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could be significantly reduced were FDA to issue a clear set of achievable requirements for

substantial equivalence applications.

ALCS previously submitted comments on similar information collection activities and we

incorporate those comments here.3 In those comments, we advocated for FDA to establish lcey

definitions and requirements for the regulatory pathways, including the SE and SE exemption

pathways, in order to increase the quality, utility, and clarity of information to be collected. The

same holds true today. FDA's interpretation of the Family Smoking Prevention and Tobacco

Control Act's ("TCA") SE pathway has created overly burdensome repotting requirements on

manufacturers far beyond what Congz•ess intended. Further, in some instances, FDA has failed

to meaningfully clarify its position or provide specific requirements for SE reports and

exemption requests.

These comments will cover both Notices and address the following topics:

I. FDA Should Establish, Tl~uough Notice and Comment Rulemalcing, a Clear Set of

Achievable Requirements for Substantial Equivalence Reports;

II. FDA's Assessment of the Burden associated with this Notice Significantly

Underestimates the Resources Required to Prepare Substantial Equivalence Reports;

III. FDA Should Clarify and Revise the Rule on Exemptions from Substantial Equivalence

Requirements; and

IV. FDA Should Categorically Exclude all Categories of Substantial Equivalence

Applications from the Environmental Assessment Requirement.

I. TDA Should Establish, Through Notice and Comment Rulemaking, a Clear Set of

Achievable Requirements for Substantial Equivalence Reports

FDA recognized seven years ago that "interested parties need clarity as to FDA's expectations

regarding [SE] repoz-ts"`~ and pledged to "initiate a rulemaking that would establish requirements

and standards for SE under sections 905(j) and 910 of the [TCA]."5 In August 2018, FDA

Commissioner Gottlieb once again acknowledged the need for foundational regulations when he

3 See Attachments A and B, respectively. (Letter from James E. Dillard III to Division of Dockets Management re:

Docket No. FDA-2013-N-1588 (78 Fed. Reg. 78,974, Dec. 27, 2013}—Comments on "Agency Information

Collection Activities; Proposed Collection; Comment Request; Guidance for Indust►•y and Food and Drug
Adminish~ation Staff; Section 905(j) Reports: Demonsh~ating Substantial Equivalence for Tobacco Products");
(Letter fi•om James E. Dillard III to Division of Dockets Management re: Docket No. FDA-2013-N-1588 (78 Fed.
Reg. 76,838, Dec. 19, 2013)—Comments on "Agency Information Collection Activities; Proposed Collection;
Comment Request; Tobacco Products, Exemptions From Substantial Equivalence.")
~̀ Guidance for• Industry and FDA Staff, Section 905(j) Reports: De~rlot7st~~ati~~g Szrbstantial Egi~ivalef~ce fa• Tobacco
Pr•o~lircts (Jan. 2011) at 2, available at
https://www.fda.~ov/downloads/TobaccoProducts/Labelin RulesRegulationsGuidance/UCM239021.pdf.
S ld. at 1.



said "We all need to be on the same page regarding the basic ̀ rules of the road,' especially when

it comes to what's expected in premarket applications."6 We agree.

In the absence of foundational rules, applicants have faced uncertainty, lack of transparency, and

evolving requirements for demonstrating substantial equivalence that have been applied

inconsistently over time. Based on eight years of experience, it is clear that it is time to

modernize the substantial equivalence product pathway, in order to reduce unnecessary burdens

and improve regulatory efficiency.

The TCA requires FDA to issue a marketing order for a new tobacco product if it:

(i) has the same chayactei•istics as a predicate tobacco product; or

(ii) has different characteristics and the information submitted contains infol~rnation

...that demonstrates that... the product does not raise different questions of pZtblic

health."8

The first prong of the substantial equivalence test evaluates whether the new and predicate

products share the "same characteristics." If they do, introducing the new product would not

create new health risks to the user and FDA should issue a marketing order.

Only if the products have different characteristics does the analysis move to the second prong of

the substantial equivalence test, which assesses whether the new product, taken as a whole, raises

"different questions of public health." This prong has a broader focus than the first.

Congress designed the substantial equivalence process to allow the continued sale of tobacco

products, while preventing the introduction of products that could present new or different

questions of public health. In the TCA, Congress sought to limit the permissible risks to those

present as of a specified baseline date —February 15, 2007.

By implementing the SE pathway for tobacco products through non-binding guidance documents

and product-specific information requests of individual manufactuiels, FDA has increased the

cost and burdens beyond what Congress intended. A regulation, issued through notice and

comment rulemaking, is needed to put all of regulated industry on the same playing field when it

comes to the requirements for SE submissions. While the rule can and should address format

6 Gottlieb, Scott and Zeller, Mitch, "Advancing Tobacco Regulation to Protect Children and Families: Updates and

New Initiatives from the FDA on the Anniversary of the Tobacco Control Act and FDA's Comprehensive Plan for•

Nicotine", Aug. 2, 2018, at htt~s://www.fda.~ov/NewsEventslNewsroom/FDAVoices/ucm619118.htm.

Based on our experience, only by making a formal request —via the Freedom of Information Act —can we obtain

documents to help us discern how FDA is evaluating applications and the principles it is applying. We recently

learned, for example, that the Center for Tobacco Products ("CTP") changed its approach to product quantity change

SE reports, no longer requiring applicants to submit consumer behavior information to support the product quantity

change. The formal memo, released in December 20l 7, recommended that CTP should consider revising the cutyent

guidance to reflect this change. Source: FOI Services, "Memorandum on product quantity changes, dated December•

7, 2017" referenced in the TPL Review for SE0013974-SE0013976," December 7, 2017. CTP still has not issued

t~evised guidance to account for this change in position, and CTP's failure to publicly communicate the change in

position has resulted in both Agency personnel and manufacturers spending significant time and resources

submitting and reviewing unnecessary information.

