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Dear Sir or Madam: 
 

Pipe Tobacco Council (“PTC”) is the leading national trade association representing pipe 

tobacco and smoking pipe manufacturers, importers, distributors and retailers.  PTC is a key 

stakeholder in the implementation of any regulation of pipe tobacco as these regulations 

significantly affect its members’ ability to continue to conduct business.   

PTC submits these comments in response to the request by the Food and Drug 

Administration (“FDA”) for Comment on the Proposed Tobacco Product Standard for 

Characterizing Flavors in Cigars (“Proposed Product Standard”).1  The Proposed Product 

Standard proposes prohibiting “characterizing flavors” in all cigars, their components, and their 

parts.2   

As part of the Proposed Product Standard, FDA requested comment on extending it to 

product categories beyond cigars, such as waterpipe and pipe tobacco.  Specifically, in addition 

 
1 Tobacco Product Standard for Characterizing Flavors in Cigars, 87 Fed. Reg. 86, 26,396 (May 4, 2022) (“Proposed 
Product Standard”).  
 
2 The Proposed Product Standard does not define “characterizing flavors.”  Whenever used in this Comment, it 
refers to the vague criteria proposed by FDA in the Proposed Product Standard.  



 
Docket No. FDA-2021-N-1309 
August 2, 2022 
Page 2 of 23 
 

 

to seeking comment “on all parts of the proposed rule,” FDA requested comment on the 

following, which directly impacts PTC and its members: 

“Should this Proposed Product Standard cover waterpipe and/or pipe tobacco, in 
addition to cigars? Is there additional data or information that would support 
inclusion of waterpipe and/or pipe tobacco in this Proposed Product Standard?” 
 
“What are the advantages and/or disadvantages of covering other combusted 
tobacco products with this Proposed Product Standard? What evidence would 
support covering all combusted tobacco products? How should FDA define 
“combusted tobacco products” if the scope of the final Proposed Product Standard 
were expanded to include all combusted tobacco products?” 
 
“Is there a significant risk that, if FDA limits this standard to cigars, consumers 
would substitute and/or migrate to other combusted tobacco products, thereby 
undermining the public health benefits of this rule? What changes, if any, should 
FDA make to this proposal to protect against or minimize substitution and/or 
migration?”3 
 
In these comments, PTC will address only these topics.  PTC joins and incorporates by 

reference the entirety of the comments submitted by Cigar Association of America (“CAA”) 

with regard to the lack of scientific or legal basis for the Proposed Product Standard as applied to 

cigars. 

PTC’s comment is organized as follows: (1) a discussion of the history of pipe tobacco; 

(2) a discussion of the background on use of flavors in pipe tobacco; (3) a discussion on the lack 

of data and information supporting extension of the Proposed Product Standard to pipe tobacco 

products; (4) a discussion of the major disadvantages of considering expanding the Proposed 

Product Standard to pipe tobacco products; and (5) the significant legal infirmities of the 

Proposed Product Standard. 

 

 
3 Id., at 26,435. 
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I. History of Pipe Tobacco  
 

Pipe tobacco has a long and rich history throughout the world.  Specifically, in the United 

States (“U.S.”), pipe tobacco has been manufactured by different companies since at least 1849.  

While a great deal of pipe tobacco is imported, there are U.S. manufacturing operations that 

serve as important sources of jobs for U.S. workers. 

There are essentially two kinds of pipe tobacco used by American pipe tobacco smokers 

– blends that are either burley tobacco-based or Virginia tobacco-based (aromatic blends), and 

blends that are matured Virginias, cavendishes and English (traditional blends).  Aromatic 

blends, more predominant in the U.S. market, contain added sweeteners and flavorings to impart 

an aromatic “flavor.”  In contrast, traditional blends often have little or no added sweeteners and 

have very little flavoring or aroma added, many relying instead on the addition of condiment 

(i.e., unflavored, natural) tobaccos to enhance their aroma.  Traditional blends may be presented 

in ribbon, flake, roll or curly-cut form.  Generally, aromatic pipe tobaccos have a higher moisture 

content than traditional pipe tobaccos and are often cut more coarsely.  Wide varieties of pipe 

tobacco are sold in the U.S. market today, from very moist aromatic tobaccos to relatively dry 

traditional mixtures.   

a. Pipe Tobacco Versus Roll Your Own Tobacco  
 

Critical to any discussion related to potential regulations affecting pipe tobacco, 

especially related to flavors, is an understanding of the differences between pipe tobacco and 

roll-your-own tobacco (“RYO”).  As PTC has explained in prior comments and submissions to 
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FDA, the two are critically distinct despite certain RYO products attempting to blur the line to 

evade regulatory scrutiny and take advantage of the lower tax rate on pipe tobacco.4 

As noted above, pipe tobacco smoking is a centuries old practice, and pipe tobacco has 

been made in the same manner for years.  While it is a unique product, it is not a defined term 

under the Family Smoking Prevention and Tobacco Control Act (“Tobacco Control Act”), and 

the definition under the Internal Revenue Code is not specific to actual pipe tobacco or based on 

the defining characteristics of the product.  Rather, the Internal Revenue Code defines “pipe 

tobacco” as “any tobacco which, because of its appearance, type, packaging, or labeling, is 

suitable for use and likely to be offered to, or purchased by, consumers as tobacco to be smoked 

in a pipe.”5  The Internal Revenue Code, however, similarly defines “roll-your-own tobacco” as 

“any tobacco which, because of its appearance, type, packaging, or labeling, is suitable for use 

and likely to be offered to, or purchased by, consumers as tobacco for making cigarettes or 

cigars, or for use as wrappers thereof.”6  These definitions are nearly identical, and neither 

includes physical characteristics of the products.  The tax rates for the two products, however, 

are dramatically different: pipe tobacco is taxed at $2.8311 per pound while RYO is taxed at 

$24.78 per pound.7 

 Definitional clarity, based on the physical characteristics of pipe tobacco, would 

ameliorate a situation that has caused both a great loss in tax revenue and confusion in the 

marketplace, as many RYO companies misclassify products as pipe tobacco to take advantage of 

 
4 See Pipe Tobacco Council Comments to Flavors Advanced Notice of Proposed Rulemaking attached as Exhibit 1.  
 
5 26 U.S.C § 5702(n). 
 
6 26 U.S.C § 5702(o). 
 
7 Children’s Health Insurance Program Reauthorization Act, Pub. L. No. 111-3, 123 Stat. 8 (2009). 
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both the lower tax rate and less burdensome FDA regulation.  Because the tax rate for RYO is 10 

times higher than that for pipe tobacco, the lack of a clear definitional distinction between the 

two products provides huge incentive for RYO products to be labeled as traditional pipe tobacco. 

This movement has caused both marketplace confusion and a huge loss of tax revenue.8  While 

the Alcohol and Tobacco Tax and Trade Bureau (“TTB”) recognized this confusion and opened 

a rulemaking to try to create a definition of pipe tobacco,9  to date, TTB has unfortunately not 

finalized a definition of either product.10 

Having an objective and enforceable definition of pipe tobacco would eliminate the loss 

of tax revenue and help FDA regulate these two categories appropriately and according to the 

usage patterns of the actual products.  To that end, there are five objective physical 

characteristics that could be used to define pipe tobacco:  

a. Moisture content exceeds 20% of weight at the time of packaging;  

b.  At least 75% is cut tobacco 1/16th of an inch or more in width;  

c.  At least 30% of weight is pressed tobacco, flake, roll cuts, or ready rub; 

d. Contains at least 5% propylene or glycerine;  

 
8 Daniel S. Morris, Fiscal and Policy Implications of Selling Pipe Tobacco for Roll-Your-Own Cigarettes in the 
United States, PLoS ONE 7(5):e36847 (2012) (“After this tax disparity developed, RYO manufacturers began to 
label loose tobacco as pipe tobacco, making these products available to RYO customers at a lower price. . . . 
Approximately 45 million pounds of pipe tobacco has been sold for RYO use from April 2009 through August 2011, 
lowering state and federal revenue by over $1.3 billion.”) 
 
9 See Standards for Pipe Tobacco and Roll-Your-Own Tobacco; Request for Public Comment, 75 Fed. Reg. 42,659 
(July 22, 2010); 76 Fed. Reg. 52,913 (Aug. 24, 2011) (reopening comment period); Morris, supra note 5, (“Potential 
solutions include: (1) US Treasury Department distinguishing between RYO and pipe tobacco based on physical 
characteristics”). 
 
10 PTC continues to work with TTB on this and has met with representatives of TTB to continue a dialogue on this 
critical issue. 
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e.  At least 10% of weight consists of Latakia, Perique, or black tobaccos, or 

combinations thereof.11 

The presence of any two of these features serves to distinguish pipe tobacco from RYO.  

All of these criteria are objective and measurable.  Additionally, the role of moisture in the 

products is especially crucial and telling as to the inherent differences between the two products.  

As noted above, a characteristic of true pipe tobacco is that it has a higher moisture content at the 

time of packing, and it is this moisture content that allows it to be smoked in a pipe.  In order to 

smoke tobacco in a pipe, it must have sufficient moisture content to stay lit.  This moisture 

content, however, makes pipe tobacco completely incompatible, and unable to be used with, 

cigarette rolling paper or tubes.   RYO, in stark contrast to real pipe tobacco, has a much lower 

moisture content, allowing it to be smoked in rolling paper or tubes; but not allowing for RYO to 

be smoked in a pipe.  

 The need for a consistent federal definition of pipe tobacco is critical for both taxation by 

TTB and regulation by FDA, especially as it relates to RYO products, which have escaped 

regulation, avoided taxes, and misled consumers.  Were pipe tobacco and RYO defined, each 

could be appropriately regulated and taxed, while consumers would receive accurate product 

information.     

The distinction between pipe tobacco and RYO is even more important in any discussion 

regarding the critical role of flavors in pipe tobacco.  RYO products are already prohibited from 

having characterizing flavors by virtue of the Product Standard that Congress wrote into the 

 
11 PTC presented this proposed definition to FDA in a meeting on June 20, 2019. 
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Tobacco Control Act.12  Pipe tobacco, however, was not regulated by FDA until 2016, and has 

an entirely different manufacturing process than RYO.  One of the critical elements of the pipe 

tobacco manufacturing process is the use of casings, which for many products impart a flavor, 

even if not intended to be a “characterizing flavor.”  As explained below, a prohibition of 

“characterizing flavors” in pipe tobacco would undoubtedly nearly or entirely eliminate the 

entire pipe tobacco market.  There is no demonstrated scientific or factual basis to extend any 

prohibition on “characterizing flavors” to pipe tobacco.13  

II. Background on “Flavors” in Pipe Tobacco 
 

Manufacturing pipe tobacco is a unique process with many steps.  First, unlike other 

tobacco products, pipe tobacco uses many different types and varieties of tobaccos and uses the 

natural flavors and differences of those tobaccos to create unique blends.  For example, pipe 

tobacco routinely uses Burley, Oriental, Virginia, Latakia, Perique and other tobacco types and 

varieties.  The first step in manufacturing pipe tobacco is moistening the tobacco.  The next step, 

in nearly all pipe tobacco manufacturing, is to apply “casing” to the tobacco.  During this 

process, the tobacco is conditioned using water or alcohol, a humectant, and some form of sugar 

or licorice extract.  This “casing” process is solely to condition the tobacco, not to add any 

 
12 Tobacco Control Act, § 907(1)(A) (2009); see also FOOD AND DRUG ADMINISTRATION, Guidance for Industry and 
FDA Staff: General Questions and Answers on the Ban of Cigarettes that Contain Certain Characterizing Flavors 
(Edition 2) (Dec. 23, 2009) (“3. Does the special rule for cigarettes in section 907(a)(1)(A) of the FDCA, banning 
cigarettes containing an artificial or natural flavor that is a characterizing flavor, apply to loose tobacco intended to 
be used in cigarettes or as roll-your-own tobacco? Yes. The special rule for cigarettes in section 907(a)(1)(A) of the 
FDCA bans all cigarettes containing an artificial or natural flavor that is a characterizing flavor. Section 900(3) of 
the FDCA defines “cigarette” as including “tobacco, in any form . . . that is likely to be offered to, or purchased by, 
consumers as a cigarette or as roll-your-own tobacco.” Loose tobacco intended to be used in cigarettes or as roll-
your-own tobacco fits this definition of “cigarette” and therefore may not be flavored with a characterizing flavor.”)  
FDA is separately proposing a product standard to prohibit menthol in combustible cigarettes.  If finalized, this 
would also prohibit menthol as a characterizing flavor in RYO. 
 
