e-cigarette/e-liquid flavors: 

o Current e-cigarette use among sampled frequent e-cigarette users is dominated 
by the use of products flavored to taste like fruit/fruit beverage, dessert/pastry 
or candy/chocolate/sweets. 

• Nicotine concentration of first e-cigarette/e-liquid purchased: 

o Sampled frequent e-cigarette users with a history of cigarette smoking are 
increasingly likely to have initiated e-cigarette use with products containing 
lower nicotine concentrations. 

• Nicotine concentration of currently used products: 

o Current e-cigarette use among sampled adult frequent e-cigarette users in the 
United States is characterized by use of vapor products containing 1-6 mg/ml 
nicotine. 

• Perceived dependence on e-cigarettes: 

o 62% of sampled adult frequent e-cigarette users perceive themselves as having 
low or no dependence on e-cigarettes. 

• Interest in smoking since becoming a frequent e-cigarette user: 

o The vast majority of sampled frequent e-cigarette users, regardless of smoking 
history, have become less interested in smoking cigarettes since they started 
using e-cigarettes frequently. 

• Likelihood of initiating smoking in the absence of e-cigarettes: 

o Frequent e-cigarette use may have prevented half of sampled lifetime never
smokers from becoming lifetime smokers. 
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B. Flavors are important to migrate smokers to less hazardous products 

FDA's goal to migrate cigarette smokers to less hazardous nicotine products such as 
EVPs must take into account the central and important role that flavors play in achieving that 
goal. Flavorings are an integral part of e-cigarette liquids. E-cigarettes are virtually flavorless 
without the use of flavoring additives. The main ingredients in e-cigarette liquids - propylene 
glycol, glycerol, and nicotine - are odorless and have a slightly sweet or bitter (if including 
nicotine) taste. Use of flavorless e-liquids would result in a bland experience that may 
discourage smokers considering migrating to an EVP. It is important to note that EVPs are in 
competition with traditional combusted cigarettes which, albeit with a characterizing flavor ban, 
have pronounced flavor and sensory properties. A brief look at the bourgeoning e-cigarette and 
e-liquid markets highlights flavors' import to EVPs and consumers. In 2012, researchers 
determined that, among 466 e-cigarette and flavors brands, more than 7,000 different flavors 
were being marketed.23 In 2014, those same researchers determined that approximately 242 new 
flavors were added into the market per month, on average. 24 By 2015, almost half of products in 
that market were flavored products other than tobacco. 25 

Historically, data indicates that many smokers who first try an e-cigarette start with 
tobacco or menthol flavor, and ultimately, most of those smokers switch to other flavors, such as 
fruit or dessert flavors, as they transition from smoking to vaping.26 According to Russell et al. 
(2018), data on which e-cigarette/e-liquid flavors were first purchased by people new to vaping 
indicated a steady decline over time in the popularity of e-cigarettes/e-liquids flavored as 
"tobacco" or "menthol," and an increasing popularity of flavors that were not associated with 
combusted smoking. In the past, smokers were more likely to choose "tobacco" or "menthol" as 
their first e-cigarette flavor. More recently, smokers are more likely to choose sweet or dessert 
flavored e-cigarettes when they first try an e-cigarette. 

Specifically, tobacco-flavored e-cigarettes/e-liquids were the most popular first flavor 
purchased of all first purchases made prior to 2011 (44.8%) and between 2011 and 2013 
(33.4%). Between 2013 and 2015, that proportion reduced to 25.8%. In 2016 that percentage 
was further reduced to 20.8%. The proportion of first e-cigarette/e-liquid purchases that were 
menthol/mint-flavored also declined at a consistent rate, from 20.7% of all first purchases made 
prior to 2011 (ranked 2nd) to 13.3% of all first purchases made in mid-2016 through mid-2017 
(ranked 4th).27 

23 Zhu SH, Sun JY, Bonnevie E, Cummins SE, Gamst A, Yin L, Lee M. Four hundred and sixty brands of e
cigarettes and counting: implications for product regulation. Tob Control. 2014; 23 Suppl3:iii3-9. 
24 !d. 
25 Marynak KL, Gammon DG, Rogers T, Coats EM, Singh T, King BA. Sales of Nicotine-Containing Electronic 
Cigarette Products: United States, 2015. Am J Public Health. 2017;107:702-705. 
26 Russell, C., McKeganey, N., Dickson, T. and Nides, M. Changing patterns of first e-cigarette flavor used and 
current flavors used by 20,836 adult frequent e-cigarette users in the USA. 2017. Harm Reduction Journal, June 
2018. https://harmreduclionjoumal.biomedcentral.com/articles/1 0.1186/s 12954-018-0238-6. 
27 Russell, C., McKeganey, N., Dickson, T. and Nides, M. Changing patterns of first e-cigarette flavor used and 
current flavors used by 20,836 adult frequent e-cigarette users in the USA. 2017. Harm Reduction Journal, June 
2018. hllps://hanmeductionjoumal.biomedcentral.com/articles/1 0.1186/s 12954-018-0238-6. 
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Since 2013, fruit and fruit beverage flavors have replaced tobacco flavors as the most 
popular flavor of first e-cigarette/e-liquid purchase, having doubled from 17.9% of all first 
purchases made prior to 2011 to 36.6% of all first purchases made in the past 12 months. The 
proportion of first purchases that were dessert or pastry flavored had also increased consistently 
over the past five years, from 6. 7% pre-20 11 (ranked 5th) to 16.5% of all first purchases made in 
mid-2016 through mid-2017 (ranked 3rd- pushing menthol/mint out of the "top 3" for the first 
time). See Figure 13 below (Russell eta!., unpublished). 
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Figure 13. FL1Your oftlrst e·cigarette/e-liquid purchased by time offust e·cigarer:te purchase: All frequent e-cigarer:te users (n = 10.641). 