8 TCA §~ 910(a)(3)(A)(i}—(ii)(emphasis added).



and content requirements for S~ reports, the more czitical function of such a rule is to define the

lcey statutory terms that govern substantial equivalence and articulate the standards that FDA is

applying in practice to actually make SE detet~rninations.

With respect to the first prong of the substantial equivalence test —whether the new and predicate

p~•oducts share the "same characteristics" —FDA has refused to acknowledge that new tobacco

products with slight variances from their predicate products can satisfy this prong. FDA's

ongoing approach to the same characteristics pathway is in contravention of a federal court

ruling that rejected FDA's interpretation that "same charactezistics" means "identical

characteristics."9 In this ruling, the U.S. District Court for the District of Columbia determined

that Congress "created a less burdensome ̀ same characteristics' prong that seemingly was

intended for physical changes that were more than ̀ minor,' but yet not so significant so to

require a showing, tluough clinical data if demanded, that ̀ the product does not raise different

questions of public health. "' 1 ° In practice, however, every difference between the new and

predicate products, no matter how small or insignificant from a public health standpoint, pushes

the application into the moz•e complex and rigorous second prong. In other words, FDA is

interpreting "same characteristics" so strictly that any modification causes the new product to fail

the test, effectively nullifying the first prong entirely and defeating Congress's intent for the SE

pathway to operate as a streamlined pathway to market.

The result of this approach is that T'DA appears to be evaluating all pending substantial

equivalence applications under the second prong. And, in applying the second prong, FDA also

disregards congressional intent by requiring an analysis of every difference between the new

product and a single predicate product even when the new product does not present health risks

different in nature or magnitude from the known risks of products on the market in 2007.

To address these issues, FDA should issue, through notice and comment rulemaking, binding

regulations to implement the substantial equivalence pathway as Congress intended, including:

• A clear definition of "same characteristics" that allows new products to be evaluated

under the first prong even when the product is not identical to its predicate product;

• Clear definitions for "different characteristics" and "different questions of public health,"

as well as the standards for determining whether a new tobacco product raises "different

questions of public health" under the second prong;

• Content and format requirements that are reflective of the various categories of tobacco

products;

• Clear and consistent review procedures; and

• Reasonable timelines for FDA action.

Any rule that does not include these foundational binding standards, requirements, and

definitions is incomplete and may be arbitrax•y and capricious because manufacturers will remain

forced to guess at what is required to demonstrate substantial equivalence. Regulated parties, at

9 See Philip Morris USA v. FDA, 202 F.Supp. 3d 31 (D.D.C. 2016).
'o Id at 53.



a minimum, must know what these definitions are so they know specifically what the TCA

requires and so that similarly situated paa-ties a~•e treated in a similar manner. Because FDA has

already reached numerous final decisions on substantial equivalence reports, it must have

internal definitions of these terms, and it must have established standards it is applying to reach

those decisions. These should be formally and publicly articulated immediately, prior to the

planned rulemaking.

A full and complete understanding of authorization requirements, coupled with sufficient time to

piepare regulatory filings based on those requirements, will allow industry to prepare and file

more tailored applications. It will also result in a more transparent and consistent premarket

review process. Manufacturers would know what information FDA requires for its review for

each substantial equivalence prong, thereby reducing existing, and unnecessary, costs and other

submission burdens. At the same time, FDA would also realize process efficiencies.

II. FDA's Assessment of the Burden Associated with this Notice Significantly

Underestimates the Resources Required to Prepare Substantial Equivalence

Reports

FDA estimates an average burden of 300 hours for a manufacturer to prepare a substantial

equivalence report, including the preparation of an environmental assessment ("EA"). Based on

our experience, having submitted scores of SE Reports and answered hundreds of office of

science questions, the burden is significantly greater. In the Notice, FDA assumes a single

submission only — an SE report with an EA attached. But in practice, there are at least three or

four submissions associated with most S~ reports —the original SE report, a response to an

Advice/Information ("A/I") request letter, a Preliminary Finding Letter ("PFL") response, and in

many cases an environmental PFL response. There may also be a need for amendments to the

report and/or EA. In the estimate, FDA assumes no time oz burden associated with any aspect of

the SE process other than the preparation of the initial submissions even though, in our

experience, the later stages are where applicants largely spend their time and resources. In fact,

it is not uncommon for a response to a single letter from FDA to consist of hundreds of pages —

indeed, in one instance, ALCS submitted a response letter that was over 1,200 pages.

Exacerbating the existing burden is the fact that manufacturers will have to file SE reports for

potentially thousands of newly deemed pxoducts, including cigars. In the Notice on SE reports,

FDA estimates that the number of reports will increase from an annual average of 979 to 1,570.
11

We believe FDA is severely underestimating the number of SE reports for deemed products, and

that many thousands could be filed for cigars alone.12

The Notice also describes a process whereby manufacturers can "bundle" SE Reports with

"identical content" but oddly estimates that the average burden associated with a bundled

submission, which would apply to multiple products, is significantly lower (by more than hal f

than the burden estimated for the preparation of a single SE Report.