13 As noted above, PTC incorporates in its entirety the comment of CAA and fully supports its view that there is no 
scientific, legal or factual basis to prohibit “characterizing flavors” in cigars. 
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specific flavor to the tobacco. The tobacco is then dried and packed down to set and moistened 

again.  After this, top flavorings can be added.  

An element of all aromatic pipe tobaccos, and most traditional pipe tobaccos, is that they 

are “flavored.” Pipe tobacco, however, generally does not contain one distinguishable or 

“characterizing” flavor such as “peach” (although there are a few of these types of pipe tobaccos 

in the market). Instead, pipe tobacco contains a mixture of flavors so unique that every consumer 

will describe the flavor of the product differently. This is very different from other categories of 

tobacco products where flavors are more singular and identifiable in both the product and the 

product descriptor.14    

Below are examples of product write-ups of three popular aromatic pipe tobacco blends.  

Each of these blends contain flavorings, but none could be subject to an objective consumer test 

as to what the “characterizing flavor” of the blend is. Nor would the name of the product indicate 

it is “flavored” with FDA’s undefined “characterizing flavor”:  

 Sir Walter Raleigh Aromatic: Sir Walter Raleigh Aromatic is a long-time American 
favorite blend of Burley and Virginia tobaccos that are enhanced by the addition of 
three fine liqueurs from around the world. It has a pleasant room note and a mellow, 
slightly-sweet flavor that can be enjoyed all day long. This time-honored American 
classic is a relaxing tobacco leaving an intriguing taste on your palate. Try Sir Walter 
Raleigh Aromatic or the regular blend, and see why this brand has been a big part of 
the US pipe smoking landscape for decades and save with P&C's low prices!15  
 

 
14 For instance, as an example in smokeless tobacco, Skoal® products come in wintergreen, mint, apple, berry, 
cherry, peach and citrus flavors. See NORTHERNER US, Skoal, https://www.northerner.com/us/skoal (last visited June 
2, 2022).  An example in the open-system e-cigarette category is Humble Juice Company, which products come in 
strawberry dragonfruit, banana bread, blackberry lemon and strawberry banana. See HUMBLE JUICE COMPANY, 
Collections, https://www.humblejuiceco.com/collections (last visited June 20, 2022). 
 
15 PIPES AND CIGARS, Sir Walter Raleigh, https://www.pipesandcigars.com/p/sir-walter-raleigh-aromatic-pipe-
tobacco/1440095 (last visited June 2, 2022). 
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 Mac Baren 7 Seas Royal: The smooth yet lively flavor of golden Virginias, mellow 
Burleys and a touch of black Cavendish blended with soft notes of vanilla, honey and 
fruit makes 7 Seas Royal by Mac Baren a must try for Aromatic lovers.16 
 

 Cornell & Diehl: Afternoon Delight: With notes of maple and smoky campfire, 
blended with red and bright Virginias, fragrant Orientals, dark fired Kentucky, and a 
touch of Latakia, Cornell & Diehl's Afternoon Delight will have you falling in love 
all over again.17 

 
These are only three examples of thousands of aromatic pipe tobaccos in the market.  All 

of these, however, share similar features, including that: (1) the name of the product does not 

indicate that it is flavored; (2) the description of the product does not describe any specific flavor 

imparted to either the taste or aroma of the tobacco; and (3) a user will taste different flavors in 

the product, and there would be no single “characterizing” flavor.   

It is imperative to understand the uniqueness of the pipe tobacco category, and the 

importance of flavors to it, in any conversation about potentially restricting the manufacturing or 

advertising of these products such as is contemplated in the Proposed Product Standard. 

III. There Is No Data or Information Supporting Extension of the Proposed Product 
Standard to Pipe Tobacco Products 

 
FDA has requested comment on whether the Proposed Product Standard should extend to 

pipe tobacco, in addition to cigars, and whether there is additional data or information supporting 

inclusion of pipe tobacco in this Proposed Product Standard. The answer to both of these 

questions is unequivocally no.18 As set forth below, simply put, youth do not use pipe tobacco.  

 
16 SMOKING PIPES, Mac Baren, https://www.smokingpipes.com/pipe-tobacco/mac-baren/7-Seas-Royal-
100g/product_id/70214 (last visited June 2, 2022). 
 
17 SMOKING PIPES, Cornell Diehl, https://www.smokingpipes.com/pipe-tobacco/cornell-diehl/Afternoon-Delight-
2oz/product_id/228254 (last visited June 2, 2022). 
 
18 To be clear, PTC also submits that the Proposed Product Standard, as applied to cigars, is not appropriate or 
lawful.  PTC again incorporates by reference the comments submitted to this Docket by CAA in this regard. 
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And there is no evidence that the adult subpopulations identified in the Proposed Product 

Standard suffer from any health disparities as a result of flavored pipe tobacco usage, that 

banning flavored pipe tobacco would address them, or even that these adult subpopulations 

smoke pipe tobacco. 

It is a firm and well-settled legal principle that agencies such as FDA cannot promulgate 

arbitrary and capricious regulations. FDA’s role is to “arrive at a decision that is supported by 

the administrative record, and the court’s role is to ‘determine whether or not as a matter of law 

the evidence in the administrative record permitted the agency to make the decision it did.’”19  A 

court must “hold unlawful and set aside agency action, findings, and conclusions” that are 

“arbitrary, capricious, an abuse of discretion, or otherwise not in accordance with law,”20 in 

excess of statutory authority,21 or “without observance of procedure required by law.”22  

In order to promulgate a Tobacco Product Standard, the Tobacco Control Act requires 

FDA to determine that the standard is “appropriate for the protection of the public health.”23    

FDA must consider “scientific evidence concerning (i) the risks and benefits to the population as 

a whole, including users and nonusers of tobacco products, of the proposed standard; (ii) the 

increased or decreased likelihood that existing users of tobacco products will stop using such 

 
19 Nicopure Labs, LLC v. Food & Drug Admin., 266 F. Supp. 3d 360, 391-92 (D.D.C. 2017) (quoting Occidental 
Eng’g Co., 753 F.2d 766, 769–70 (9th Cir. 1985)) (citations omitted).   
 
20 5 U.S.C. § 706(2)(A). 
 
21 Id., § 706(2)(C). 
 
22 Id., § 706(2)(D); see also Nicopure Labs, LLC, 266 F. Supp. 3d at 391-92.   
 
23 21 U.S.C. § 387g(a)(3(A). 
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products; and (iii) the increased or decreased likelihood that those who do not use tobacco 

products will start using such products.”24   

In order to uphold agency action, a court must be satisfied that the agency has 

“examine[d] the relevant data and articulate[d] a satisfactory explanation for its action, 

including a ‘rational connection between the facts found and the choice made.’”25   

As FDA appears to acknowledge in the Proposed Product Standard, there is no rational 

connection between the facts about pipe tobacco usage and the application of the Proposed 

Product Standard to pipe tobacco as “appropriate for the protection of public health.”26 

a. Youth Do Not Use Pipe Tobacco  
 

Pipe tobacco is only legally available to adults, and in fact is only used by adults. FDA 

has made it clear that it is issuing the Proposed Product Standard due to the perceived usage of 

tobacco products by youth and young adults.  PTC firmly believes that youth should never use a 

tobacco product, and PTC supports efforts to eliminate youth usage of tobacco products. FDA 

must recognize, however, that one of the purposes of the Tobacco Control Act was “to continue 

to permit the sale of tobacco products to adults in conjunction with measures to ensure that they 

are not sold or accessible to underage purchasers.”27   

 
24 Id., § 387g(b)(1) (emphasis added). 
 
25 Alpharma, Inc. v. Leavitt, 460 F.3d 1, 6 (D.C. Cir. 2006) (quoting Motor Vehicle Mfrs. Ass'n of U.S., Inc. v. State 
Farm Mut. Auto. Ins. Co., 463 U.S. 29, 43 (1983)) (emphasis supplied). 
   
26 Proposed Product Standard, 87 Fed. Reg at 26,435 (“FDA considered youth and young adult usage as a primary 
concern in determining the scope of this proposed product standard, and at this time the data is limited and appears 
to suggest that youth and young adults have a much lower prevalence of pipe tobacco use compared to cigar use.”) 
 
27 Tobacco Control Act, § 3(7).  
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Pipe tobacco is an adult product, used by adults, and FDA has not – and cannot – present 

evidence to the contrary. In fact, in the Proposed Product Standard, FDA even explains why it 

considered, but declined, to extend the Proposed Product Standard to pipe tobacco: 

FDA considered youth and young adult usage as a primary concern in 
determining the scope of this Proposed Product Standard, and at this time the 
data is limited and appears to suggest that youth and young adults have a 
much lower prevalence of pipe tobacco use compared to cigar use. According to 
the 2020 NYTS, 0.7 percent of high school students (or approximately 110,000 
students) reported using pipe tobacco within the previous 30 days and 0.4 percent 
of middle school students (or approximately 40,000 students) reported pipe 
tobacco use in the prior 30 days (Ref. 7). FDA is concerned that current data may 
underestimate the number of smokers who use pipe tobacco to roll their own 
cigarettes or cigars, but the lack of data on RYO tobacco use and the limitations in 
how national surveys assess loose pipe tobacco use impact our ability to draw 
conclusions regarding appeal of loose pipe tobacco among youth and adults at this 
time.28 Given the inherent differences in features of use of loose pipe tobacco 
compared to a pre-rolled cigar, FDA does not anticipate that flavored pipe 
tobacco would be a ready substitution for youth seeking to use flavored cigars. 
The current best available evidence indicates pipe tobacco is comparatively 
unpopular with youth, and findings from the few studies that looked at changes in 
pipe tobacco use following restrictions on flavors in other tobacco products were 
mixed (Refs. 50, 51, and 111). While youth use of any tobacco product is of 
concern, we are not proposing to include pipe tobacco at this time. 

 
This alone renders consideration of extending the Proposed Product Standard to pipe 

tobacco a non-starter, and PTC is encouraged that FDA has come to this conclusion on its own.  

FDA has nonetheless solicited comment and appears to still be considering expanding the 

Proposed Product Standard to pipe tobacco. It would be entirely inappropriate, and not grounded 

in sound science, for FDA to apply the Proposed Product Standard to pipe tobacco where youth 

usage of pipe tobacco is de minimus at absolute best. 