Flavors are also becoming increasingly important to smokers switching to less hazardous 
alternatives and avoiding relapse back to combusted smoking. The transition in the types of 
flavors used over time may reflect some smokers' initial desire to find a product resembling 
smoking in order to ease the transition, while they later switch to a contrasting flavor to prevent 
the flavor from serving as a cue to resume combustible cigarettes-since fruit or sweet flavors 
provide a very different taste experience compared to the harsh taste of cigarette smoke. 28 In 
preventing relapse to smoking, flavors may, therefore, act both as a distraction from smoking and 
as a relapse prevention aid. Moreover, there may be an enhanced appeal of flavors among 
consumers, and this may help them reduce or quit use of combustible cigarettes.29 The ability of 
consumers to choose their own e-cigarette flavors to suit their individual needs and preferences 

28 Simmons VN, Quinn GP, Harrell PT, Meltzer LR, Correa JB, Unrod M, Brandon TH. E-cigarette use in adults: a 
qualitative study of users' perceptions and future use intentions. Addict Res Theory. 20 16;24:313-321. 
29 Audrain-McGovern J, Strasser AA, Wileyto EP. The impact of flavoring on the rewarding and reinforcing value 
of e-cigarettes with nicotine among young adult smokers. Drug Alcohol Depend. 2016;166:263-267. 
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may also be particularly important m helping smokers migrate away from combustible 
cigarettes. 30 

Even though smokers who switch to nicotine-containing EVPs are still using nicotine, it 
is important for FDA to put that in context with the fact that those smokers have technically quit 
smoking, are exposed to significantly less harmful and potentially harmful constituents 
("HPHCs") compared to smoking, and according to Russell et al.'s (2018) survey, generally rate 
themselves as having no or low nicotine dependence (see Section II.D below). Findings from 
several recent clinical studies have shown that smokers who have switched to e-cigarettes have 
significantly lower exposure to the carcinogens and toxicants found in cigarette smoke, with 
reductions largely indistinguishable from complete smoking cessation or use of approved 
nicotine replacement products. 31 Likewise, PHE' s 2018 updated independent expert review 
found that e-cigarettes pose only a small fraction (~5%) of the risks of combustible smoking and 
that switching completely from smoking to vaping conveys substantial health benefits. 32 This 
PHE 2018 report reaffirmed the PHE 2015 conclusion that EVPs are "95% less harmful" than 
smoking. Similarly, the Royal College of Physicians 2016 report stated the long-term health 
risks associated with e-cigarettes are "unlikely to exceed 5% of those associated with smoked 
tobacco products, and may well be substantially lower." 

C. Flavors and/or EVPs are Not a Gateway to Smoking 

While flavors may contribute to the appeal and intention to use e-cigarettes, the data 
indicates they have minimal effects in creating a new generation of nicotine users among never 
smokers. Between 2010 and 2015, the period in which the Surgeon General points to rapidly 
increasing use of e-cigarettes among US young adults, the prevalence of smoking was reduced 
by 54% among 18-19 year-old males and by 64% among 18-19 year-old females. These 
reductions are three and five times larger, respectively, than the reductions observed between 
2005 and 2010, when e-cigarette use was essentially zero. According to the Centers for Disease 
Control and Prevention ("CDC"), while e-cigarette use among middle and high school students 
increased in 2015, there was a "significant decrease" in com busted cigarette use among high 

30 Simmons VN, Quinn GP, Harrell PT, Meltzer LR, Correa JB, Unrod M, Brandon TH. E-cigarette use in adults: a 
qualitative study of users' perceptions and future use intentions. Addict Res Theory. 2016;24:313-321. 
31 O'Connell, G., D. W. Graff and C. D. D'Ruiz (2016). "Reductions in biomarkers of exposure (BoE) to harmful or 
potentially harmful constituents (HPHCs) following partial or complete substitution of cigarettes with electronic 
cigarettes in adult smokers." Toxicol Mech Methods: 1-12. Goniewicz, M. L., M. Gawron, D. M. Smith, M. Peng, 
P. Jacob and N. L. Benowitz (2016). "Exposure to Nicotine and Selected Toxicants in Cigarette Smokers Who 
Switched to Electronic Cigarettes: A Longitudinal Within-Subjects Observational Study." Nicotine & Tobacco 
Research. 19(2): 160-167; Shahab, L., M. L. Goniewicz, B. C. Blount and et al. (2017). "Nicotine, carcinogen, and 
toxin exposure in long-term e-cigarette and nicotine replacement therapy users: A cross-sectional study." Annals of 
Internal Medicine. 166(6):390-400. 
32 https://www.gov.uk/goverrunent/news/e-cigareues-around-95-less-harmful-than-tobacco-estimates-landmark
review; hltps://www.gov.uk/govemmentlnews/phe-publishe ·-independent-expert-e-cigarette ·-evidence-review; see 
also httos://www.theguardian.com/ ociety/20 17/oct/24/e-cigarette-ban -highlight.-public-hea llh-divide-between-u -
and-uk-researcher (The UK's Royal College ofPhysicians found that e-cigarettes carried only about 5% of the risks 
of smoking. One recent study showed using e-cigarettes had become the most popular method of quitting in the UK, 
while another suggested young people who tried e-cigarettes were not more likely to take up smoking as a result.) 
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school students from 2011 through 2015Y In 2017, Jamal et al. wrote: "[d]uring 2015-2016, 
the use of any tobacco product, any combustible tobacco product, 2:2 tobacco products, e
cigarettes, and hookahs declined among high school students, and e-cigarette use declined among 
middle school students."34 

Notwithstanding these declines, a number of public health researchers have questioned 
whether the use of e-cigarettes might cause some non-smokers, particularly adolescents and 
young adults, to begin smoking cigarettes. This concern is frequently expressed in terms of 
whether or not e-cigarettes are a "gateway" to combustible cigarettes. (See Bell and Keane, 
2014; Chatterjee et al., 2016; Cooke et al., 2015; Franck et al., 2016; Kozlowski and Warner, 
2017; Peterson and Hecht, 2017; and Schneider and Diehl, 2016 [1-7]).35 

There are three defining characteristics of a gateway relationship between the use of two 
drugs. First, the order of initiation must be such that the initial use of the gateway drug 
"regularly" precedes the second drug ("sequencing"). Second, users of one of these drugs must 
be significantly more likely to be users of the other drug as well, compared to the population 
being studied as a whole ("association"). Third, use of the gateway drug must actually cause use 
ofthe second drug ("causation").36 While the sequencing and association criteria are merely pre
conditions that must be met before a gateway effect can be considered possible, the third 
criterion, causation, is the essence of the gateway theory. In practice, evidence of causation is 
very difficult to establish in public health matters, and there are few publications that claim to 
meet this standard. For example, even Dr. Adam Levanthal, whose research team conducted the 
most fundamentally sound longitudinal study of adolescent e-cigarette users (Levanthal et al., 
2015 [ 19]), stated that: 