~ ~ 83 Fed. Reg. 45,253 (Sep. 6, 2018).
12 See, e.g„ Comments submitted by the International Premium Cigar and Pipe Retailers Association and Cigar

Rights of America to the Premium Cigar ANPRM docket, July 25, 2018, at

https://www.re~ulations.gov/document?D=FDA-2017-N-6 l 07-8796.



III. FDA Should Clarify and Revise the Rule on Exemptions from Substantial

Equivalence Requirements

"Substantial equivalence," as defined by Section 910(a)(2)(A)(ii), requires premarlcet review of a

tobacco product unless "the tobacco product is exempt from the requirements of section 905(j)

pursuant to a regulation issued under section 905(j)(3)." Congress intended the SE exemption

pathway to be used foi• "minor modifications" to tobacco additives. Congress clearly delineates

that this pathway is applicable to modifications such as "adding or deleting a tobacco additive, or

increasing or decreasing the quantity of an existing tobacco additive."
13

To effectuate Congressional intent, FDA should do the following:

• Define "Minor Modification"

While FDA has issued a regulation for substantial equivalence exemptions, it has not defined a

"minor modification" and therefore has not provided sufficient guidance to the types of

situations in which an exemption filing may be a viable alternative to a full blown SE report.

Instead, when FDA issued its SE exemption rule in 2011, it stated: "Given that this program is

just beginning, FDA does not have the experience needed at the present time to provide a useful

definition of ̀minor modifications. "' I`~ However, in the nearly ezght years that have elapsed

since FDA issued this regulation, FDA has issued dozens of SE exemption determinations and

has analyzed many more SE exemption requests. We believe FDA now has sufficient

experience with the exemption pathway that it can and should update the exemption regulation to

define what constitutes a "minor modification" eligible for the pathway.

• Eliminate the Certification Statement Requirement

The certification statement requirement for SE exemptions exceeds FDA's statutory authority by

requiring evidence or a certification statement summarizing data regarding behavioral effects,

such as addictiveness, abuse liability and appeal to or use by minors. Such information, while

required by statute for PMTAs, is not required by sections 905 (j)(1) or (3) of the TCA governing

SE reports and SE exemptions, and represents another unnecessary burden on applicants.

• Define Categorical Exclusions

FDA should allow an SE exemption request to cover an entire category of products and allow for

modifications within a requested range. Under this approach, FDA would establish categories or

types of modifications (i.e. minor changes in specified additives) that would be exempt from

having to file an SE report. Adopting this recommendation would improve efficiency, without

compromising the overall public health objective, and allow FDA to better focus their resources

on other public health priorities.

13 TCA § 905(j)(3)(A).
'̀~ Tobacco Products, Exemptions from Substantial Equivalence Requirements, 76 Fed. Reg. 38,963 (July 5, 2011).



IV. FDA Should Categorically Exclude all Categories of Substantial Equivalence

Applications from the Environmental Assessment Requirement

FDA has required EAs for all premarlcet applications with the exception of SE repot-ts for

"provisional" products. This is a significant and burdensome process with little value. I'DA

should create categorical exclusions for all categories of substantial equivalence applications.

August 2018, ALCS submitted comments in support of FDA categorically excluding all

categories of substantial equivalence applications from the EA requirement. In that response,

provided evidence that not only has FDA gained sufficient experience with non-provisional

substantial equivalence reports and SE exemptions, but excluding all categories of SE

applications would reduce regulatory burdens and promote efficiency for the agency and

regulated industry, without any additional environmental impact, 
l s

C~'nn~l~icinn

In

we

We appreciate the opportunity to submit these comments on the proposed information collections

and urge the FDA to adopt our recommendations as they will drive clarity, efficiency, and

transparency in the substantial equivalence regulatory process. The changes will also help to

reduce burden on both the FDA and industry, and will help FDA better focus their efforts on

their public health mission.

I would be happy to discuss our suggestions in more detail. If you have any questions, please

contact me at (804) 335-2879.

Sincerely,

''~1.~

15 See Attachment C. (Letter fi•om Jose Luis Murillo to Division of Dockets Management re: Docket No. FDA-

2012-N-0961 (83 Fed. Reg. 26,477, June 7, 2018)—Comments on "Agency Information Collection Activities;

Proposed Collection; Comment Request; Envu•onmental Impact Considerations", at

https://www.regulations.gov/document?D=FDA-2012-N-0961-0009).
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Altria Client Se~•vices I~~c. ("ALCS"), on behalf of Philip Morris USA Inc. ("PM USA") and U.S.
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above-captioned Federal Register notice ("Notice").

Our comments address three topics identified in the Notice:

1. "Whether the proposed collection of information is necessary for fihe proper perfo~~nance of
FllA's functions, including whether the ix~'ozmation will have practical utility;"

2. "The accuracy of the Food and Drug Administration's ("FDA's" or "the Age~~cy's") estimate
of the buzden orthe proposed collection of information, including the validity of the
methodology and assumptio~~.s used;" and

3. "Ways to enhance the quality, Lit111ty, aid clarity of the information to be collected."

We recognize the magnitude of the task that FDA faces in evaluating substantial equivalence
submissions, and we appreciate the opportuiaity to submit these coxnrnents.

~ PM USA and USSTC are wholly-owned subsidiaries o~ ~11h•ia Group, lnc. ALCS provides certain services,
including regulatory affairs, to the Alh•ia family of companies. "We" and "our" are used tluoughaut these
comments to refer collectively to PM USA and USSTC.
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I. FDA overrcachcs by requiring information foY• substantial equivalence reports not

required by tl~e stat~i~e and not ~•elevant foa~ tl~e proper perforYnance o~ the Agency's

functions.