 
28 PTC notes that this “concern” that current data may underestimate the number of smokers who use pipe tobacco to 
roll their own cigarettes and cigars is unfounded.  PTC also, again, reiterates that pipe tobacco is a completely 
distinct product category from RYO, and FDA’s misguided “concern” regarding use of pipe tobacco as RYO is a 
beneficial reminder that a uniform federal definition of pipe tobacco – as distinguished from RYO – is absolutely 
critical. 
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FDA is correct, as noted in the Proposed Product Standard, that youth and young adults 

have virtually no pipe tobacco use. FDA is also correct in referring to the 2020 National Youth 

Tobacco Survey (“NYTS”) which demonstrates the miniscule use of pipe tobacco by youth.  The 

results cited by FDA in the 2020 NYTS are consistent with the results from the 2021 NYTS, 

which reported even further decreased youth usage of pipe tobacco: current (past 30-day use) of 

pipe tobacco by middle and high school students at 0.3% (with 0.4% for high schoolers and 0.2% 

for middle schoolers) was also the lowest of all tobacco products.29 Looking to further prior 

years’ data from NYTS demonstrates that youth usage of pipe tobacco has been reliably and 

consistently low: for example, in 2019, high school students’ past 30-day use was less than 1%.30  

Similarly, in 2017, the figure stood at 0.8%.31   

The results of the Population Assessment Tobacco and Health Study (“PATH Study”) 

data regarding youth or adult use of pipe tobacco further confirms these findings. Wave 1 of the 

PATH Study (2013-2014) reported only 0.3% past 30-day usage among youth, which came 

down to 0.2% by Wave 5 (2018-2019).32  Similarly, the PATH Study reported only 1.9% ever 

use of pipe tobacco among youth during Wave 1, which fell to 1.1% by Wave 5.33 In other 

words, even despite the incredibly minimal youth usage of pipe tobacco, youth usage has still 
 

29 Andrea Gentzke et al., Tobacco Product Use and Associated Factors Among Middle and High School Students, 
National Youth Tobacco Survey, United States, 2021, MMWR 71(5);1-29 (2022). 
 
30 Teresa Wang et al., Tobacco Product Use Among Middle and High School Students – United States, 2019, 
MMWR, 67 (12) (2019).   
 
31 Teresa Wang, et al., Tobacco Product Use Among Middle and High School Students – United States, 2011-2017, 
MMWR, 67 (22); 629-633 (2018). 
   
32 POPULATION ASSESSMENT OF TOBACCO AND HEALTH, Past 30 Day Use of Pipe Tobacco Among Youth (Aged 12-
17), https://www.icpsr.umich.edu/files/NAHDAP/pathstudy/Youth-30Day-Pipe.pdf (last visited June 22, 2022). 
 
33 POPULATION ASSESSMENT OF TOBACCO AND HEALTH, Ever Use of Pipe Tobacco Among Youth (Aged 12-17), 
https://www.icpsr.umich.edu/files/NAHDAP/pathstudy/Youth-Ever-Pipe.pdf (last visited June 22, 2022). 
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been declining.  Critically, regarding flavored pipe tobacco in particular, the PATH Study results 

cannot help FDA justify extending the Proposed Product Standard to pipe tobacco because 

“questions about flavor use in pipe tobacco [were] not asked of youth”34 – ostensibly because of 

(1) the limited reported youth usage of pipe tobacco; and (2) the difficulties for a user to even 

determine whether a pipe tobacco is considered “flavored” per se.35 This was the only product 

category for which questions were not asked of youth with respect to flavors. 

Further, there were significant learnings from Wave 1 PATH data alone, as the PATH 

Study asked the participants a series of questions regarding why they use certain tobacco 

products.  The questions included yes/no questions such as “comes in flavors I like” and “people 

who are important to me use them.” For the youth category, there were no results presented for 

these questions for pipe tobacco, likely because so few youth reported using pipe tobacco that the 

results were unable to be reported reliably.36 Even more, in examining “reasons for flavored 

tobacco use and association with current flavored tobacco product use among current tobacco 

users” pipe tobacco was the only category of tobacco products for which data was reported, but 

for which no data was reported for youth usage.37 The evidence is undeniable that youth usage 

of pipe tobacco is de minimus. 

Aside from youth usage, FDA’s other purported basis for the Proposed Product Standard 

is to correct health disparities in certain adult subpopulations. FDA has not cited, nor does there 
 

34 POPULATION ASSESSMENT OF TOBACCO AND HEALTH, Past 30 Day Use of Any Flavored Tobacco Product Among 
Youth (Aged 12-17), https://www.icpsr.umich.edu/files/NAHDAP/pathstudy/Youth-30Day-Flavored-
AnyTobacco.pdf (last visited June 22, 2022). 
 
35 Andrea Villantiet al., Flavored Tobacco Product Use in Youth and Young Adults: Findings from the First Wave of 
the PATH Study (2013-2014), Am. J. Prev. Med. 53 (2):139-151, Appendix Table 1 (2017). 
 
36 Id. at Appendix Table 3. 
 
37 Id. at Appendix Table 4.  



 
Docket No. FDA-2021-N-1309 
August 2, 2022 
Page 15 of 23 
 

 

exist, data supporting the idea that pipe tobacco usage – in youth or in specific adult 

subpopulations – contributes to health disparities.   

b. There Is No Evidence That Consumers Would Substitute And/Or Migrate 
To Pipe Tobacco  

 
FDA has also asked whether there is a “significant” risk that, if FDA limits the Proposed 

Product Standard to cigars, consumers would substitute and/or migrate to other combusted 

tobacco products, such as pipe tobacco. PTC is not aware of any data or evidence available to 

suggest that flavored cigar users or menthol cigarette users would switch to using pipe tobacco as 

a result of the Proposed Product Standards relating to those products. In addition to the lack of 

evidence indicating there would be migration to pipe tobacco, migration to pipe tobacco is highly 

unlikely for a few very practical reasons. 

First, as alluded to above, pipe tobacco has a very specific user demographic, 

predominantly male adults. There is no evidence available, either through NYTS or PATH data, 

of significant pipe tobacco use by vulnerable populations, or that such populations would migrate 

to it. To the contrary, rates are historically low (as discussed above), so there is no legitimate 

reason to believe that consumers would switch.   

Second, smoking pipe tobacco by youth is unlikely for the simple reasons that there is a 

steep curve in learning how to use it and that it requires a significant monetary investment.  

Users need to learn how to use the product, which first requires knowing what pipe tobacco and 

pipe to choose. Then, users must learn how to prepare the tobacco, pack it into the pipe, and light 

the tobacco. This is not to mention learning how to clean and maintain the pipes, which is also 
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necessary.38 Further, in addition to purchasing the pipe tobacco, users must also obviously 

purchase pipes and cleaning tools.    

Third, pipe tobacco is simply not as widely available in the U.S. market as other tobacco 

products.  It is not frequently sold at gas stations or convenience stores. Rather, pipe tobacco is 

more typically sold in tobacco specialty retail stores that prohibit youth entry altogether or is sold 

by online retailers who impose strict age verification procedures. Therefore, youth access to 

these products is comparatively restricted.   

For these reasons, the usage of pipe tobacco is more elaborate, and less accessible, than 

other tobacco products. This, coupled with the incredibly low usage numbers and lack of data 

regarding migration, demonstrate that there is no significant risk that consumers would substitute 

and/or migrate to pipe tobacco as a result of the Proposed Product Standard. 

IV. There Are Major Disadvantages to Expanding the Proposed Product Standard to 
Pipe Tobacco  
 

Lastly, FDA has solicited comment on the advantages or disadvantages of including other 

combusted tobacco products, such as pipe tobacco, in the Proposed Product Standard. There are 

no advantages to such an expansion of the Proposed Product Standard, and the disadvantages are 

overwhelming.   

 

 

 
38 TOBACCOPIPES, How to Start Smoking a Pipe (Only 4 Things to Get You Going!), 
https://www.tobaccopipes.com/blog/how-to-start-smoking-a-pipe-only-4-things-to-get-you-going/ (last visited June 
10, 2022); SMOKINGPIPES, How To Pack & Light A Pipe, 
https://www.smokingpipes.com/information/howto/packing.cfm, (last visited June 10, 2022); BESPOKE UNIT, How 
To Properly Smoke A Tobacco Pipe: The Art & Techniques, https://bespokeunit.com/pipes/smoking/ (last visited 
June 10, 2022). 
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a. Extending the Proposed Product Standard to Pipe Tobacco Would Be A De 
Facto Ban on Product Category  

 
PTC begins by reminding FDA that a wholesale ban of a category of tobacco products is 

contrary to Congressional intent, as reinforced by federal courts even prior to the passage of the 

Tobacco Control Act.39     

Here, the manufacturing process of pipe tobacco is such that application of the Proposed 

Product Standard as written to pipe tobacco would nearly or entirely eliminate the entire product 

category. As discussed above, an element of all aromatic pipe tobaccos, and even many 

traditional pipe tobaccos, is that they are manufactured using “flavorings.” They are “flavored” 

in that pipe tobacco contains a mixture of flavors so unique that every consumer will describe the 

flavor of the product differently.   

Here, the Proposed Product Standard does not define what it seeks to prohibit – i.e., what 

is a “characterizing flavor.” Instead, FDA offers what only amounts to guidelines as to what it 

believes are relevant factors in determining if a product has a “characterizing flavor.” The 

relevant provision is below: 

This rule would provide that a cigar or any of its components or parts (including the 
tobacco, filter, or wrapper, as applicable) must not contain, as a constituent (including 
a smoke constituent) or additive, an artificial or natural flavor (other than tobacco) or 
an herb or spice, including, but not limited to, strawberry, grape, orange, clove, 
cinnamon, pineapple, vanilla, coconut, licorice, cocoa, chocolate, cherry, coffee, mint, 
or menthol, that is a characterizing flavor of the tobacco product or tobacco smoke. 
Among the factors that FDA believes are relevant in determining whether a cigar has 
a characterizing flavor are: 
 

• The presence and amount of artificial or natural flavor additives, 
compounds, constituents, or ingredients, or any other flavoring 
ingredient in a tobacco product, including its components or parts; 

 
39 See FDA v. Brown & Williamson Tobacco Corp., 529 U.S. 129, 139 (2000) (“[a] ban of tobacco products by the 
FDA would…plainly contradict congressional policy”); see also Conley v. R.J. Reynolds, 286 F. Supp. 2d 1097, 
1107, n. 4 (N.D. Cal. 2002) (court stating that Congress did not intend to allow bans on tobacco products and noting 
that complete ban on tobacco products was “impermissible based on Congressional policy”). 
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• The multisensory experience (i.e., taste, aroma, and cooling or burning 
sensations in the mouth and throat) of a flavor during use of a tobacco 
product, including its components or parts; 

• Flavor representations (including descriptors), either explicit or 
implicit, in or on the labeling (including packaging) or advertising of a 
tobacco product; and 

• Any other means that impart flavor or represent that a tobacco product 
has a characterizing flavor. 
 

However, cigars with tobacco as their characterizing flavor would not be subject to 
this proposed product standard’s prohibition.40 

 
FDA’s incredibly broad and subjective “factors” as to what could be considered in 

determining a “characterizing flavor” – putting aside its vagueness and overbreadth – could wipe 

out the entire pipe tobacco category. As just explained, nearly every pipe tobacco uses some 

form of flavoring or additive as part of the manufacturing process. But, by and large, these 

flavorings are not used to create, and do not result in, any specific or distinct flavor like the ones 

FDA mentions, such as strawberry, grape, orange, clove, cinnamon, pineapple, vanilla, coconut, 

licorice, cocoa, chocolate, cherry, coffee, mint, or menthol. 