... currently, there is not enough scientific evidence to definitively determine 
whether e-cigarette use leads to use of smokeable tobacco products in teens. Our 
study is among the first to address this issue, [but] because it was an observational 
study, we cannot conclude that e-cigarettes may be causing teens to start using 
smokeable tobacco products" 

(Baker, 2015). Dr. Levanthal's point about his study being "observational" applies to virtually 
every study that endeavors to provide evidence concerning whether e-cigarette use causes 
smoking. Researchers cannot ethically manipulate a variable, such as use of e-cigarettes, that 

33 CDC, Tobacco Use among Middle and High School Students- United States, 2011-2015, 
http :llwww.cdc.gov/tobaccol in.{ographics/ you.lhl index.hlm. 2016. 
34 Jamal A, Gentzke A, Hu SS, Cullen KA, Apelberg BJ, Homa DM, King BA. Tobacco Use Among Middle and 
High School Students- United States, 2011-2016. MMWR Morb Mortal Wkly Rep. 20 17;66:597-603. 
35 Despite decades of research and debate, there is still no consensus in favor of the gateway theory, and many 
public health researchers favor competing theories (e.g., Degenhardt et al., 20 10; Tarter et al., 2006; van Leeuwen et 
a/., 20 ll; Vanyukov eta/., 20 12; [ ll-14]). The gateway theory was devised to explain escalating patterns of use of 
different and more serious drugs. In contrast, the alleged gateway effect of e-cigarettes to other tobacco products 
only involves nicotine, which many e-liquids do not even contain (Hamilton et al., 2015; Miech et al., 2016; Morean 
et al., 2016 [15-17]). 
36 Kandel, D.B., Does marijuana use cause the use of other drugs? JAMA, 2003. 289(4): p. 482-3. 
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they predict will increase the risk of a detrimental outcome, such as initiation of smoking, just to 
see if it can (see 45 CFR section 46 for guidelines on protection of human subjects). On the 
other hand, introducing e-cigarettes to a group of smokers with intention to quit is an ethical 
study design, but does not inform us about the role of e-cigarettes in causing smoking. For this 
reason the question of causation is inherently difficult to address in a study of human subjects.37 

Additionally, several other longitudinal studies claimed that e-cigarette use at baseline 
predicted smoking at follow up (Primack et al., 2015; Wills et al., 2017; Barrington-Trimis et al., 
2016).38 However, those studies only assessed ever-use or past 30-day e-cigarette use (Unger et 
al., 2015) and did not assess the nicotine content of e-cigarettes used.39 There was no evidence 
that adolescents were regular e-cigarette users at baseline and no evidence that they transitioned 
to regular tobacco cigarette use. These aspects are crucial in supporting a gateway hypothesis, 
i.e., that adolescents became addicted to e-cigarettes and then transitioned to smoking and/or 
became addicted to smoking. 

In a 2017 study on the issue of whether e-cigarette use is a gateway to tobacco use, PHE 
asked the question: "If youth e-cigarette use is causing smoking and is being observed in an 
increasing proportion of young people, why are youth smoking rates continuing to decline?"40 

PHE analyzed data involving 60,000 youth from five surveys conducted between 2015 and 2017: 
the Youth Tobacco Policy Survey; the Schools Health Research Network Wales survey; two 
Action on Smoking and Health Smokefree GB-Youth Surveys; and the Scottish Schools 
Adolescent Lifestyle and Substance Use Survey. PHE concluded: 

Our findings indicate that there is no evidence of e-cigarettes driving smoking 
prevalence upwards. This is important, and suggests that fears about e-cigarettes 
as a gateway to more youth becoming smokers are not currently justified.... In 
England, a national schools survey in 2014 found that 18% of 11 to 15 year olds 
reported trying smoking at least once, the lowest level recorded since the survey 
began in 1982, continuing a decline from 42% who reported trying smoking 

37 A more definitive measurement of the percentage of e-cigarette users who try smoking may be possible with the 
availability of the Population Assessment of Tobacco and Health (PATH) Wave 2 data. The PATH data may also 
allow a more valid assessment of how e-cigarette use affects intentions to try smoking in the future. 
38 Leventhal, A. M.; Strong, D. R.; Kirkpatrick, M. G.; Unger, J. B.; Sussman, S.; Riggs, N. R.; Stone, M. D. ; 
Khoddam, R.; Samet, J. M.; Audrain-McGovern, J. Association of Electronic Cigarette Use With Initiation of 
Combustible Tobacco Product Smoking in Early Adolescence. JAMA 2015, 314, 700-7; 118; Primack BA, Soneji 
S, Stoolmiller M, Fine MJ, Sargent JD. Progression to Traditional Cigarette Smoking After Electronic Cigarette Use 
Among US Adolescents and Young Adults. JAMA Pediatr. 2015;169:1018-23; 119; Wills TA, Knight R, Sargent 
JD, Gibbons FX, Pagano I, Williams RJ. Longitudinal study of e-cigarette use and onset of cigarette smoking among 
high school students in Hawaii. Tob. Control 2017;26:34-39; 120; Barrington-Trimis JL, Berhane K, Unger JB, 
Cruz TB, Urman R, Chou CP, Howland S, Wang K, Pentz MA, Gilreath TD, Huh J, Leventhal AM, Samet JM, 
McConnell R. The E-cigarette Social Environment, E-cigarette Use, and Susceptibility to Cigarette Smoking. J. 
Adolesc. Health 20 16;59:75-80 . 
39 Unger JB , Soto DW, Leventhal A. E-cigarette use and subsequent cigarette and marijuana use among Hispanic 
young adults. Drug Alcohol Depend. 2016;163:261-264. 
40 Bauld, Linda, eta/., Young People's Use ofE-Cigarettes across the United Kingdom: Findings from Five Surveys 
2015-2017, International Journal of Environmental Research and Public Health, 2017; 973. 
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observed in 2003. Similarly, 3% of pupils reported smoking at least weekly, 
again a decline since 2002, when 10% were at least weekly smokers. These 
findings are consistent with ours reported here for Great Britain/UK. 