FDA. has improperly implemented the substantial equivalence provisions of the statute which is

inconsistent with its plaid language a~ld its overall structuze by requiring information to support

905(j) reports that are neither authorized noi• relevant to a substantial equivalence detei~nlination.

T'he following identifies examples of how the Agency's intei~retation and application of the

statutory ~~equirements are inconsistenti with the statute o~• have resulted in a subsiani~ial

equivalence pathway that is unreasonable anti overly burdensome.

A. A pt~o~er evaluation of substantial equivalence cannot in1:el~~ret "same characteristics" to

mead "identical characteristics."

i7nder Section 905(j), a new tobacco product is substantially equivalent to a predicate tobacco

product o~• products if it (1) has the same characteristics as i:he pxedicate(s}, or (2) has different

characteristics but does not raise different questions of public health. Multiple sources reveal that

I'DA interpzets the term "same chaxactei~istics" fio mean "identical characteristics."2 But "san~.e"

cannot mean "identical."

A product 1;hat is identical to a predicate or predicates is, by definition, neither new nor modified,

and therefore is not a "new tobacco pxoduct" that must undergo premarket review by the Agency

to be lawfully marl~eted. Under rDA's infierpretation, every new ox modified product

automatically wiJ.l be evaluated undea tl~e "d~ffexent questions of public health" standard, thereby

rendering the "same characteristics" test meaiungless. Indeed, Ii Dm's substantial equivalence

orders to date demonstrate that the Agency has yet to find a pz•oduct that satisfies the "same

cha~acte~istics" test, even in cases where the product was deemed "nearby identical" to its

predicate.3 Such interpretation violates the basic ~r~ncxple of stat~itory interpretation that every

word and clause in a statute must be given effect. A statute must be uiterpreted in a way that

2 See, e.g., FDA, Crtsidance fo~~ Indt~stty and FDA Staff, Section 905(j) .Reports: ~Ue~fionstratirrg Substarltiul

Equivalence for Tobacco Pf~odricts [hereinafter "Substantial Egrcil~alence Gr~idunce"J, 76 Fed. Reg. 789 (Jan. 6,

2011) at § V.A (request fox voluminous data to be presented as "side-by-side quantitative and qualitative compa~•isons

of the ne~t~v tobacco product with the predicate tobacco p~•oduct with respect to all product characteristics"); § V.0

("same characteristics" will only be found when "a minimal number of ingredients, or materials have been substituted

(substitution may include the same iugredieut ar material but from a different sow•ce)," and there is "documentation

demonshating that the subsiihited iugredient(s) or materials) meets the required specifications for the replaced

ingredients) or matei~ial(s).").
3 See, e.~:, FDA, Technical Project ~ Lead Memorandum: SE Report SE0003730 (June 25, 2013) (stating that "The

composition of the new acid predicate products is nearly identical with the exception that menthol was omitted from,

and fire standard compliant (TSC) paper was added to, the new product. The iier~v and predicate products contain

essentially idelitical tobacco blends .... The other ingredients and additives, including the flavors and casings, are

essentially identical except for the absence of menthol and the addition of FSC banded cigarette paper and burn

modifiers ui rSC cigarette paper.")
d See Montcl~rir v. Rajnsdell, 107 U,S. 147, 152 (1883) (instructing that one must "give effect, ifpossible, to every

clause and wo~•d of a stahrte, avoiding, if it may be, any construction which implies that tl~e legislature was ignorant

of die meaning of the language it employed.").



avoids rendering any of the statute's language superfluous.s Interpreting "same" to mean

"identical" xenders the "same charactezistics" test superfluous.

7n the other FDA-regl~lated product context most analogous to 9050) "substantial equivalence"

reports -- medical device 510(lc) "substantial equivalence" submissions6 -~ Congress did not

envision at~d I'DA correctly does not interpret "same" to mean "identical." Indeed, the substantial

equivalence provisions of § 910(a) are modeled on the medical device provisions of the Federal

Food, I~rug, and Cosmetic Act ("FDCA" or "the Act").~ Under Section 510(10 of the Act, a

medical device is substantially equivalent to its predicates) if it (1) has the ,sayf~e technological

c~~a~•acte~istres as the predicates) ox (2) has di:ffe~ent c~iaractex•istics, is as s~.fe acid effective as fihe

pzedicate(s), and does not raise different questions of safety acid effectiveness.$ Within the 510(k)

context, FDA does z~oi: interpret "sane" to mean "identical" and has found non-identical

characteristics to be the "same,"~ By using the 510(k) model, Congress intended to incoxpo~•ate

the stzeamlined process used fol• medical devices. To follow a different approach for tobacco

products is inconsistent with that intent.

Based on its interpretation that "same" means "identical" for pluposes of substantiial equivalence

for tobacco products, FD.~. is requiring manufach~~•ers to submit data and other information to

sl~.ovv that their new products do not raise different questions of public health compa~•ed to

predicate p1•oducts, even when the new products should be considered to have the "same

characteristics" as their predicates. Moreover, the amount and scope of data and information that

FDA is requiring to show that a new tobacco product does not raise "different questions of public

health" far exceeds that which is necessary to demonstrate that products share the same

characteristics. FDA's erroneous interpretation of the word "same," particularly when coupled

with its unuecessariiy cumbersome approach regarding "different questions of public health," is

causing FDA to x•equest and review data and infor3nation that is not necessary to discha~~ging its

statutory obligation in determining substantial equivalence.