Nonetheless, because nearly the entire class of pipe tobacco products – unlike other 

subcategories of tobacco products – use flavorings, the Proposed Product Standard would 

actually have a more significant overall impact on pipe tobacco than on any other tobacco 

product type, and all but demolish the entire product category.  Congress did not intend for FDA 

to do this, and the Tobacco Control Act does not allow for this.41  

 

 
40 Proposed Product Standard, 87 Fed. Reg. at 26,397. 
 
41 Congress intended for tobacco products to be legally sold after regulation.  Further, on the question of 
characterizing flavors, Congress answered this question itself in relation to cigarettes (by prohibiting all flavors 
other than menthol) and smokeless tobacco (by continuing to allow flavors).  It does not follow that Congress 
intended for FDA to regulate characterizing flavors in tobacco products given the potentially devastating economic 
impacts this could have.  This is instead a “major question” reserved to Congress. See West Virginia et al. v. Envir. 
Prot. Agency et al., 572 U.S. ___, 16 (2022). 
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b. Eliminating Flavors in Pipe Tobacco Is Not Technically Achievable 
 

As just discussed, the Tobacco Control Act limits the authority vested in FDA in issuing 

a tobacco product standard by prohibiting FDA from banning certain classes of tobacco products, 

including pipe tobacco. In addition to this, the Tobacco Control Act requires FDA to consider 

information on the “technical achievability” of compliance with any proposed tobacco product 

standard. These provisions are related in that a proposed tobacco product standard that is not 

technically achievable becomes an impermissible ban on that product in the market. 

Again, the use of flavors is an inherent quality of pipe tobacco. No other category of 

tobacco products is in the same position.  Specific to pipe tobacco, due to the casing process, it is 

not technically achievable to create real pipe tobacco without addition of any flavorings. To do 

so would reduce the moisture content of the product and instead render it a closer cousin to 

RYO, where “characterizing flavors” are already prohibited, rather than real pipe tobacco. A 

product standard is not achievable if complying with it would require manufacturers to 

completely change their entire manufacturing process, and thereby the ultimate product, to 

comply with it. 

c. Other Unintended Consequences 
 

If FDA were to impose the Proposed Product Standard on pipe tobacco, one unintended 

consequence of this would be the potential fear that users would attempt to create “DIY” pipe 

tobacco. This could be done by taking a RYO product and adding water and flavorings to it from 

unknown sources, posing a danger to consumers.   

Another unintended consequence will be the harm to U.S. distributors, manufacturers and 

retailers who rely on pipe tobacco products in their business. Again, extending the Proposed 
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Product Standard to pipe tobacco products could quite literally decimate the entire pipe tobacco 

category. 

Another major disadvantage of imposing the Proposed Product Standard on pipe tobacco 

is that it poses unique challenges to small manufacturers and small businesses. Unlike other 

tobacco products, pipe tobacco manufacturers, especially in the U.S., are often very small 

businesses without any other tobacco product types in their product portfolio. Further, were the 

manufacturing of pipe tobacco to be decimated by extension of the Proposed Product Standard, 

this would also decimate the smoking pipes industry. Most smoking pipe manufacturers in the 

U.S., and around the world, would lose a substantial portion of their income as most of it is   

derived from the sales in the U.S. market.  

 Therefore, to impose the Proposed Product Standard on pipe tobacco would simply put 

these pipe tobacco and smoking pipe manufacturers out of business. It would also have a 

significant impact on numerous tobacco specialty retail shops throughout the country that rely on 

the sale of pipe tobacco and pipes as part of their business. This is not to mention the impact this 

would have on certain pipe manufacturers who make a livelihood manufacturing unique 

handmade pipes out of their homes. 

Without flavors, there is no pipe tobacco. And without pipe tobacco, there is no need for 

pipes.   
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V. The Proposed Product Standard is Unconstitutional and Violates the Administrative 
Procedure Act 

 
In addition to incorporating and joining the entirety of CAA’s comments to the Proposed 

Product Standard, PTC reiterates and summarizes specific points regarding the legal invalidity of 

the Proposed Product Standard with regard to pipe tobacco. 

First, the Proposed Product Standard is void for vagueness because it does not define 

“characterizing flavor” and gives a manufacturer no way to know what products will be 

considered to have a “characterizing flavor” by FDA. This is particularly important for pipe 

tobacco manufacturers, where most products contain “flavor” to some extent.  FDA’s refusal to 

define in a knowable, explicit manner what products would be prohibited by the Proposed 

Product Standard and what products would not be is so vague that it renders it constitutionally 

void.42   

 Second, the Proposed Product Standard runs afoul of the First Amendment, as it infringes 

on product manufacturers’ commercial speech and could potentially prohibit colors and other 

undefined packaging descriptors across all products. 

 Third, Congress did not delegate the authority to FDA to regulate flavors in tobacco 

products.  In the Tobacco Control Act, Congress determined the role of characterizing flavors in 

both cigarettes and smokeless tobacco, speaking clearly that it intended to reserve this “major 

decision” for itself and not delegate this power to wage economic war to FDA.43 

 
42 See, e.g., Fed. Commc’n Comm’n v. Fox Television Stations, Inc., 567 U.S. 239, 253 (2012) (“A fundamental 
principle in our legal system is that laws which regulate persons or entities must give fair notice of conduct that is 
forbidden or required.”); Grayned v. City of Rockford, 408 U.S. 104, 108–09 (1972); Baggett v. Bullitt, 377 U.S. 
360, 367 (1964). 
 
43 See West Virginia et al. v. Envir. Prot. Agency et al., 597 U.S. ___, 16 (2022). 
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 Fourth, in violation of the Administrative Procedure Act and Section 907 of the Tobacco 

Control Act, the Proposed Product Standard did not examine the three standards that FDA was 

mandated to in imposing a product standard.44  This is true for cigars; it would be even more true 

for pipe tobacco. 

 Fifth, again in violation of the Administrative Procedure Act and Section 907 of the 

Tobacco Control Act, FDA failed to evaluate specific requirements required in terms of the 

actual content of any proposed product standard, including those related to testing, measurement 

and conformity. Again, this is true for cigars, but it would also be a similar issue for pipe 

tobacco. 

Sixth, FDA failed to properly consider the unintended consequences of extending the 

Proposed Product Standard to pipe tobacco, including those related to contraband products, illicit 

markets and consumer behavior in relation to the Proposed Product Standard. 

 

 

 

 

 

 

 

 

 
44 Tobacco Control Act, § 907 (2009) (stating FDA must 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). 
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VI. Conclusion 
 

For the reasons set forth above, PTC requests that FDA withdraw the Proposed Product 

Standard and continue to allow adult tobacco consumers to responsibly use products of their 

choice. In the alternative, PTC requests that FDA abide by its existing determination not to 

expand the Proposed Product Standard to pipe tobacco. 

 
Respectfully Submitted, 

 

David M. Ozgo 
President  
Pipe Tobacco Council 
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July 18,2018 

PIPE TOBACCO~ 
COUNCIL-

Submitted via www.regulations.gov 

Division of Dockets Management 
HFA-305 
Food and Drug Administration 
5630 Fishers Lane Rrn. 1061 
Rockville, MD 20852 

Re: Docket No. FDA-2017-N-6565, Regulation of Flavors in Tobacco Products 

Dear Sir or Madam: 

Pipe Tobacco Council ("PTC") submits these comments in response to the United States 

Food and Drug Administration's ("FDA") Advance Notice of Proposed Rulemaking ("Flavors 

ANPRM") on the "Regulation of Flavors in Tobacco Products."' PTC is the leading national 

trade association representing pipe tobacco and smoking pipe manufacturers, importers, 

distributors and retailers. PTC is a key stakeholder in the implementation of any regulation of 

pipe tobacco as these regulations significantly affect its members' ability to continue to conduct 

business. PTC will organize its comments into seven main sections (i) a brief history and 

description of pipe tobacco; (ii) an outline of real versus "fake" pipe tobacco; (iii) the use of 

"flavors" in pipe tobacco; (iv) use patterns of pipe tobacco; (v) why a product standard is not the 

appropriate vehicle for FDA to use to regulate flavors in tobacco products; and (vi) FDA has 

other regulatory tools to address youth usage of tobacco products. 

1 See Advance Notice of Proposed Rulemaking, Regulation of Flavors in Tobacco Products, 83 Fed. Reg. 12,294 
(Mar. 21, 2018). 

1100 G Street NW, Suite 1050 • Washington, DC 20005 · (202} 223-8204 
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I. History of Pipe Tobacco 

Pipe tobacco has a long and rich history throughout the world. Specifically here in the U.S., 

pipe tobacco has been manufactured by different companies since at least 1849. While a great 

deal of pipe tobacco is imported, there are still a few remaining U.S. manufacturing operations 

that serve as important sources of jobs for U.S. workers. 

There are essentially two kinds of pipe tobacco used by American pipe smokers - aromatic 

blends (which are either burley tobacco-based or Virginia tobacco-based) and traditional blends 

(less flavored blends called matured Virginias, cavendishes and English blends). Aromatic 

blends, which significantly dominate the U.S. market, contain added sweeteners and flavorings 

to impart an aromatic flavor; in contrast, traditional blends often have little or no added 

sweeteners and have very little flavoring or aroma added, many relying instead on the addition of 

condiment (i.e. unflavored, natural) tobaccos to enhance their aroma. Traditional blends may be 

presented in ribbon, flake, roll or curly-cut form. Generally, aromatic pipe tobaccos have a 

higher moisture content than traditional pipe tobaccos and are often cut more coarsely. 

Wide varieties of pipe tobacco are sold in the U.S. market today, from very moist aromatic 

tobaccos to relatively dry English mixtures. While no single characteristic encompasses all 

distinct varieties, there are very specific physical characteristics that distinguish these products. 

II. Real versus "Fake" Pipe Tobacco 

As noted above, pipe tobacco smoking is a centuries old practice, and pipe tobacco has been 

made in the same manner for years. While it is a unique product, it is not a defined term under 

the Family Smoking Prevention and Tobacco Control Act ("Tobacco Control Act"), and the 

definition under the Internal Revenue Code is not specific to it or based on the defining 

characteristics of the product. The Internal Revenue Code defines "pipe tobacco" as "any 
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tobacco which, because of its appearance, type, packaging, or labeling, is suitable for use and 

likely to be offered to, or purchased by, consumers as tobacco to be smoked in a pipe."2 The 

Internal Revenue Code, however, similarly defines "roll-your-own tobacco" as "any tobacco 

which, because of its appearance, type, packaging, or labeling, is suitable for use and likely to be 

offered to, or purchased by, consumers as tobacco for making cigarettes or cigars, or for use as 

wrappers thereof."3 These definitions are nearly identical, and neither of them includes physical 

characteristics of the products. 

This lack of definitional clarity, based on the physical characteristics of pipe tobacco, has 

caused both a great loss in tax revenue and confusion in the marketplace, as many roll-your-own 

("RYO") companies misclassify products as pipe tobacco. In 2009, Congress passed the 

Children's Health Insurance Program Reauthorization Act ("CHIPRA") which significantly 

increased the tax rate for RYO compared to the tax rate for pipe tobacco.4 The tax rate for RYO 

is $24.78 per pound, as opposed to the tax rate for pipe tobacco, which is $2.8311 per pound. 

Because of this tax increase, and the lack of a clear definitional distinction between the two 

products, there has been a great deal ofmovement ofRYO products into the traditional pipe 

tobacco category, through labeling and minor product changes. This movement has caused both 

confusion and a huge loss of tax revenue. 5 The chart below illustrates the significant increase in 

2 26 U.S.C § 5702 (n). 

3 26 U.S.C § 5702 (o). 