According to Linda Bauld, professor of health policy at the University of Stirling, which 
collaborated in the research with PHE, "[ o ]ur analysis of the latest survey from all parts of the 
United Kingdom, involving thousands of teenagers shows clearly that for those teens who don't 
smoke, 'e-cigg' [sic] experimentation is simply not translating into regular use."41 

The Russell et al. (unpublished) survey supports PRE's overarching conclusion that e
cigarette use is not a gateway to combusted smoking, finding that of the 22,411 people surveyed 
who had ever tried an EVP, only 31 (0.1% of all participants) had begun smoking after 
trying an e-cigarette. 42 This number is in stark contrast to the 16,264 smokers who quit and 
turned to vaping and the 1,461 smokers who dual-used EVPs and combustible cigarettes. 

There is no convincing evidence that youth who would not have smoked in the absence 
of e-cigarettes initiate e-cigarette use and then transition to smoking because of flavors. On the 
other hand, there is strong evidence of the potential benefit of e-cigarettes and flavors in adult 
smokers, and a strong trend of a steadily decreasing number of combustible cigarette smokers 
year-after-year. These positive public health outcomes are very unlikely to be offset by the e
cigarette experimentation currently observed in youth and the minimal proportion of never 
smoking youth who usee-cigarettes and flavors. 

D. Former-Smoking V apers Rate Themselves as Having No or Low Dependence 
on Vaping 

"[FDA's] goal is to enable greater use of safe and effective options to help those who are 
addicted to nicotine get the help they need to quit combustible cigarettes altogether."43 In order 
to achieve this goal, FDA has proposed through its March 15, 2018 ANPRM- Tobacco Product 
Standard for Nicotine Level of Combusted Cigarettes- to drastically reduce levels of nicotine in 
combustible cigarettes to minimally or non-addictive levels through achievable product 
standards, while simultaneously encouraging the development of innovative products, such as 
EVPs, that show promise to be less harmful than cigarettes. 

41 http ://www.telegraph.eo.uk/news/2017/08/29/e-cigaretle-teen-wamings-unfounded- ay -public-health-england! 
42 Of the 1,525 participants who had not smoked at least 100 cigarettes in their lifetime (i. e., never-smokers) prior to 
their first use of an e-cigarette, 1,259 (5.6% of all participants) had not smoked any cigarettes in the 30 days prior to 
their first use of an e-cigarette use. Of these 1,259 participants, 31 (0.1% of all participants) had smoked on 20 or 
more of the 30 days prior to the survey (i.e., frequent smokers) and had used an e-cigarette on 20 or more of the past 
30 days (i.e ., frequent e-cigarette users) . Therefore, 31 participants (0.1% of all participants) in this survey fit criteria 
for categorization as an e-cigarette user-turned-dual user of cigarettes and e-cigarettes. Russell, C. , McKeganey, N., 
Dickson, T. and Nides, M. Patterns of cigarette smoking and e-cigarette use among 20,676 adult frequent e-cigarette 
users in the United States. Unpublished, 2017. Centre for Substance Use Research: Glasgow, UK at 39. 
43 hLtps://bJogs.fda .gov/ fdavoice/index.pbp/20 17/ ll /advancing-medicinaJ-nicotine-replacement-Ulerapie '-a -new
drugs-a-new-step-in-fdas-comprehensi ve-approach-lo-tobacco-and-nicotine/ 
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According to Russell et al. (unpublished), smokers-turned-e-cigarette users who decided 

to try e-cigarettes were motivated primarily by concerns about the effects of smoking on future 
health. An overwhelming majority (71.3%) of them also reasoned that migrating toe-cigarettes 
could help them quit smoking completely. Consistent with FDA's goal to migrate smokers toe
cigarettes for purposes of quitting smoking, one of the main aims of Russell et al. 's study was to 
obtain data on how perceived dependence on e-cigarettes varies across different patterns of e
cigarette use. In order for consumers to transition away from more hazardous products, such as 
cigarettes, to less hazardous nicotine-containing products, such as EVPs, consumers must have 
truthful and accurate information about their reduced risk, including the risk of dependence, in 
relation to traditional, combustible cigarettes, and the ability ofEVPs to help them quit smoking. 

Russell et al. (unpublished) found that the majority (62.8%) of the 20,676 frequent e
cigarette users perceived their dependence one-cigarettes to be "low" or less, as assessed by the 
Penn State Electronic Cigarette Dependence Index; 28.4% and 8.9% were categorized as having 
"medium dependence" and "high dependence," respectively. Never-smoker e-cigarette users 
reported the highest rate of zero dependence (26.9%) and, consequently, the lowest rates of low 
dependence (46.1 %), medium dependence (21.0%), and high dependence (5.9%).44 

Data on the nicotine concentration of currently used products may be relevant to 
dependence, and reveal a trend among e-cigarette users. These finding may be attributable to 
never-smoker e-cigarette users' higher rate of current use of e-liquids containing less than 6 
mg/ml, and higher rate of current typical consumption of less than 60-mls of e-liquid per week; 
the majority (77.5%) of all frequent e-cigarette users were currently using e-liquids containing 1-
6 mg/ml of nicotine, with rates ranging non-significantly from 74.7% among dual users to 81.6% 
among former-smoker e-cigarette users. An additional 6.2% were currently using e-liquids that 
do not contain nicotine (i.e., just flavors). 45 In contrast, dual users of cigarettes and e-cigarettes 
reported the highest rates of low medium dependence (31.8%) and high dependence (12.1 %), 
and the lowest rate of zero dependence (9.1 %). 

Russell et al. (unpublished) concluded that the majority of sampled open-system device 
users were smokers-turned-e-cigarette users who currently use combinations of devices, nicotine 
strengths, and weekly volumes of e-liquid that, together, are associated with a perceived low 
level of dependence one-cigarettes in the majority of users. 

III. Potential Marketing Restrictions 

Fontem believes that less hazardous alternatives to combusted tobacco products, such as 
EVPs, can make a significant contribution to tobacco harm reduction and recognizes that EVPs 
require responsible marketing. Fontem is committed to the marketing, advertising and sale of its 
EVPs responsibly within the local laws, codes of practice and voluntary agreements which 

44 Russell, C., McKeganey, N., Dickson, T. and Nides, M. Patterns of cigarette smoking and e-cigarette use among 
20,676 adult frequent e-cigarette users in the United States. Unpublished, 2017. Centre for Substance Use Research: 
Glasgow, UK. 
45 !d. at 87-89. 
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govern the advertising and promotion of EVPs, and Fontem has adopted a number of standards 
which govern its advertising, promotion and marketing activities, and corresponding sales of its 
EVPs. For example, Fontem's internal E-Vapor Products Marketing Standard includes, but is 
not limited to, the following mandates: 

1. Adult only advertising and promotions, including print, outdoor and digital (e.g., 
internet sites, internet/digital advertisements, mobile smartphone applications, 
etc.) 