Astoria Fetlerul Savings & Lvan ~lss'rt v. S~lirninv, 501 U.S. 104, 112 (1991); S,~rIG'fSifllY V. .A'IG'Ycu~y Marine, 537

U.S. 51, 63 (2003) (using a broad interpretation of the word "law" could render the wozd "regulation" superfluous as

used in a pY~eemption clause that applied to a state "la~v oi• regulation"). See also Bailey v. United States, 516 U.S.

137, 146 (1995) ("we assume that Congress used two terms because it intended each tezm to have a particular,

nonsuperfluous meaning") (rejecting interpretation that would have made "uses" and "carries" redundant in statute

penalizuig using or carrying a firearm in commission of an offense).

6 Comperr•e 21 U.S.C. § 360c{i) (medical device "substantial equivalence") to 21 U.S,C. § 387j(a)(3) (tobacco product

"substantial equivalence").
~ See, e.g., U.S. Senate Committee on Commerce, Science, and Transportation. National Tobacco Policy and ~'outh

SmokirrgAct:.Repot•t Together' lvitlT Additional Vielvs (to accompany S. 1415) (S.Rpt. 105-180), at 23-24,

Washington: Government Printing Office, 1998 (stating "Sections 90S(j) and 910 adopt the substantial equivalence

~rovisioiis of [the Medical Device Amendments] sections 510(k), S l.3(I) and 515(U}, with cez-taui modifications").

2] U.S.C. § 360c(i)(1)(A).
9 See, e.g., FDA, Medical Devices Premaf ket Notifrcation (SIOk} ("A claim of substantial equivalence does not

mean the new and predicate devices must be identical"), cn~ailable at

http://w~v~v.fda.Gov/medicaldevices/devicere~ulationand~uidance/howtomai•ketyoiirdevice/prernai•hetsubtaiissions/pre

rnarketnoti~ication510kldefault.htm; FD/1., ,ll~edic'ClI D8V1C~S Hotiv to Find a P~'BGIICQIL DBVICG ~"A claim of

substantial equivalence does not mean the devices) must be identical"), available a~

http://w~vw.fda.Gov/MedicalDeviceslDeviceRe~ulationandGuidauce/HowtoMarketYourDcvice/PremarketSubmissio

ns/Premai•ketNotification5lQk/ucm 134.571.htm.

3



Instead of equating "same" with "identical," the Agency must adopt aza inteYpretation of "same
characteristics" that zeco~mizes the ranges of chaz•acteristics of tobacco p~•oducts on the x~aarket on
ox before February X 5, 2007. This approach is consistent with a reasonable interpzetation of both

"same chatacteiistics" and "different questions of public health" and results in the collection of
only the info~~nation that is necessary to assess substantial equivalence, consistent ~w~ith the less
cumbexso~ne pzocedure thai Congress intended.

13. Behavioral evidence should not be required to suppoz•t substant~a~ equivalence reports.

FDA has er7•oneously determined that behavioral evidence, ix~cluding consumer pet•ception studies
and abuse liability data, is required in substantial equivalence repol-ts to demonstrate that a new
product wit~~ different claaxacte~-istics does not zaise different questions of public l~.ealth. As
previously noted ul ALCS' comments on the Guidance for Industry and FDA Staff, Section
9U5{j) Reports: Demonstrating Substantial Equivalence for Tobacco Products ("Substantial
Equivalence Guidance")1° aad the prcoposed rule for '~.~obacco Products, Exemption from
Substantial Equivalence ("Substantial Equivalence Exemptions Proposed Rule"),11 behavioral

types of effects are not pa~:~t o:F the statuto~•y fiameworlc for• a subsfantia~ equivalence

detezxxaitaation. Accordingly, the collection of behavioral evidence is not necessary or appzop~iate

to the proper pe~forniance of the ,ll.gency's revie~c~v of 9050) repo~•ts. ]nc~uding t~lis requirement

both complicates the substantial equivalence piocess and, mole generally, signals that FDA has

inter~~reted the process beyond what Congress intended. Tile vaz•ious p~emarket authorization

provisions of the Act have different requirements for the types of data that industay musi submit,

or that rDA must consider. Foy example, the criteria for evaluating non-substantially equivalent

new tobacco products under Section 91 U(c) of the Act require an evaluation of the risks and
benefits to the population as a ~vvhole, including users and non-users of the Tobacco product, and

takin~ into account the increased or decreased likelihood of cessation or initiation of product

use. Similar language regarding cessation or initiation effects is also included, for example, in

criteria for authorization of modified risk tobacco pzoducts,13 and for tl~.e development of tobacco

prodLict standards.l~ Moreover, an application for authorization of certain types of modified risk

tobacco products (i.e., "reduced exposure" products) requires "testing of actual consumer
perception" 'with respect to rislcs.

is

to See Attachment A. Fetter from James E. Dillard III to Division of Dockets Management re; X3ocket No. FDA-

2010-U-0635 (7b Fed. Reg. 789 (Jan. G, 2011)) — Commenis on the "Guidance for Industry and FUA Staff, Section

90S(j) Reports. Demor~sn~ating Substantial Equivalence for Tobacco Products" (Feb. 8, 2011).
it See Attac~ime~~t B. Letter fiom Jaines E. Dillard III to Division of Dockets Management re: Docket No. FDA-210-