4 Children's Health Insurance Program Reauthoization Act, Pub. L. No. 111-3, 123 Stat. 8 (2009). 

5 DanielS . Morris & Michael A Tynan, Fiscal and Policy Implications of Selling Pipe Tobacco for Roll-Your-Own 
Cigarettes in the United States, PLoS ONE 7(5):e36847 (2012). ("After this tax disparity developed, RYO 
manufacturers began to label loose tobacco as pipe tobacco, making these products available to RYO customers at a 
lower price .... Approximately 45 million pounds of pipe tobacco has been sold for RYO use from April2009 
through August 20 II , lowering state and federal revenue by over $1.3 billion.") 
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the sales of "pipe" tobacco since the change in tax rate and a corresponding decrease in the sales 

ofRYO. There is no other explanation for this shift in the market other than labeling changes as 

a result of the tax increase. 6 

Figure 3: U.S. Sales of Domestic and Imported Roll-Your-Own and Pipe Tobacco before and after the Children's Health 
lnsurence Program Reauthorization Act (CHIPRA) 
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6 Michael D. Tynan et al., Continued Implications of taxing roll-your-own tobacco as pipe tobacco in the USA, 24 
Tobacco Control2, e l25-e127 (2015). ("From April 2009 through June 2013, I 07 million pounds of RYO were sold 
as pipe tobacco, reducing federal excise taxes collections by $2.36 billion. The amount ofRYO taxed as pipe 
tobacco climbed steadily and then leveled off ... [t]he federal law did not correct the market shift that occurred in 
pipe and RYO sales in 2009. Even without access to commercial rolling machines, smokers are continuing to take 
advantage of the tax disparity.") 

7 Government Accountability Office, Testimony Before Committee on Finance, U.S. Senate, Tobacco Taxes: 
Disparities in Rates for Similar Smoking Products Continue to Drive Market Shifts to Lower-Taxed Options 
Statement of David Gootnick, Director, International Affairs and Trade, July 29, 2014, at 8, Figure 3. 
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In fact, after the passage of CHIPRA, and resulting market change, the Alcohol and Tobacco 

Tax and Trade Bureau ("TTB") recognized this confusion and opened a rulemaking to try to 

create a definition of pipe tobacco.8 Unfortunately, to date, TTB has not finalized a definition of 

either product. PTC continues to work with TTB on this issue and has met with representatives 

of the agency to continue a dialogue on this critical issue. 

Having an "objective and enforceable" definition of pipe tobacco would help eliminate the 

loss of tax revenue and help FDA regulate these two categories appropriately and according to 

the usage patterns of the actual products. There are six objective physical characteristics that 

could be used to define pipe tobacco: 

1. At least 18% of its weight consists of total reducing sugars; 

11. Moisture content meets or exceeds 22% of its weight at the time of packaging; 

111. At least 75% of its cut tobacco is or exceeds 1 /16th in width in the ribbon-cut blends, 
but may be narrower in pressed tobaccos such as flake and roll cuts; 

tv. At least I 0% of its weight consists of Latakia, Perique, black or USDA Types 35, 36 
or 3 7 tobacco or combination thereof; 

v. At least 20% of its weight consists of flavoring or casing content; or 

v1. At least 30% of its weight is made up of pressed tobacco pieces that are taller than 
1116th inch (a characteristic found in roll cut, European-style Cavendish, ribbon, flake, 
or block/cube pipe tobacco). 

The presence of any one of these features serves to distinguish pipe tobacco from RYO. While 

some may be subjective, at least four are objective and measurable scientifically: (i) the total 

8 See Standards for Pipe Tobacco and Roll-Your-Own Tobacco; Request for Public Comment, 75 Fed. Reg. 42,659 
(July 22, 201 0); 76 Fed. Reg. 52,913 (Aug. 24, 20 II) (reopening comment period); Daniel S. Morris & Michael A. 
Tynan, supra note 5, ("Potential solutions include: (I) US Treasury Department distinguishing between RYO and 
pipe tobacco based on physical characteristics"). 
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reducing sugars by weight minimum, (ii) the moisture content by weight minimum, (iii) the cut 

tobacco I I 16th inch width minimum, and (iv) the 1 /16th height minimum of the pressed tobacco 

pieces. Additionally, the role of moisture in the products is especially crucial and telling as to 

the inherent differences between the two products. As noted above, a characteristic of pipe 

tobacco is that it should have a high moisture content at the time of packing, and it is this 

moisture content that allows it to be smoked in a pipe. In order to smoke tobacco in a pipe, it 

must have sufficient moisture content to stay lit. This moisture content, however, makes pipe 

tobacco completely incompatible, and unable to be used, with cigarette rolling paper or tubes. 

RYO, in stark contrast to real pipe tobacco, generally has a much lower moisture content, 

allowing it to be smoked in rolling paper or tubes; but not allowing for RYO to be smoked in a 

ptpe. 

This lack of an objective definition is causing a great deal of revenue loss due to 

migrating and mislabeled RYO products that are taking unfair advantage of the pipe tobacco tax 

rate. Additionally, however, this same mislabeling has allowed these products to try to escape 

FDA regulation for the past nine years, and to continue to mislead consumers. The need for a 

consistent federal definition of pipe tobacco is critical for both taxation by TTB and regulation 

by FDA. 

The distinction is even more important in any potential product standard regarding flavors . 

RYO products are prohibited from having characterizing flavors by the product standard 

contained within the Tobacco Control Act.9 True pipe tobacco, as noted in the definition, is 

9 Tobacco Control Act § 907{l)(A); see also Guidance for Industry and FDA Staff: General Questions and Answers 
on the Ban of Cigarettes that Contain Certain Characterizing Flavors (Edition 2) (Dec. 23, 2009) ("3. Does the 
special rule for cigarettes in section 907 (a)( 1 )(A) of the FDCA, banning cigarettes containing an artificial or natural 
flavor that is a characterizing flavor, apply to loose tobacco intended to be used in cigarettes or as roll-your-own 
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nearly always flavored . Having an enforceable and consistent definition, based on the actual 

physical characteristics of the products, will allow FDA to distinguish between products and 

regulate each category appropriately, i.e removing mislabeled flavored RYO from the market, 

while allowing real pipe tobacco to continue to be sold to adult consumers. It is imperative for 

pipe tobacco that any potential product standard regarding flavors not apply to this category. 

III. The Use of "Flavors" in Pipe Tobacco 

Manufacturing pipe tobacco is a unique process with many steps. First, unlike other 

products, pipe tobacco uses many different types and varieties of tobaccos and uses the natural 

flavors and differences of those tobaccos to create unique blends. For instance, pipe tobacco 

routinely uses Burley, Oriental, Virginia, Latakia, Perique and other tobacco types and varieties. 

The first step in manufacturing pipe tobacco is moistening the tobacco. The next step in nearly 

all pipe tobacco manufacturing is to apply "casing" to the tobacco. During this process, the 

tobacco is conditioned using water or alcohol, a humectant, and some form of sugar or licorice 

extract solely to condition the tobacco, not to add any specific flavor to the tobacco. Flavors can 

be added to the tobacco at this point, but this will add different undertones to the tobacco as it is 

at the beginning of the manufacturing process. The tobacco is then dried and packed down to 

set, moistened again, and then top flavorings can be added. 

tobacco? Yes. The special rule for cigarettes in section 907(a){ l){A) of the FDCA bans all cigarettes containing an 
artificial or natural flavor that is a characterizing flavor. Section 900(3) of the FDCA defines "cigarette" as including 
"tobacco, in any form ... that is likely to be offered to, or purchased by, consumers as a cigarette or as roll -your­
own tobacco." Loose tobacco intended to be used in cigarettes or as roll-your-own tobacco fits this definition of 
"cigarette" and therefore may not be flavored with a characterizing flavor.") 
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A distinguishing feature of all aromatic pipe tobaccos, and most traditional pipe tobaccos, is 

that they are "flavored." This flavor generally is not one distinguishable flavor such as "peach" 

(although there are a few of these types of pipe tobaccos out there), but instead a mixture of 

flavors so unique that every consumer will describe the flavor of the product differently. This is 

very different from the other categories of tobacco products where flavors are more singular and 

identifiable in both the product and the product title. 1° For instance, below are write-ups of 

three popular aromatic blends, all of which contain flavorings, but none of which could an 

objective test say what the "flavor" is, nor would the name of the product indicate it is 

"flavored." 

• Lane Wild Hare Pipe Tobacco: Lane Limited's Wild Hare is a whimsical aromatic 
pipe tobacco that's sure to please. A Virginia tobacco that's been processed in the 
Cavendish method, along with a dark, black Cavendish makes for a room-pleasing 
aroma with a gentle flavor that is definitely an all-day type of blend. The Lane 
Limited Wild Hare is one you'll want to follow down the rabbit hole. 11 

• Mac Baren 7 Seas Royal: The smooth yet lively flavor of golden Virginias, mellow 
Burleys and a touch ofblack Cavendish blended with soft notes of vanilla, honey and 
fruit makes 7 Seas Royal by Mac Baren a must try for aromatic lovers. 12 

• Cornell & Diehl: Afternoon Delight: With notes of maple and smoky campfire, 
blended with red and bright Virginias, fragrant Orientals, dark fired Kentucky, and a 

1° For instance, as an example in smokeless tobacco, Skoal® products come in wintergreen, mint, apple, berry and 
citrus flavors. See SKOAL, https://www.skoal.com/pages/products.html (last visited on June 19, 2018). An example 
in the e-cigarette category is Vuse which products come in melon, menthol, nectar, tropical , mint and fusion. VUSE, 
https://vusevapor.com/flavors (last visited on July 18, 20 18). 

11 PIPE AND CIGARS, https://www.pipesandcigars.com/p/lane-wild-hare-pipe-tobacco-pipe-tobacco/ 15 101 88/ (last 
visited on July 18, 20 18). 

12 SMOKING PIPES, https://www.smokingpipes.com/pipe-tobacco/mac-baren/7-Seas-Royal-1 OOg/product id/702 14 
(last visited on July 18, 20 18). 



Division of Dockets Management 
Docket Number FDA-2017-N-6565 
July 18, 2018 
Page 9 of29 

touch of Latakia, Cornell & Diehl's Afternoon Delight will have you falling in love 
all over again. 13 

These are simply three examples of thousands of aromatic products. All three of these, 

however, share similar features: (1) that the name of the product does not indicate that it is 

flavored; (2) that the description of the product does not describe any specific flavor imparted to 

either the taste or aroma of the tobacco; and (3) a user would taste different flavors in the 

product. 

IV. Use Patterns of Pipe Tobacco Do Not Support a Proposed Product Standard 
Regulating Flavors in Pipe Tobacco 

Pipe tobacco is only legally available to adults, and in fact is used only by adults. FDA has 

made it clear that its examination of flavors in tobacco products is due to youth usage of tobacco 

products. PTC firmly believes that youth should never use a tobacco product, and that FDA has 

an incredibly critical mission to eliminate youth usage of tobacco products. FDA must also 

recognize, however, that one ofthe purposes of the Tobacco Control Act was "to continue to 

permit the sale of tobacco products to adults in conjunction with measures to ensure that they are 

not sold or accessible to underage purchasers." 14 Pipe tobacco is an adult product, used by 

adults, and FDA has not presented any evidence to the contrary. 

FDA, instead, uses its usual (and impermissible) catch-all approach and only discusses 

"tobacco products" in the Flavors ANPRM. By definition, a "product standard" should be 

applied to one product, and the evidence base to support that product standard should be specific 

13 SMOKING P !PES, https:/ www.smokingpipes.com/pipe-tobacco comell-dtehU Aftemoon-Delight-
2oz/product id/228254 (last visited on July 18, 20 18). 