2. Adult verification on website and for online sales (restricting online sales of EVPs 
to adults who have completed an adult verification process) 

3. Retail merchandising agreements minimizing youth access, e.g., maintain signage 
that restricts sales to adults, carry out an ID check for anyone who appears to not 
be an adult and who attempts to purchase EVPs 

4. Social media, cinema, television and radio advertising and marketing guidelines, 
e.g., where advertising of EVPs are permitted: on radio and television, Fontem 
will only place advertising of branded EVPs during those hours when the 
programming is directed at adults (so as to minimize exposure to youth) 

5. No use of youth-appealing names for its flavors or packaging, e.g., all of 
F ontem' s E-Vapour Products' packaging materials will be designed in a manner 
so that the content clearly does not appeal to Youth and include appropriate 
warning labels/language 

Fontem requires all employees and anyone working on behalf of Fontem in the advertising, 
promotion, and marketing ofFontem EVPs to follow these mandates. 

Banning flavors in all tobacco products is a drastic and unnecessary step, especially in 
light of less restrictive means of accomplishing the goal of limiting the use of EVPs and other 
tobacco products by youth. FDA should first consider the regulations currently in effect that 
exist to keep EVPs and other tobacco products out of the hands of minors and whether, for 
example, a potential solution lies in improved enforcement of existing laws and regulations. If 
additional, reasonable restrictions on the marketing, sale, and distribution of flavored tobacco 
products are warranted, several options exist that would help keep flavored EVPs and other 
tobacco products out of the hands of yout through less restrictive means that would not 
negatively impact the many adults who use the products in order to quit smoking. 

Significant regulatory restrictions on the marketing, advertising, and sale of tobacco 
products already exist under the 2009 Tobacco Control Act, which include, but are not limited 
to: 

• Bans on outdoor advertising within 1,000 feet of schools and playgrounds; 
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• Bans on brand sponsorships of sports and entertainment events; 
• Bans on free giveaways of any non-tobacco items with the purchase of a product 

or in exchange for coupons or proof of purchase; 
• Restricts vending machines and self-service displays to adult-only facilities; 
• Establishes 18 as a federal nationwide minimum age for legal tobacco product 

sales with strong federal penalties, including the loss of the right to sell tobacco 
products for chronic, repeat offenders (with no preemption of existing state laws 
or penalties, and preserving state authority to impose higher minimum-age laws); 

• Requires retailers to verify age for all over-the-counter sales by checking a 
photographic ID, and provides for federal enforcement and penalties against 
retailers who sell to minors. 

The regulation of e-cigarette and tobacco product marketing has become a guiding tenet 
for the industry's connection to its consumers, particularly in the context of product packaging, 
warnings, and media advertising. Fontem has adopted significant measures in its internal 
marketing standards in an effort to lead the industry in self-regulation. Effective regulation can 
be achieved through comprehensive and industry-coordinated marketing and advertising 
restrictions. 

IV. Toxicology of Flavors 

FDA must evaluate all available data in an impartial and comprehensive manner and base 
any recommendations or regulatory decisions on a rigorous evaluation of sound science. The 
scientific case in favor of EVPs compared to combustible products continues to grow and 
support the conclusion that EVPs present a reduced risk of harm compared to combustible 
cigarettes. PHE's 2018 updated independent expert review found that e-cigarettes pose only a 
small fraction (~5%) of the risks of combustible smoking and that switching completely from 
smoking to vaping conveys substantial health benefits. This PHE 2018 report reaffirmed the 
PHE 2015 conclusion that EVPs are "95% less harmful" than smoking. Similarly, the Royal 
College of Physicians 2016 report stated the long-term health risks associated withe-cigarettes 
are "unlikely to exceed 5% of those associated with smoked tobacco products, and may well be 
substantially lower." Likewise, a January 23, 2018 report to FDA by the National Academies of 
Sciences, Engineering and Medicine cited strong evidence that e-cigarettes are safer than 
traditional smoking products, may help smokers quit, and that switching can reduce smokers ' 
exposure to tar, dangerous chemicals and other carcinogens.46 In the UK alone, it has been 
proposed that even switching just 1% of smokers annually from smoking to less harmful nicotine 
sources could potentially save 60,000 lives in a decade.47 

46 See Kathleen Stratton, Leslie Y. Kwan, and David L. Eaton, Editors, "Public Health Consequences of E
Cigarettes," January 23, 20 18; http://nationalacademies.org/lund!Reports/20 18/public-health-consequences-of- -
cigarettes.a px 
47 Fagerstrom KO, Bridgman K. Tobacco harm reduction: the need for new products that can compete with 
cigarettes. Addict Behav. 2014;39:507-11. 
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Current evidence concerning whether specific flavors increase health risks among e
cigarette users is limited. In fact, according to Tierney eta!., 2015, "the toxicity contributed by 
the flavor components is unknown" (Iskandar et a!., 2016), and where data does exist on the 
toxicity of effects of e-liquids (including flavors), it is inconsistent.48 For example, some studies 
have reported that the toxicity effects of e-liquids were significantly fewer than those of cigarette 
smoke extract. (Farsalinos eta!., 2013; Misra eta!., 2014; Romagna eta!., 2013). Others have 
concluded that the toxicological effects of e-cigarettes were measurable, and thus may pose some 
risk of adverse health consequences. (Lerner eta!., 2015; Scheffler et al., 2015; Shivalingappa et 
al., 2015).49 Notwithstanding the current limited and inconsistent research on the toxicology of 
certain flavor components, Fontem recognizes that a regulatory intervention for the use of 
diacetyl and acetyl propionyl, as well as some specific flavors (e.g., cinnamon) in e-cigarette 
liquids may be reasonable. Otherwise, because the data and evidence are scant and inconsistent, 
FDA does not have the scientific basis to ban certain EVP flavor compounds based on a potential 
toxicological concern. 