N-0646 (76 Fed. Reg. 737 (Jamiary b, 2011)) Tobacco Products, Exemption from Substantial Equivalence (March

~2, 2011).
12 See 21 U.S.C. § 387j(c)(4).
i3 See icl. § 3S7k(g)(4)(B) & (G).
is See rcl. § 387g(a)C3)(B)(~)(ii) & (ti1.).
~s See icl. ~ 3871c(g)(2)(B)(iii).
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In contrast, Congress excluded from the criteria for substantial equivalence under Sec~io~n 910(a),

and fog• xepoi~iing t~ndei• Section 905(j), any consideratio». of behavioral effects such as initiation

or cessation, or of consumer perception studies. This absence shows Congress' intent that the

c~~iier-ia should not be considez•ed ~n the suUstani:ial equivalence evaluation. ~~ "lhus, substantial

equivalence evaluations tuldel• "different questions of public health" should be limited to standard

safety s~.idies; i.e., toxicology and (where deemed necessary by the Secretary) clinical studies,

wii:hout any additional xequi~ement or consideration of behavioral effects.

C. Packaging a~ld Iabelin axe not "characteristics" nor are the part" of a tobacco roduct.

rDA has taken the position that 905(j) submissions must include packaging and labeling

info~•mation fo1~ both new and predicate products.17 FDA also has taken the position that any

change to the laUel or packaging o~ a tobacco p~~oduct that occurs after Febillary 15, 2007 makes

that product a "new tobacco product" suUject to the requirements of Sections 9U5(j) and 910(b),ag

Both of these positions are enconeous, ai d they fiirther complicate the substantial equivalence

process, departing from Congressional intent.

] . Packaging and labeling are not "characteristics" reviewed as part of. a substantial

equivalence detei~nination.

Section 910's definition of "characteristics" demonstt•ates that Confess did not intend fox FDA to

consider product labeling or packaging when analyzing substantial equivalence. Section 910

defines the term "characteristics" to mean "the materials, ingredients, design, composition,

heating source, or other features of a tobacco product."19 Product labels and packaging do not fit

within this definition. Indeed, FDA itself has recognized that packaging is not a "charactei7stic"

of a tobacco product.20

Moreover, substantial equivalence is a p~~e~~~af~ket review process, whereas the statute provides foz

postmar~l~et review of product labeling absent notice-and-comment rulemaking or a Section 911

claim of nxodified risk.21 Section 903(a) empowers the Agency to seize a marketed tobacco

product if it determines that the product's labeling contains "false or misleading" statements,

including a misleading product name.22 While Section 903(b) authorizes preznaxket review of

1~ A well-accepted canon of statutory ir~terpzetation is that "where Congress includes particular language in one

section of a statute but omits it in another ... , it is generally preswned that Congress acts intentionally and pwposely

in the disparate inclusion or exchision," Keene Co~~. v. United States, 508 U.S. 200, 208 (1993) (quoting Rtissello v.

U»ited States, 464 U,S. 16, 23 (1983)); see alsv, e.g., Bates v. United States, 522 U.S, 23, 29 (1997) (inclusion of

"intent to defraud" language iu one provision and exclusion in a parallel provision indicated intent to defraud was not

au element of the offense of knowingly and tivillingly nusappropriating student loan funds).

~~ See, e.g., FDA, Draft Guidance for Indusby a~~d FDA Staff-- Demonsh•ating the Substantial ~gz~ivale►tce of a Nov
T~hacco Product: Responses to Frequently Asked Qttestio~~s (Nov. 8, 2011) [hereinafter "Substantial Lgzsivalence
FAQs"] ,
1~ Id. at 3.
19 21 U.S.C. § 387j(a)(3)(B).
20 See FDA GIG1L~Qi1C8 f0Y Indirstfy --Listing ofingredients i~r Tobacco Prodzrcts § III.0 (Nov. 2009) [hereinafter
"Listing of Ingr~edie~ts in Tobacco P~~odttcts Girida~zce"] (stating that the requirement to provide an ingredient list
does not apply to "packaging difl'erelices that do not affect the characteristics of the product").
'1 Congress also authorized premarket review of labeling under Section 9l 1, but that section is a~ot relevant io
substantial equivalence.
z2 21 U.S.C. § 387c(a); cf. 21 C.F.R. ~ 20X.10 (regulating dnig names in labeling).



product labeling, ~t provides that the Agency lnay do so only through regulation, and such a
regulation has nofi been promulgated. Even if FDA were to p~o~nulgate such a re~.ilation, it

would be sepaxate and apax-~ firom the ~•equixements of Section 9~5(j}. It is a~.e~thex appropriate nor
necessary for rDA to engage in premarket review of product labeling as part of the substantial

equivalence process.

Ii FD.l1. ~~as any autl~ority to require premazket review of packaging changes, it is only to the

extent that the new packaging causes a change in the characteristics of the tobacco p~•oduct itself

ror example, FDA may require a 905(j) report fox a packaging change that leads to a change in

t~Ze ix~gredient composii:ion of the tobacco pxoduct in the package, because "in~ediei~.ts" are

among the "modifications" expressly included in Section 910(a)(1)~B), as well as the
"characte~•istics" that are subject to substantial equivalence review.2

2. C~aanges to labels anc~ packaging do ~~ot cx•eate a "new tobacco product" subject to
premarl~et authorization.

FI).A's position is that any change to the label or packaging of a tobacco product that occurs after

February 15, 2007, makes that product a "new tobacco product" subject to the re~uirernents of

Sections 905(j) and 910(b}. However, as we have described in detail previously, 4 that;
interpretation is foreclosed by the text, context and purpose of the statute. In addition, as we also

have described in detail previously,2S including a product's name in the definitions of tobacco

product and new tobacco product would violate the First Amendment's Free Speech Clause.