14 Tobacco Control Act § 3 (7). 
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to that product. Courts have held that "agency action is arbitrary and capricious if it rests upon a 

factual premise that is unsupported by substantial evidence." Ctr. For Auto Safety v. Fed. 

Highway Admin., 956 F.2d 309,314 (D.D.C. 1992). It states right at the outset as a proposition 

to be applied to all flavors in all tobacco products: 

[F]lavors in tobacco products increase the appeal of those tobacco 
products to youth, and promote youth initiation. Thus, the availability of 
tobacco products with flavors at these developmental stages attracts 
youth to initiate use of tobacco products and may result in lifelong useY 

The reference given for both of these broad, over-arching statements, however, is the U.S. 

Surgeon General ' s Report on £-cigarette Use Among Youth and YoungAdults. 16 It is entirely 

inappropriate, and not grounded in sound science, for FDA to rely on conclusions and evidence 

about one product category and apply those same conclusions and evidence to an entirely 

different category. 17 E-cigarettes are an entirely different product from pipe tobacco, with 

different characteristics that may impact different age groups in different ways. To try to 

extrapolate from one product category to another is simply inappropriate. This is especially true 

where youth usage of pipe tobacco is de minimus at best. 18 

15 Flavors ANPRM, 83 Fed. Reg. at 12,295. 

16 U.S. Department of Health and Human Services, £-cigarette Use Among Youth and Young Adults: A Report of the 
Surgeon General (2016), https://e-cigarettes.surgeongeneral.gov/documents/20 16 sgr full report non-508.pdf. 

17 In the Final Rule, regarding substantial equivalence determinations, FDA itself acknowledged this fact stating 
"manufacturers of cigars or ENDS would have great difficulty showing that a product is substantially equivalent to a 
comb us ted cigarette or a smokeless tobacco product .... because of the differences ... a significant amount of 
scientific evidence would be needed to demonstrate that the new product does not raise different questions of public 
health." 81 Fed. Reg. at 28,992. 

18 The most recently released youth usage statistics from the National Youth Tobacco Survey ("NYTS") show that 
for high school students, pipe tobacco use was at 0.8% in 2017. Wang, T . et al. Tobacco Product Use Among 
Middle and High School Students - United States, 2011-2017, MMWR, 67 (22); 629-633, June 8, 2018. 
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The Flavors ANPRM only has two mentions of pipe tobacco within all ofthe data it 

recites. The first is an unsurprising recitation of results from the National Adult Tobacco Survey 

showing that adult users of pipe tobacco use flavored pipe tobacco. 19 As discussed throughout 

this comment, nearly all pipe tobacco is flavored, and therefore it is unsurprising that adult pipe 

tobacco users prefer and do smoke flavored pipe tobacco. The second reference to pipe tobacco 

states that the 2014 National Youth Tobacco Survey reported that 120,000 middle school and 

high school students reported using flavored pipe tobacco in the past 30 days; this of course 

stands in contrast to the 900,000 who reported using menthol cigarettes and the 1.58 million who 

reported using e-cigarettes.20 These are the only two references to pipe tobacco in the entire 

Flavors ANPRM. 

Remarkably, FDA does not cite to results of the Population Assessment Tobacco and 

Health Study ("PATH") study data regarding youth or adult use of pipe tobacco in the Flavors 

ANPRM. This is interesting as it is considered the "gold-standard" longitudinal study of tobacco 

use, and FDA cites it regarding youth usage of nearly all other flavored tobacco products. The 

answer for this glaring omission becomes readily apparent upon examination of the data - so few 

youth use pipe tobacco regularly, let alone flavored pipe tobacco, that results cannot be reliably 

reported from the PATH study.21 Even in the adult category only 0.01% of the adult population 

19 Flavors ANPRM, 83 Fed. Reg. 12,297-98 citing Bonhomme, M.G., E. Holder-Nayes, B.K. Ambrose, et al. , 
Flavoured Non-Cigarette Tobacco Product Use Among US Adults: 2013-2014, Tobacco Control , 25 (Suppl 2): ii4-
iil3 (2016). 

2° Flavors ANPRM, 83 Fed. Reg. 12,296 citing Corey C.G., B.K. Ambrose, B.K. Apelberg et al., Flavored Tobacco 
Product Use Among Middle School and High School Students - United States 2014, Morbidity and Mortality 
Weekly Report, 64(38): 1066-79 (2015). 

21 See Supplement to Kasza KA, Ambrose, BK, Conway KP, et al. , Tobacco Product use by adults and youth in the 
United States in 2013-2014, N. Eng. J. Med. 376:342-353 (20 17); !d. at Table S4 "The PATH Study Prevalence of 
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uses pipe tobacco "frequently" and only 0.02% of young adults do so.22 Further, regarding 

flavored pipe tobacco in particular, the PATH study results do not help FDA try to justify a 

product standard regarding pipe tobacco. Once again, results regarding youth usage of flavored 

pipe tobacco were suppressed due to the small number of respondents and inability to report the 

results reliably.23 Further, the PATH study asked the participants a series of questions regarding 

why they use certain tobacco products. The questions included yes/no questions such as "comes 

in flavors I like" and "people who are important to me use them." Again, for the youth category 

there were no results presented for these questions for pipe tobacco, ostensibly because so few 

youth reported using pipe tobacco that the results were unable to be reported reliably.24 What is 

even more striking is that in examining "reasons for flavored tobacco use and association with 

current flavored tobacco product use among current tobacco users" pipe tobacco is the only 

category of tobacco products for which data was reported, but for which no data was reported 

for youth usage.25 The evidence is undeniable that youth usage of pipe tobacco, flavored or 

unflavored is de minimus.26 

Tobacco Use by Product Type, Use Category, and Age Group: Frequent, Daily Use. Frequent use is defined as 
"used the product on at least 20 of the past 30 days." 

22 !d. 

23 Villanti AC, Johnson AL, Ambrose, BK, et al., Flavored Tobacco Product Use in Youth and Young Adults: 
Findings from the First Wave of the PATH Study (2013-2014), Am. J. Prev. Med. 53 (2): 139-151, Appendix Table 1 
(20 17). 

24 Id. at Appendix Table 3. 

25 /d. at Appendix Table 4. 

26 PTC presumes that FDA is aware ofthis fact as Bridget K. Ambrose is an author on all three papers cited 
examining youth usage of pipe tobacco, and Ms. Ambrose is employed by the Center for Tobacco Products. 
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V. A Proposed Product Standard Must Be Specific To a Category of Products 

A. Considering a Product Standard for all "tobacco products" is arbitrary and 
capricious 

The Flavors ANPRM asks for data and infonnation regarding flavors in all "tobacco 

products," including cigarettes, the one product as to which Congress imposed a flavored product 

standard, banning the sale of cigarettes with a "characterizing flavor." While the Flavors 

ANPRM also asks "which types of tobacco products" any potential product standard should 

apply to, FDA must recognize that one product standard cannot apply to all tobacco products. 

Throughout the entire Flavors ANPRM, FDA discusses only the role of flavors in "tobacco 

products;" for example, the very first question in the Flavors ANPRM is "Provide studies or 

information regarding the role of flavors (other than tobacco) generally in tobacco products.'m 

It is inappropriate for FDA to be considering a product standard that is not specific to one 

product, or at least to each product category individually. There is only one product standard in 

existence, and only two others have been contemplated, and in each instance Congress (or FDA) 

recognized the complexity of the issue and dealt only with one issue, in one product, at a time.28 

Additionally, Congress directed FDA to examine the issue of one flavor in one product 

directly - menthol in cigarettes.29 Congress directed the Tobacco Product Scientific Advisory 

27 Flavors ANPRM, 83 Fed. Reg. at 12,298. 

28 See Tobacco Control Act§ 907 banning characterizing flavors in cigarettes; Advance Notice of Proposed 
Rulemaking, Menthol in Cigarettes, 78 Fed. Reg. 44,484 (July 24, 20 13); Notice of Proposed Rulemaking, Tobacco 
Product Standard for N-Nitrosonomictoine Level in Finished Smokeless Tobacco Products, 82 Fed. Reg. 8,004 (Jan. 
23, 20 17). 

29 Tobacco Control Act§ 907(e). 
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Committee ("TPSAC") to examine the use of menthol in cigarettes. 30 TPSAC did the work as 

directed and published a report in 2011. After this, FDA then issued an ANPRM in 2013 entitled 

"Menthol in Cigarettes."31 The summary to that ANPRM stated "[t]he preliminary scientific 

evaluation indicates there is likely a public health impact of menthol in cigarettes."32 As of 

February 28, 2014, FDA had received 174,570 total comments to the menthol ANPRM. 33 

Until the issuance of the Flavors ANPRM, however, FDA had not again addressed the 

issue of menthol in cigarettes. Instead, rather than finish a process started on one flavor, in one 

product, FDA has now lumped menthol in cigarettes into the Flavors ANPRM with all other 

flavors and all other tobacco products. In fact, out of the 25 multi-part questions asked in the 

Flavors ANPRM, only one is specific to menthol in cigarettes.34 This is not the action of a 

deliberative, science-based regulatory agency. 35 FDA should first announce what action, if any, 

it has determined to take with regard to menthol in cigarettes before announcing a sweeping 

policy decision on all products and in relation to all flavors. While FDA does seem to 

understand it should be looking at each product category individually in asking "which types of 

30 Tobacco Control Act§ 907(e) (1)-(2). 

31 Advance Notice ofProposed Rulemaking, Menthol in Cigarettes, Tobacco Products, 78 Fed. Reg. 44,484 (July 
24, 2013). 

32 Jd. (emphasis added). 

33 Menthol in Cigarettes, Tobacco Products, Request for Comments, https://www.regulations. gov/docket?D= FDA-
20 13-N-052 1 (last visited on July 18, 20 18). 

34 Flavors ANPRM, 83 Fed. Reg. at 12,299. 

35 Further, on the only product standard actually proposed by FDA, Tobacco Product Standard for N­
Nitrosonornicotine Level in Finished Smokeless Tobacco Products, FDA received 9,729 comments, and again FDA 
has yet to complete the process of either withdrawing, revising or finalizing the proposed product standard. 
https://www.regulations.gov/document?D=FDA-20 16-N-2527-000 1 (last visited July 18, 20 18) ("NNN Proposed 
Rule"). 
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tobacco products" a potential product standard should apply to, it still apparently does not realize 

that one product standard cannot apply to all tobacco products. 

By definition, a "product standard" should only be applied to one product, and the 

evidence base to support that product standard should be specific to that product. FDA is acting 

in an arbitrary and capricious manner by overlooking the differences between products, and is 

"fail[ing] to consider an important aspect" of the situation. See Motor Vehicles Mfrs. Ass 'n. v. 

State Farm ins., 463 U.S. 29 (1983). 