A more comprehensive and coherent approach to assessing the health impact of EVPs 
and to substantiating their potential for reducing the risk associated with smoking is needed, 
which should include more research into specific flavor compounds that may have toxicological 
concern. The US Institute of Medicine has stated that a combination of appropriate in vitro 
toxicity testing and clinical studies in comparison with a "benchmark product" should be 
explored. 50 Additionally, research should focus on developing standardized protocols for 
assessing the toxicity potential of flavors, focused on methods that would be valuable in the 
clinical context. 

Fontem has developed a tiered approach to product assessment, which can be employed 
to evaluate whether or not its products are both significantly less harmful than smoking cigarettes 
and are an effective alternative for smokers. Fontem applies innovative systems and the latest 
technologies to assess and analyze vaping products and follows a three step process that 
incorporates non-clinical studies, clinical studies, and population impact assessment. 
Additionally, Fontem frequently collaborates with independent institutions, regulatory bodies 
and technology leaders to conduct research that is highly relevant to its consumers, health 
experts and international policy-makers. Fontem's studies are guided and shaped by the ongoing 
public policy debate around vapor products and regularly seek advice from science experts, 
academics and the public health community to ensure it produces relevant studies. This involves 
addressing research gaps, inviting third party professionals to critique our science through the 
process of peer reviews and regularly presenting our research at international conferences. 
Fontem shares the results of its research with national and international standards bodies to help 
develop robust testing and manufacturing standards. 

48 Iskandar AR, Gonzalez-Suarez I, Majeed S, et al. A framework for in vitro systems toxicology assessment of e
liquids. Toxicology Mechanisms and Methods. 2016;26(6) :392-416. doi: 10.3109/15376516.2016.1170251. 
49 !d. 
50 Institute of Medicine (US) Committee to assess the science base for tobacco harm reduction. In: Stratton K, Shetty 
P, Wallace R, et al., editors. Clearing the smoke: assessing the science base for tobacco harm reduction. Washington 
(DC): National Academies Press (US); 2001. 
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Additionally, Fontem applies a rigorous internal toxicology testing program, utilizing 

various assays and research tools to assess product safety, e.g., genotoxicity/mutagenicity, smoke 
chemistry, carcinogenicity, developmental toxicity, etc., which give Fontem in-depth knowledge 
of its products, enabling its teams of toxicologists and product and health scientists to better 
understand potential effects of its products on consumers' health and to ensure its products are of 
the highest industry standard. 

Fontem's clinical data has shown in biomarkers studied that the reductions in levels of 
HPHCs following exclusive use of blu e-cigarettes were almost indistinguishable from 
reductions in smokers who stopped smoking altogether during the same time. In fact, research 
conducted by Fontem showed that blue-cigarette vapor is over 95% less toxic than smoke from a 
cigarette, contains over 99% fewer toxicants and carcinogens and does not negatively impact 
indoor air qualityY Other recently published clinical research has also shown that smokers who 
have switched to vaping have significantly lower exposure to carcinogens and toxicants found in 
cigarette smoke, with reductions largely indistinguishable from complete smoking cessation or 
the use oflicensed nicotine replacement products. 

In coordination with its internal toxicology program, Fontem is also committed to 
responsible product stewardship practices, ensuring product safety from product conception to 
consumer use. Fontem's product stewardship practices can be divided into three areas: 1) pre
market product stewardship; 2) batch release; and 3) post-market product stewardship. In pre
market, Fontem conducts rigorous risk assessment of ingredients and materials performed by 
registered toxicologists, device quality testing, and aerosol chemistry and in-vitro toxicology 
with a focus on nicotine, carbonyls and metals, and in-vitro biological testing. Fontem's batch 
release stewardship is equally thorough, focusing on manufacturing quality (input, process and 
process controls) and traceability (e.g., device and packaging authenticity), to assure consumers 
and regulators of product quality, and to contribute to the development of the EVP sector. And 
finally, Fontem conducts post-market stewardship to more fully understand its products' impact 
on consumers and how those impacts may inform both the consumer and scientific communities 
about EVPs. 

Fontem is open and transparent about its research and commitment to product safety and 
its efforts can be seen at www.fontemventures.com and www.fontemscience.com. 

V. Significant Countervailing Effects of a Flavor Regulation and/or Ban 

In addition to the scientific information and data discussed herein, FDA must carefully 
consider the possible countervailing effects of imposing significant regulations on or banning 
flavors in tobacco products. The evidence unequivocally supports, and FDA concedes in its 
March 15, 2018 draft paper entitled "Illicit Trade in Tobacco Products after Implementation of 
an FDA Product Standard," that the result of imposing significant product standards, e.g., 

51 See Tilley, R., Simms, L., Stevenson, M., Czekala, L., Tschierske, N., Walele, T., Overview of In Vitro Methods 
Used To Assess E-Cigarettes on Toxicity Testing in 21st Century Principles, Fontem Ventures 20 18; see also Bauer, 
N., Tschierske, N., O'Connell, G., Cahours, X., Indoor Air Quality and Surface Deposition Assessment Following 
Use of an Open System E-Cigarette, Fontem Ventures 2017. 
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removing flavors from all tobacco products, would be a dramatically larger illicit cigarette 
market than currently exists.52 As a result, there would be severe negative impacts contrary to 
FDA's mandate, including exposing e-cigarette users to more harmful contraband products, as 
well as increased access of youth to illicit tobacco products. 53 

FDA must also consider how any such regulation might impact the state and local 
governments required to enforce such standards, as well whether less restrictive flavor 
regulations could achieve FDA's goals and mitigate adverse effects. As FDA has noted, the 
illicit trade in tobacco products (mainly combusted tobacco products) is well documented, which 
ITGB believes can serve as a cautionary example for FDA to consider for flavor regulation as the 
negative impacts will likely coincide. 