Brand flames are protected as commercial speech. ~.n intezpz~etation of the FSPTCA that would
require manufacturers to obfain FDA authorization before changing the names of their products

would impose a constitutionally suspect prior restraint. Such ~~est~aints are impermissible absent

procedural safeguards sufricient fio protect against the "danger of suppressing constitutionally

protected speech."26 To treat changes in labeling and packaging as creating a new tobacco
product multiplies the number of substantial equivalence filings, compounding the burdens

imposed by FDA's overreaching in the implementation of the process itself.

2; 21 CJ.S.C. §~ 387j(a)(~)(B), 387(a){3)(B),
2'~ See Attac~unent G. Letter from James E. Dillard IIT to Divis~o~a of Rockets Management re: Docket No. FD~,,-

2011-D-0147 (76 Fed. Reg. SS,927 (Sept. 9~ ZO11~~ — COI11IllElltS 021 the "Draft Guidance foa• industry and FDA Staff

-- Demonsti~ating the Substantial Equivalence of a New Tobacco Product: Responses to rrequently Asked Questions"

(Nov. 8, 2011).~5 z~~.
26 Svtttheasfern Promotions, Ltd. v. Conrad, 420 U.S. 546 (1975).



D. The statute did not intend t~~e submission of Iiat-mful and Potentially ~Iaznlfill Constituent
~"HPHC", data as part of substantial equivalence evaluations.

FI~,E1 appears to have taken the position that 905(j) submissions must include HPHCZ~ data for

new alld predicate products.2~ Adding this extra regt~ireinent fiirther complicates and overloads

the substantial equivalence process in ways Congress clearly did not intend.

Substantial equivalence is established based on a comparison of the "characteristics" of the new
and predicate products.29 The statute defines the term "characteristics" to mean "the materials,
ingredients, design, composition, heating source, or other features of a tobacco pzoduct."30 The

definition does not include "constituents," and the term "ingredients" cannot be read to
encompass co~~stituents.3~ Moreover, i:he berm "other features of a tobacco product" cannot be

read to encompass constihients. If Congress had intended to include constituents as part of the

substantial equivalence review process, it would have referred to "constituents" explicitly as it did

innumerous other sections of the statute.32 Congress did x~ot include constituents in the context

of substantial equivalence reports, meaning that Congress did clot intend to require comparison of

constituents in a 90S(j) submission,
33

The ,A.gency's position that substantial equivalence repoi-~s must contain I-IP~IC data also raises

practical difficulties that further indicate that Congress did not intend to interject this requirement

into what was supposed to be a siinpli~ed process. Fast, Congress required substantial

egluvalence reports to be submitted by 1V~azcb. 22, 2011, long befoxe FDA's Apri12012 deadline

for identifying and publishing a list of H~'HCs and its Apri12013 deadline for promulgating

regulations for testing and Y•eporting.34 Congxess therefore could not have intended to require

FD.A. to consider HPHC data when evaluating substantial equivalence. Second, HPHC testing

was not required as of February 15, 2007, yet: products that existed on or before that date serve as

predicates for the substantial equivalence analysis. It is highly unlikely that cigarettes and

27 "Harmful and potentially harmful constituent" has been defined, in relevant part, to include "any chemical or

chemical compowid in a tobacco product or in tobacco smoke: a) that is or potentially is inhaled, ingested, or

absorbed into the body; and b) that causes or has the potential to cause director indirect harm to users or non-users of

tobacco products." FDA, Guidance for Industry and FDA Staff -- "~Im~» ful and Potentially Huf•n f rl Coi7stitz~ents "

ift Tobacco Products as Used ~n Section 909(e) of the Federal Food, D~•ug, and Cosmetic Act, at 2 (Jan. 20] 1),

available at
http:/hvww.fda.Gov/cio~imloads/TobaccoI'roducts/GuidanceComplianceRe  ;gulatorylnformation/UCM241352.pdf.

28 See, e.g., Substantial Egztivalertce Gz~idance, supf~a note 2.
29 See 21 U.S.C. § 387j(a)(3){A).
3o Id § 387j(a)(3)(B}.
31 See td. §~ 387d(a)(1), 387d(a)(3); see also id. §§ 387g(a)(1)(A), 387g(a)(3)(B)(ii) (indicating that

"constituents" and "additives" are conceptually distinct categories under the FSPTCA).
32 See , e.~:, llefinition of "smoke constituent" in § 900(17); establis}lment and publishing of an HPHC list under

§§ 904(d) and (e); manufacturer testing and reporting of tobacco product caustituents under regulations to be

promulgated by FDA under § 915; testing and repoi~ing of constituents for new tobacco products 90 days prior tc~

introduction under § 904(c)(1); FDA's authority under 5 9U7 to establish tobacco product standards, including "for

the reduction or elunination of other constituents, including smoke constituents, or harmful components of tie

pz~oduct."
33 See szcpf•a, note 1.6 (regarding tivell-aecePteci canons of statutory construction).

3̀ ~ See 21 U.S.C. §§ 387d(d)(1), 387d(e), 387(0)(6)(1).
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smokeless tobacco products on the market on or before February 15, 2007 - at least .seven years

ago - stiU exist, let alone in quantities sufficient to satisfy FDA's testing require3nents. Therefore,

it is impossible to generate constituent data for most, if not all, "grandfathered" predicate

pzoducts.3$ The inability to generate IIPHC data fox pxed~cate products cannot foreclose a finding

of substantial equivalence, as rDA's position suggests.