B. FDA Has Not Satisfied the Public Health Standard To Implement a Product 
Standard Regulating Flavors in Pipe Tobacco 

In order to promulgate a product standard FDA must examine three issues: (i) whether the 

potential product standard is appropriate for the public health, taking into consideration scientific 

evidence concerning the risks and benefits to the population as a whole; (ii) the increased or 

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

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

using such products. 36 

L FDA must find the potential product standard is appropriate for the public 
health, taking into consideration scientific evidence concerning the risks 
and benefits to the population as a whole 

FDA has not offered any evidence to show that flavored pipe tobacco poses a risk to the 

population as a whole. In the Flavors ANPRM, FDA discusses the role flavors in tobacco 

products may play in youth use of these products. As has been reiterated throughout this 

36 Tobacco Control Act § 907(a)(3). 
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comment, PTC takes youth usage of tobacco products incredibly seriously and believes no youth 

should use any tobacco product. The agreed upon goal of preventing youth usage of tobacco 

products, however, does not give FDA license to create a product standard for all products based 

on the data relating to one. As the Tobacco Control Act instructs, FDA is "to continue to permit 

the sale of tobacco products to adults in conjunction with measures to ensure that they are not 

sold or accessible to underage purchasers."37 Unfortunately, FDA wrote the Flavors ANPRM 

forgetting its overall purpose.38 In fact, the first sentence of the "Role of Flavors in Tobacco 

Products Use" section of the Flavors ANPRM begins with "Adolescence (under 18, also referred 

to as youth) and young adulthood .. . . "39 The section continues with a discussion of youth and 

young adults, but never discusses the adult tobacco consumer- the only legal users of pipe 

tobacco, and as the scientific evidence shows, the only users of pipe tobacco.40 Additionally, the 

three subsections all consistently focus only on youth, and again do not take into account the 

needs or desires of adult tobacco consumers. This singular focus on youth does not "take into 

consideration the risks and benefits to the population as a whole." 

2..o FDA must examine the increased or decreased likelihood that existing 
users of tobacco products will stop using such products 

37 Tobacco Control Act § 3(7). 

38 This includes the original title of the ANPRM given to the Office of Management and Budget " Kid-Appealing 
Flavors in Tobacco Products." 

39 Flavors ANPRM, 83 Fed. Reg. at 12,295. 

40 See, supra, Section IV. 
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Nowhere in the Flavors ANPRM does FDA address the existing adult users of flavored 

pipe tobacco and what would occur once their category of products is eliminated. Once again, 

FDA's singular focus on youth has left it to forget the requirements of the science base it must 

have to issue a product standard. FDA must examine how any proposed product standard 

regulating flavors in pipe tobacco would affect existing users (including of course the adult 

consumers of pipe tobacco) and whether they will stop using such products. This issue requires 

research, or at least thought. FDA cannot just assume that if flavored pipe tobacco (essentially 

all pipe tobacco) no longer existed that these adult pipe tobacco consumers would simply cease 

using tobacco products. This is especially true since the PATH study shows that only 0.1 % of 

adults use pipe tobacco.41 Of course, FDA has not assumed this; the Flavors ANPRM is instead 

silent on the manner. FDA cannot impose a product standard regulating flavors in pipe tobacco 

until it determines, with a scientific basis, how any proposed product standard will affect existing 

flavored pipe tobacco smokers. FDA has to explore the unintended and potential consequences 

of such an action prior to proposing any product standard. 

l,. FDA must examine the increased or decreased likelihood that those who 
do not use tobacco products will start using such products 

This third prong of the Tobacco Control Act' s Section 907 is the only prong that FDA 

has arguably attempted to address in the Flavors ANPRM. Again, however, the Flavors 

ANPRM only examines this issue from the vantage of youth and young adults, and never 

41 See Supplement to Kasza KA, Ambrose, BK, Conway KP, et al., Tobacco Product use by adults and youth in the 
United States in 2013-2014, N. Eng. J. Med. 376:342-353 (20 17); Jd. at Table S4 "The PATH Study Prevalence of 
Tobacco Use by Product Type, Use Category, and Age Group: Frequent, Daily Use. Frequent use is defined as 
"used the product on at least 20 of the past 30 days." 
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examines the adult population as to whether a potential product standard regulating flavors in 

pipe tobacco would increase or decrease the likelihood that adults who do not use pipe tobacco 

would begin to use it. Further, as the PATH study has shown that there is de minimius youth 

usage of these products there is minimal concern that the existence of flavored pipe tobacco will 

encourage youth usage of pipe tobacco or any other tobacco products.42 

C. Eliminating Flavors in Pipe Tobacco Is Not Technically Achievable 

The Tobacco Control Act expressly limits the authority vested in FDA in issuing a 

tobacco product standard by prohibiting the agency from banning certain classes of tobacco 

products, including pipe tobacco. In addition, the Act requires FDA to consider information on 

the "technical achievability" of compliance with a proposed standard. These provisions are 

related in that a proposed tobacco product standard that is not technically achievable becomes an 

impermissible ban on that product in the market. 

As discussed above in Section III, the use of flavors is an inherent quality of pipe tobacco 

- so much so that the industry endorses a definition that includes flavoring as a potential 

distinguishing characteristic of the category. No other category of tobacco products is in the 

same position. The elimination of flavors may eliminate large portions of other categories, but it 

may be achievable. Due to the casing process in pipe tobacco, however, it is not technically 

42 See Villanti AC, Johnson AL, Ambrose, BK, et al., Flavored Tobacco Product Use in Youth and Young Adults: 
Findings from the First Wave of the PATH Study (2013-2014), Am. J. Prev. Med. 53 (2): 139-151 , Appendix Table 
I, Table 3, Table 4 (2017); Ambrose BK, Da, HR, Rostron B, et al. , Flavored Tobacco Product Use Among US 
Youth Aged 12-17 Years, 2013-2014, JAMA. 314(17): 1871-1873 (2015). 
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achievable to create real pipe tobacco without flavor. To do so would reduce the moisture 

content of the product and instead render it a closer cousin to RYO rather than real pipe tobacco. 

FDA has stated that its examination of flavors in tobacco products is due to "flavors in 

tobacco products increas[ing] the appeal of those tobacco products to youth." FDA, however, 

must examine any unintended consequences that may result from a proposed product standard. 

If FDA were to impose a product standard eliminating flavors from pipe tobacco, one unintended 

consequence of this would be the creation of a larger segment of RYO products. And while 

PATH data shows little to no use ofpipe tobacco by youth, RYO use is combined with 

traditional cigarette use, and there is youth usage of that category. FDA should not run the risk 

of the unintended consequence of widening the RYO category by eliminating the pipe tobacco 

category due to the technical impossibility of manufacturing pipe tobacco without flavors. 

Additionally, there could be a large black market created for real pipe tobacco, as pipe tobacco 

users will not be able to use RYO products in their pipes due to the fundamental differences in 

the two products. This would again lower tax revenues and allow an unregulated product to 

proliferate due to the continued adult demand for real pipe tobacco. 

D. A Product Standard on Flavors in Pipe Tobacco Will Result in a De Facto 
Ban of the Category 

A wholesale ban of tobacco products is contrary to Congressional intent, as reinforced by 

federal courts even prior to the passage of the Tobacco Control Act. Eliminating flavors in pipe 

tobacco is not technically achievable, and therefore would result in a de facto ban of the category 

were FDA to pursue such a product standard. The Tobacco Control Act is clear that Congress 
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prohibited FDA from using a Product Standard to ban pipe tobacco (as well as any other 

category of tobacco products). 43 

E. FDA Needs To Create a Transparent, Science-Based Substantial Equivalence 
Pathway Before It Can Develop Any Product Standard 

An additional reason why a product standard is inappropriate regarding flavors is FDA's 

failure thus far to create a meaningful and reasonable Substantial Equivalence ("SE") Pathway 

for pre-market review. In the NNN Proposed Rule, FDA announced that simple compliance with 

the product standard would require submission of an SE Report; in other words, all smokeless 

tobacco products on the market -- modified to conform to the proposed product standard- would 

need a marketing order to remain on the market: 

A smokeless tobacco product that has been modified to comply with the 
product standard would be a "new tobacco product" and subject to 
premarket review. FDA believes that changes made solely to bring a 
smokeless tobacco product in compliance with the proposed rule would 
be appropriate for an SE submission. We believe it is possible for 
manufacturers to modify their product so that it is both in compliance 
with the proposed product standard and substantially equivalent to an 
appropriate predicate product (i.e., products that are grandfathered or 
SE).44 

At this point, PTC assumes that FDA would impose the same requirement on any pipe tobacco 

that had to be modified to comply with any potential product standard relating to flavors. 

FDA has not yet created a workable, transparent or complete SE process that actually 

allows for new products to be approved as substantially equivalent by FDA. Instead, FDA has 

43 Tobacco Control Act§ 907(d)(3). 

44 NNN Proposed Rule, 82 Fed. Reg. at 8,009. 
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issued extremely brief Guidance Documents, been challenged in court regarding strained 

readings of the Tobacco Control Act, has withdrawn a Proposed Rule on SE Reports, has made 

sweeping policy declarations by "web statements," and has been sued about the process in its 

entirety. FDA needs to work on creating a workable, transparent, complete SE process before 

issuing product standards that would have to rely on that process for products to remain on the 

market. 

As an example, FDA issued a Guidance Document in 2011 that in theory detailed 

"recommendations and information related to the submission and review of reports under section 

9050)."45 FDA then issued three different editions of a Guidance Document with the stated 

intention to provide "Responses to Frequently Asked Questions" regarding theSE Process.46 ln 

the first two editions of this Guidance, FDA attempted to create two "new pathways"- the 

"Same Characteristics SE Pathway" and the "Product Quantity Change SE Pathway."47 Industry 

challenged FDA's interpretation of the Tobacco Control Act as requiring premarket review for 

labeling changes and product quantity changes.48 Judge Amit Mehta of the District Court for 

the District of Columbia determined that FDA exceeded its authority to require premarket review 

oflabeling changes of tobacco products, but that product quantity changes were appropriate for 

45 Guidance for Industry and FDA Staff: Section 905(j) Reports: Demonstrating Substantial Equivalence for 
Tobacco Products (Jan. 5, 2011). 

46 Guidance for Industry: Demonstrating the Substantial Equivalence of a New Tobacco Product: Responses to 
Frequently Asked Questions. (Edition 3*) (December 2016). 

47 Guidance for Industry: Demonstrating the Substantial Equivalence of a New Tobacco Product: Responses to 
Frequently Asked Questions (March 2015); Guidance for Industry: Demonstrating the Substantial Equivalence of a 
New Tobacco Product: Responses to Frequently Asked Questions. (Edition 2*) (September 20 15). 

48 Philip Morris USA Inc., eta/ v. U.S. Food and Drug Admin., No. 15-cv- 1590 (D.D.C. Aug. 16, 2016) . 
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pre-market review.49 In the decision, Judge Mehta admonished FDA for its "assumption" that 

"Congress intended 'same characteristics ' to mean ' identical characteristics"'50 Judge Mehta 

stated "Congress plainly meant to exclude from a substantial equivalence showing some new 

products that, although possessing different physical characteristics than their predicate product, 

did not raise sufficient health risks to warrant FDA review."51 He further noted that FDA' s 

interpretation that labeling changes, when the products themselves had identical characteristics, 

created a "new" product was an " illogical" conclusion. 52 FDA therefore had to issue the 3rd 

Edition of the Responses to Frequently Asked Questions Guidance effectively eliminating the 

now judicially-overruled "Same Characteristics SE Pathway."53 

FDA seems to recognize the need for a workable and transparent SE process. On January 

20, 2017, FDA issued and withdrew a proposed rule entitled "Content and Format of Substantial 

Equivalence Applications; Food and Drug Administration Actions on Substantial 

Equivalence."54 This Proposed Rule was intended to try to bring some clarity and discipline to 

theSE process but, unfortunately, the rule was not product specific. In addition, any value it 

may have provided was not realized, as it was withdrawn on the same day it was released. FDA 

49 See Philip Morris USA Inc., eta!. v. U.S. Food and Drug Admin., 202 F. Supp. 3d 31 (D.D.C. 20 16). 

50 Id. at 53. 

51 /d .. 