Exposing flavored e-cigarette/e-Liquid users to more harmfit! contraband products 

E-cigarettes are virtually flavorless without the use of flavoring ingredients. The main 
ingredients in e-cigarette liquids - propylene glycol, glycerol and nicotine - are odorless and 
have a slightly sweet or bitter (if including nicotine) taste. Use of flavorless e-liquids would 
result in a bland experience that is not expected to be attractive for smokers considering 
migrating to an EVP. A brief look at the bourgeoning e-cigarette and e-liquid markets highlights 
flavors' import to EVPs and consumers. In 2012, researchers determined that, among 466 e
cigarette and flavors brands, more than 7,000 different flavors were being marketed. 54 In 2014, 
those same researches determined that approximately 242 new flavors were added into the 
market per month, on average. 55 By 2015, almost half of the products in that market were 
flavored products other than tobacco. Flavors have become increasingly popular among EVP 
consumers and removing them from e-cigarettes and e-liquids could expose EVP users to more 
harmful contraband e-liquids and illicit markets as consumers search for flavored products like 
they have come to enjoy. 

Two purposes of the Federal Food, Drug, and Cosmetic Act ("FDC&A") were to provide 
FDA the authority: 1) "to set national standards controlling the manufacture of tobacco products 
and the identity, public disclosure, and amount of ingredients used in such products"; and 2) "to 
regulate the levels of tar, nicotine, and other harmful components of tobacco products ... "56 Any 
policies that result in an increased supply of unregulated tobacco products not manufactured 
according to FDA's legal requirements demands scrutiny. Illicit tobacco products, including 
unregulated closed system EVPs and e-liquids, will evade FDA quality control standards and 

52 FDA, Illicit Trade in Tobacco Products after Implementation of an FDA Product Standard, March 15, 2018; 
https://www.fda.gov/downloads!TobaccoProducts!NewsEven.t UCM60 I 04 7.pdf 
53 See e.g., Kulick, J.D., et a!., Unintended Consequences of Cigarette Prohibition, Regulation, and Taxation, 
Pepperdine University, Pepperdine Digital Commons, July 13, 2015. 
54 Zhu SH, Sun JY, Bonnevie E, Cummins SE, Gamst A, Yin L, Lee M. Four hundred and sixty brands of e
cigarettes and counting: implications for product regulation. Tob Control. 2014;23 Suppl3:iii3-9. 
55 Id. 
56 FDC&A at Sec. 907. 
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likely contain more harmful constituents. 57 Because manufacturers of illicit products cannot be 
effectively regulated, Americans will be deprived of the intended benefits of the FDC&A. 

Increased access o[ youth to illicit tobacco products- undermining efforts to prevent 
underage tobacco and nicotine use 

As illicit tobacco markets grow, the effectiveness of policies to prevent underage tobacco 
and nicotine use diminishes. A robust black market with lower prices will lead to increased sales 
of products not subject to FDA regulation or standard age verification by retailers. These new 
sales avenues create greater availability of cigarettes for adolescents and can increase adolescent 
tobacco and nicotine use. This would hinder the progress the United States and FDA 
specifically have made toward reducing access to tobacco products and nicotine for minors. 

Underage individuals can gain greater access to tobacco products in black markets 
because smugglers, "white van" salesmen, and street comer vendors do not worry about age 
verification. For underage tobacco product users, a contraband market can not only serve as a 
major source of illicit and unregulated tobacco products, but will also provide them tobacco 
products, e.g., liquid nicotine, that may contain ingredients and constituents potentially more 
dangerous than the lawful products FDA is considering regulating. 

Banning Flavors in Tobacco Products at the State and Local Levels Has Proved 
Problematic; Lesser Means have been Effective 

Since Congress banned combustible cigarettes with flavors other than tobacco or menthol 
in 2009, several local governments have taken the further extreme step of proposing, and in some 
cases passing and enacting, flavor bans on other tobacco products such as e-cigarettes and e
liquids. These efforts have come with issues of enforcement and implementation, and have 
drawn significant public opposition by the communities, local businesses and manufacturers they 
regulate. This experience highlights the need for effective, yet less restrictive means of 
preventing youth access to flavored tobacco products than seeking to ban characterizing flavors 
in tobacco products. 

Efforts to regulate flavored tobacco products based on subjective determinations have 
proven unfeasible and inherently flawed. By way of example, Maine's 2007 Act Concerning 
Certain Flavored Cigarettes and Flavored Cigars and Hard Snuff generally banned cigars with a 
"characterizing flavor," defined as a "distinguishable taste or aroma that is imparted to tobacco 

57 In the context of combusted tobacco products, a monograph prepared by the Center for Regulatory Effectiveness 
("CRE") lists published literature and research findings that have detailed the levels of metals and miscellaneous 
contaminants found in illegally manufactured cigarettes, such as cadmium, thallium and lead. See Levinson B. 
2011. An Inquiry into the Nature, Causes and Impacts of Contraband Cigarettes. Center for Regulatory 
Effectiveness Monograph. Public submission for February 10, 2011 TPSAC meeting; see also, Source and Health 
Implications of High Toxic Metal Concentrations in Illicit Tobacco Products by W. Edryd Stephens, Angus Calder, 
and Jason Newton, Environmental Science & Technology, Vol. 39, No. 2, 2005, pp. 479-488 (The study found that 
counterfeit cigarettes had significantly elevated levels of heavy metals and concluded that "habitual smokers of 
counterfeits may be risking additional harm from high levels of cadmium and possibly other metals."). 
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or tobacco smoke either prior to or during consumption, other than a taste or aroma form 
tobacco, menthol, clove, coffee, nuts or peppers."58 As required by Maine's CodeR. Sec. 5(4), 
employees of the Maine Attorney General's office were empowered to make determinations as 
to whether cigars had a "characterizing flavor" and whether those flavors "appeal[ ed] to youth," 
ostensibly based on their own individual, subjective perceptions of the cigar's characteristics, 
including smell and taste.59 Recognizing the inherent subjectivity of this law, the Maine 
Legislature ultimately abandoned the law as it pertained to premium cigars, while still banning 
"characterizing flavors" in other cigars as determined by how the cigar is advertised or 
marketed. 60 

Localities, e.g., New York City (NY), Providence (RI), Boston (MA), and San Francisco 
(CA), which have passed outright bans on the sale of flavored tobacco products (some with 
exceptions), saw legal opposition and challenges from local businesses, retailers and residents. 
These bans are currently in place. Prior to implementing any nationwide flavor regulations, FDA 
should conduct impact analyses and research into these local bans to measure their efficacy, and 
also the effects such bans have on illicit markets and the other unintended consequences 
addressed herein. 

