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PIPE TOBACCO COUNCIL

August 2, 2022

Submitted via www.regulations.gov

Dockets Management Staff (HFA-305)
Food and Drug Administration

5630 Fishers Lane, Rm. 1061
Rockville, Maryland 20852

Re: Proposed Tobacco Proposed Product Standard for Characterizing Flavors in
Cigars: Docket No. FDA-2021-N-1309

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”).! The Proposed Product
Standard proposes prohibiting “characterizing flavors” in all cigars, their components, and their
parts.?

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

' 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.
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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?””?

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.

31d., at 26,435.



Docket No. FDA-2021-N-1309
August 2, 2022
Page 3 of 23
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.*

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.”® 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.”® 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.’

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.
526 U.S.C § 5702(n).
626 U.S.C § 5702(0).

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.® 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,” to date, TTB has unfortunately not
finalized a definition of either product.'®
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. Atleast 75% is cut tobacco 1/16th of an inch or more in width;

c. Atleast 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.!!

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

"' PTC presented this proposed definition to FDA in a meeting on June 20, 2019.
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Tobacco Control Act.'? 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.'?
I1. 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.'*

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!

4 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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e 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. '®

e 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.!”

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.!® 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-
20z/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.””!’ 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,”?° in

excess of statutory authority,?! or “without observance of procedure required by law.”??

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.”??
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, 76970 (9th Cir. 1985)) (citations omitted).

257U.S.C. § 706(2)(A).
2 14, § 706(2)(C).
2 Id., § 706(2)(D); see also Nicopure Labs, LLC, 266 F. Supp. 3d at 391-92.

2321 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.”**

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.””?

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.”2¢

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.”?’

24 Id., § 387g(b)(1) (emphasis added).

% 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.?® 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.?” 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%.3°
Similarly, in 2017, the figure stood at 0.8%."

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 5.3° In other

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

2 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/Y outh-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”** — 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.>> 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.>® 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.’” 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/Y outh-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.
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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.>® 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.

3 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.*

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;

3 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.*’

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.*!

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 etal, 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.

¢. 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.*

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.*

2 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.** 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.

4 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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VL. 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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