52 /d. 

53 Supra note 46. 

54 See attached Exhibit A, Unofficial Transcribed copy of Proposed Rule (Withdrawn) Content and Format of 
Substantial Equivalence Applications; Food and Drug Administration Actions on Substantial Equivalence. 
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has since stated multiple times that it intends to issue a "foundational rule" regarding SE Reports, 

but as ofthe date of the filing of this comment, no Proposed Rule has been published. It is, 

therefore, not clear that this Proposed Rule on SE Reports will be tailored to the realities of each 

different tobacco product category. 

Further complicating matters, FDA has had two queues of SE applications: provisional 

applications for products introduced to the market between February 15, 2007 and March 22, 

20 II, and regular SE applications for any product a company desired to introduce post-March 

2011 . From the outset, the provisional SE queue had thousands of applications for products, all 

of which were on the market, awaiting review. Finally, on April 5, 2018, seven years after 

industry filed these applications, FDA issued a "Web Statement" stating that I ,500 of these 

applications would be removed from review because they were "less likely to raise different 

questions of public health."55 FDA has not officially provided any further information telling 

industry how the agency determined the 1,500 products were " less likely to raise different 

questions of public health." The indication in the "Web Statement" as to how FDA decided 

which products would be removed from review was the following: 

FDA assessed a host of factors to detennine which new tobacco products 
subject to provisional SE Reports had the greatest potential to raise 
different questions of public health, including, for example, whether the 
new product had a significant increase in any harmful and potentially 
harmful constituents compared to the predicate product. 56 

55 FDA Update on the Provision Substantial Equivalence (SE) Report Review Process, U.S. FOOD & DRUG 
ADMINISTRATION (April 5, 20 18), https://www.fda.govffobaccoProducts/NewsEvents/ucm583226.htm. 

56 /d. 
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Once again, industry is left to speculate in order to try to divine the standards FDA is 

using to review SE applications. 

The best example of the frustrations manufacturers have faced regarding the lack of 

transparency and constantly moving goal posts in theSE process is a recent lawsuit. On 

February 2, 2018, U.S. Smokeless Tobacco Company (USSTC) filed suit over FDA's denial of 

SE applications for the company' s Copenhagen smokeless tobacco product. 57 The lawsuit 

alleged that "FDA's misapplication of theSE standard not only defies common sense, but also 

conflicts with the plain language of the TCA" and "[t]he frequent shifts in FDA's views and the 

lack of transparency regarding the TCA's requirements have compounded these errors."58 

Further, USSTC pointed out that "[i]n the nearly nine years since the TCA was enacted, FDA has 

never defined 'different questions of public health' for purposes of theSE standard or otherwise 

shed light on what this test requires."59 Rather than Answer the Complaint, FDA again relied on 

non-transparency and moved the goal posts, instead rescinding the NSE Order and vacating the 

Appeal Decision because "FDA determined that certain scientific and technical information in 

UST's substantial equivalence reports for the Copenhagen Products was not adequately 

assessed."6° FDA then moved to dismiss the Complaint; in opposition to the motion USSTC 

stated that: 

57 U.S. Smokeless Tobacco Company v. U.S. Food and Drug Admin , et al. , Civil Action No. 18-cv-251 (D.D.C. Feb. 
2, 2018). 

58 Jd. Compl. at 'l]'1]7, 8. 

59 /d. at '1] 8. 

60 !d. Motion to Dismiss, Dkt. No. 8 at 1. 
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FDA did not explain what fact it overlooked. FDA did not explain how 
any fact was overlooked. UST asked. FDA refused to say. Even now, in 
its motion to dismiss, FDA refuses to identify what fact it missed or how. 
Even now, UST has no earthly idea what issue of substance prompted 
FDA to rescind its decision.61 

Taken together, it is clear that FDA has not implemented the SE process in a transparent, 

science-based, consistent manner. FDA should not be considering broad sweeping Product 

Standards that would require a vast majority of the tobacco products on the market to have to go 

through the SE process until FDA can provide actual foundational, product-specific SE Rules 

and Guidance. FDA should instead focus its efforts on finalizing an SE pathway that allows 

companies to timely bring new products to market. This is what Congress intended by 

incorporating the SE process into the Tobacco Control Act. Congress did not intend for it to take 

years for products that manufacturers determine are substantially equivalent to one another to be 

able to be brought to market, and it certainly did not intend for FDA to enact broad, sweeping 

product standards and then require products in every category, including products that may have 

originally been grandfathered, to have to submit to pre-market review.62 The Tobacco Control 

Act states that one of its express purposes is "to continue to permit the sale of tobacco products 

to adults."63 Further, courts have held that in interpreting a statute, an agency "must not be 

guided by a single sentence or member of a sentence, but look to the provisions of the whole law, 

61 Jd. Opposition to Motion to Dismiss, Dkt No. II at 2. 

62 The Flavors ANPRM is conspicuously silent on this point. Conceivably, under any proposed product standard a 
product that has received grandfather status, such as Sir Walter Raleigh Aromatic, would have to go through theSE 
process to stay on the market. Standalone Grand fathered Determinations, GF 1702789, 
https://www.accessdata.fda.gov/scripts/ctpGnd/ (last visited July 18, 20 18). Additionally, nearly all of the pipe 
tobacco brands at issue have trademark or other intellectual property protections. 

63 Tobacco Control Act § 3 (7). 
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and to its object and policy."64 Here, looking at the Tobacco Control Act as a "whole law," it is 

apparent that it expressly intends for tobacco products to be sold to adult consumers, with 

appropriate regulation and oversight by FDA. 

VI. FDA has other regulatory tools to address youth usage of flavored tobacco products 

As discussed above, a product standard is not an appropriate mechanism for FDA to use 

with regard to flavors in pipe tobacco, or any tobacco products. PTC strongly supports FDA in its 

mission "to take every effort to prevent kids from getting hooked on nicotine."65 PTC does not 

believe, however, that a product standard regulating flavors in pipe tobacco is the best (much less 

the only) method by which to accomplish that goal. FDA has numerous enforcement authorities 

available to it, most of which go underutilized. FDA needs to first invest in using its enforcement 

authority against bad actors before depriving adult tobacco consumers of a choice of products. 

In recent months FDA has shown an increased ability to use its enforcement authority to 

target some of the less responsible members of thee-cigarette industry who market their products 

in a manner directly appealing to children.66 This is exactly the type of enforcement action that 

FDA should be taking. PTC members take their responsibility to only market their products to 

adult tobacco consumers seriously, and do not condone marketing or advertising directed at youth. 

64 U.S. Nat 'I Bank of Oregon v. Independent Ins. Agents of America, Inc., 508 U.S. 439, 455 (1993). 

65 Statement from FDA Commissioner Scott Gottlieb, M.D., on efforts to reduce tobacco use, especially among 
youth, by exploring options to address the role of flavors - including menthol - in tobacco products, available at 
https:/ /www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm60 1690.htm ( last visited July 18, 20 18). 

66 FDA, FTC take action against companies misleading kids withe-liquids that resemble children 's juice boxes, 
candies and cookies, available at 
https://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm605507 .htm (last visited July 18, 20 18). 
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PTC applauds FDA for using its enforcement authority to call out bad actors in the e-cigarette 

industry, and encourages FDA to use its enforcement authority in this manner going forward. 

Additionally, FDA conducts retailer inspections and has the ability right at the source to 

prevent all underage tobacco sales. The federal law could not be more clear - it is illegal for 

anyone under the age of 18 to purchase a tobacco product. 67 If the law was fully enforced (and 

complied with by all retail establishments) there would be no underage tobacco product use. FDA 

has to use its enforcement authority to help industry prevent all underage-purchases of tobacco 

products. PTC retail member companies have done this by using third party age verification 

online, and having strict policies in place at brick and mortar locations; FDA must partner with 

industry to eradicate youth purchase and use of tobacco products, instead of imposing a product 

67 In fact, in many states and localities the age for minimum purchase is even higher and is set at 19 or 21. See e.g., 

• Hawaii: It shall be unlawful to sell or furnish a tobacco product in any shape or form or an electronic 
smoking device to a person under twenty-one years of age. Haw. Rev. Stat. Ann.§ 712-1258. 

• California: The Legislature finds and declares that reducing and eventually eliminating the illegal purchase 
and consumption of tobacco products by any person under 21 years of age is critical to ensuring the long­
term health of our state's citizens. Cal. Bus. & Prof. Code§ 22951. 

• Oregon: Except as provided in subsection (2) of this section, a person under 21 years of age may not 
purchase or attempt to purchase tobacco products or an inhalant delivery system. Or. Rev. Stat. Ann. § 
167.760. 

• Chicago: tobacco products or tobacco accessories to minors- Prohibited. No person shall sell, give away, 
barter, exchange or otherwise furnish any tobacco products, tobacco product samples or tobacco 
accessories at retail or otherwise for consumption to any individual under 2 1 years of age. Chicago, Ill., 
Mun. Code § 4-64-345. 

• New York City: Retailers are prohibited from selling cigarettes, cigars, chewing tobacco, powdered 
tobacco, other tobacco products, or electronic cigarettes to customers under age 21 . These changes are 
included in the Sensible Tobacco Enforcement Local Law 94. 2013 N.Y.C. Local Law No. 94, N.Y.C. 
Admin. Code §17-706. 

• Maine: A person may not sell, furnish, give away or offer to sell, furnish or give away a tobacco product to 
any person who has not attained 2 1 years of age, unless the person has attained 18 years of age as of July 1, 
2018.22 M.R.S.A. § 1555-B (2). 



Division ofDockets Management 
Docket Number FDA-2017-N-6565 
July 18, 2018 
Page 28 of29 

standard without a proper scientific basis that could deprive adult consumers of the choice and 

variety of products they desire. 

Further, and importantly, there are less restrictive means being implemented in various 

other localities that FDA could investigate that may achieve the intended result without depriving 

consumers of free market choice. These less restrictive means of regulating the products all 

recognize that flavored pipe tobacco should continue to be available for adult consumers, while 

limiting access and visibility ofthese products to youth. 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; Oakland, CA has restricted the sale of 
flavored tobacco products to "tobacco stores" only; and 

• 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. 

Even if FDA restrictions on flavored tobacco products and regulations on marketing 

practices ultimately advanced FDA's public health goals, significant countervailing effects on both 

the federal and state levels cannot be ignored. 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, i.e., removing flavors from all tobacco products, would be a dramatically larger illicit 
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cigarette market than currently exists.68 As a result, there would be severe negative impacts and 

unintended consequences, including exposing smokers to more potentially harmful contraband 

tobacco products, increased access of youth to illicit tobacco, increased criminal activity, and 

billions of dollars in lost government tax revenues.69 FDA must not rush into issuing an over-

inclusive product standard that does not have a scientific basis and has the potential for severe 

intended consequences that could end up proving harmful, as opposed to beneficial, to the public 

health. 

VII. Conclusion 

For the reasons set forth above, PTC does not support FDA issuing a product standard 

regulating flavors in pipe tobacco, but welcomes a dialogue with FDA regarding the unique 

position of pipe tobacco. 

Respectfully submitted, 

68 FDA, Illicit Trade in Tobacco Products after Implementation of an FDA Product Standard (March 15, 20 18); 
https:/ /www. fda. gov/downloads/TobaccoProducts/N ewsEvents/UCM 60 I 04 7 .pdf 

69 See e.g., Kulick, J.D. , et al., Unintended Consequences of Cigarette Prohibition, Regulation, and Taxation, 
Pepperdine University, Pepperdine Digital Commons, (July 13, 2015). 