There are less restrictive means being implemented in various other localities in the 
context of combusted flavored products that may achieve FDA's intended result without 
depriving consumers of free market choice. For example, the following less restrictive measures 
have been passed: 

• Restricting Sales to Adult-Only Stores - New York City has restricted 
the sale of flavored tobacco products (with the exception of mint or 
menthol flavors) to tobacco bars only; over 84 municipalities in 
Massachusetts have restricted the sale of flavored tobacco to "adult-only" 
stores; 

• Restricting Sales Within a Certain Distance of Schools - Chicago has 
prohibited the sale of flavored tobacco products, including menthol, within 
500 feet of schools; and Berkeley, California has prohibited the sale of 
flavored tobacco products, including menthol, within 600 feet from 
schools; and 

58 2007 Me. Laws 467. 
59 Current Maine statute, Me. Stat. tit. 22, § 1560-D(5)(A) states: "Any flavored cigar that the Attorney General 
determined had no characterizing flavor or was otherwise exempt under former subsection 5 is exempt from the 
prohibition on flavored nonpremium cigars in subsection 2 so long as no material change is made to the cigar's 
flavoring, packaging or labeling subsequent to the Attorney General's determination." 
60 "Characterizing flavors" are prohibited in other cigars based primarily on the less subjective criteria of whether 
"the cigar is advertised or marketed as having or producing the taste or aroma of candy, chocolate, vanilla, fruit, 
berry, nut, herb, spice, honey or an alcoholic drink." Me. Stat. tit. 22, § 1560-D(l)(A). 
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• Indirect Price Restrictions - Boston implemented a cigar packaging and 

pricing regulation (single cigars to cost more than $2.50, a package of two 
cigars to cost more than $5.00, and a package of three cigars to cost more 
than $7.50)61

; New York state has a state tax of$4.35 per pack, and New 
York City adds an additional $1.50.62 

Although lesser restrictive means like these would likely mitigate the various possible 
countervailing effects addressed in this comment-when compared to an outright FDA ban on 
flavors-unintended consequences can still result due to significant regulatory action, such as 
taxes, partial bans, etc., and FDA should consider and weigh these consequences in considering 
the proposals outlined in the ANPRM. By way of example, evidenced by a 2017 Tax 
Foundation report, "New York has the highest inbound smuggling activity, with an estimated 
56.8 percent of cigarettes consumed in the state deriving from smuggled sources in 2015."63 

According to the report, "New York also has the highest state cigarette tax ($4.35 per pack), not 
counting the additional local New York City cigarette tax ($1.50 per pack). Smuggling in New 
York has risen sharply since 2006 (+59%), as has the tax rate (+190%)." In addition to the 
countervailing effects addressed above, e.g., increased exposure to contraband products and 
youth access to illegal products, etc., estimated losses in tax revenue exceeded $1.6 billion in 
New York in 2015. The report's author draws a direct connection between taxes and smuggling, 
stating that New York has "the worst smuggling problem in America" because "it has the highest 
cigarette taxes in the nation."64 

It is clear that today's illegal tobacco market already poses daunting challenges for 
governments, retailers, and the public health community in the United States. Imposing 
significant flavor regulations would likely cause the illegal tobacco market to expand in size and 
strength to fill the needs of flavored e-cigarette and e-liquid users and result in negative impacts 
on public health. 

VI. Conclusion 

The scientific case in favor of EVPs compared to combustible products continues to grow 
and support the conclusion that EVPs are likely to present a reduced risk of harm compared to 
combustible cigarettes and that they can help smokers migrate to less hazardous alternatives. 
FDA has repeatedly declared that, on the continuum of risk, combustible cigarettes are of the 
most concern as it relates to safeguarding the public health and that it "seeks to enable greater 
use of safe and effective options to help those who are addicted to nicotine get the help they need 

61 Research showed that the number of neighborhoods with three or more retailers selling these cigars per 100 youth 
residents decreased from 12 stores to three, reducing neighborhood-level disparities in retail availability. Wenjun 
Li, eta!., Has Boston's 2011 Cigar Packaging and Pricing Regulation Reduced Availability of Single-Flavoured 
Cigars Popular with Youth? Aprill2, 2016. 
62 Drenkard, S. Cigarette Taxes and Cigarette Smuggling by State, 2015. Tax Foundation, Nov. 2017. 
httos:/ /tax foundation.org/cigarette-lax-cigarette-smuggling-20 15/ 
63 Drenkard, S. Cigarette Taxes and Cigarette Smuggling by State, 2015. Tax Foundation, Nov. 2017. 
https:/ / tax foundation.m·glcigarette-tax -cigarette-smuggling-2 0 15/ 
64 https://nypost.com/20 17/ll / I J/nyc-is-the-cigarette-smuggling-capital-o1:.rhe-us-study/ 
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to quit combustible cigarettes altogether." FDA must take into account that flavors play a central 
and important role in achieving that goal for two critical reasons: 

1) former smokers who have switched to vaping frequently cite flavors as an important 
tool that helped them make that critical transition to a less hazardous alternative; and 

2) flavors are becoming increasingly important to smokers switching to less hazardous 
alternatives and avoiding relapse back to cigarette smoking. 

While flavors may contribute to the appeal and intention to use e-cigarettes, data 
indicates they have minimal effects in creating a new generation of nicotine users among never 
smokers. 

FDA must evaluate all available data in an impartial and comprehensive manner and base 
any recommendations or regulatory decisions on a rigorous evaluation of sound science. Current 
evidence upon which FDA can base a regulatory determination is limited and provides 
insufficient evidence that specific flavors increase health risks among e-cigarette users. Where 
data does exist on the toxicity of effects of e-liquids alone, it is inconsistent. 

Rather than banning flavors in all tobacco products, FDA should first consider the 
regulations currently in effect that exist to keep EVPs and other tobacco products out of the 
hands of minors. FDA must also carefully consider the possible significant countervailing 
effects of imposing significant regulations or banning flavors in tobacco products and severe 
negative impacts that may occur as a result, e.g., exposing e-cigarette users to more harmful 
contraband products, increased access of youth to illicit tobacco products, and potentially, 
enforcement barriers at the state and local levels. 65 

Thank you for your consideration. 

Respectfully, 

Erin E. Warren 
US General Counsel 
Fontem US, Inc. 

65 See e.g., Kulick, J.D., et al., Unintended Consequences of Cigarette Prohibition, Regulation, and Taxation, 
Pepperdine University, Pepperdine Digital Commons, July 13, 2015. 
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