E. Substantial equivalence reports should be exempt from environmental assessment

requiaements.

The Agency recentXy proposed a x-~lle amending 2 X C.F.R. Pat-t 25 to exclude certain classes of

tobacco-related actions from the requirement to prepare Dui environmental assessment or an

environmental impact statement (referred to as "categorical exclusions"}.36 This p~~oposed rule

exempts Section 90S(j) reports for tobacco pzoducts undez Section 910(a)(2)(B) as well as cei~taul

FDA actions related to premarket approval of tobacco products.

In the preamble to the proposed zule, the Agency pzovides a sound zat~onale for establishing these

new categorical exclusions. The Agency, however, failed to include categorical exclusions for all

Section 9U5(j) xepoi-ts, although the zationale provided by the Agency suppoz~ts a broader

exclusion. In the prea.rnble to the proposed rule, the Agency considered the manttfaeturing effects

on the environment ("trivial" when compared to the total impact by all industzies) and the effects

on the environment due to the use and disposal of the new products. In evaluating the latter, the

Agency concluded that "any new tobacco products that receive marketing authorization through

the available pathways would have less or no more environmental impact than that of tobacco

products currently on the market."37 Furthezmore, nearly every other FUA-regulated industry

benefits from a categorical exemption for agency actions similar to substantial equivalence

determinations. In each of these industries, FDA has taken the position that environmental

assessments are not necessary if the requested agency action does not increase overall use of the

product type.38 If FDA adopts a broader• categorical exch~sion for all Section 905(j) reports, FDA

could still require an envi~onrn.ental assessment based on ext~aoz~dinary cirew.nstances.

Accordingly, the Agency should reconsider a categorical exclusion for all substantial equivalence

3S Fox a fuller discussion related to HPHCs and the development of the HPHC list, we refer the FDA to a previous

submission in tivhich tive discuss o~ir experience with tobacco constituent testing and evaluation of such data as part of

our ingredient testing prog~•am. See letter fi•om James E. Dillard III to Division of Dockets Management re: Docket

No. FDA-2010-D-0281- Comments nn the "Draft Guidance for I~idushy and FDA Staff: ̀ Harmful and Potentially

Iiarmful Constituents' an ~1'obacco Products as Used in Section 904(e) of the Federal Food, I)~•ug, and Cosmetic Act"

(Aug. 23, 2010), available at http://~~t~ww.regulations.gov/#!dacumentDetail;D=FDA-20]0-D-0281-0003.

3~ FDA, National Environnie»tal Policy Act; Ertvi~•ottntental.~lssessmej~ts fog• Tobacco Products; Categorical

F.xcllrsio~as, Proposed Rule, 79 Fed. Reg. 3742 (Jan. 23, 2014) (proposing to require an environmental assessment for

any order finding a tobacco product substantially equivalent e~.cept orders issued uader section 910(a)(2)(B) for

provisional tobacco products).
~ Icl. at 3745
38 See, e.g., 21 C.F.R. §§ 25.15(c) (agency actions that "da not signi~iicantly affect the quality of the human

envuonnlenY' are ordinarily excluded}, 25.30(k) (labeling changes that do not affect levels of use); 25.31(a) (new

drug approval applications that will not "increase the use of the active moiety"), 25.31(g) (bioequivalence

determinations fog• human drugs and comparability detenninatians for Uiolo~ics), 25.320} (determinations that food is

GRAS if it is already marketed for the proposed use), 25.33(a) (new anunal drug approval applications that will not

increase use), 25.34(b) (device classification determinations that wilt not increase or expand the use of the device),

25.34(d) (class lII medical device approvals if the device is of the same type and use of a previously approved

device), 25.34(fl (resb•icted device regulations that will not expand or increase the use of the product).
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determinations, consistent with the Congzessional intent to snake the substant~a~ equivalence

pz~ocess simple and si~reamlined. Requu•ing environmental assessments makes FDA's estimate of

the burdc~s of the ctu~ent process even more ~.inY•ealistic.

F. ~'D.A.'s failtue to recognize and account for the ~~nherent vaxiability in laboxatory assays2

ma~lufacturin~processes and in tobacco itself, results in the collection of information that

is not necessaxv to tae xoper performance of a substantial ec~uivalence deternunation.

I'ixst, as an agricultural p~•oduct, tobacco naturcal~y vaY7es from crop to ezop, plant; to plant, leaf to

leaf within the same plant, a.nd even within a single leaf ~'or this xeason, test results for product

characteristics even within a single package can vary, a fact that rDA must account for• when

xeview~ing the data submitted in a 905(j) repo~tt.

'the Agency has acknowledged that tobacco's natural variability may requi~•e adjustments to

toUacco blends to Ynainiain a consistent product.39 But FDA's position does riot ~o far enough.

Due to c~ op-to-crop variations and associated toUacco supply, ~t niay not only be necessary to

adjust tobacco blends but also to adj~~st other product characteristics, such as inclusion levels of

particular ingredients, in order to maintain a consistent pz•oduct. These variations are directly tied

to tobacco's inherent variability and FDA should recognize that such variations do not cause a

new pzoduct to have "different chaa:•actexistics" firom its predicates}.

Second, testing variability among different analytical laboratories and, to a lesser extent, within

the sane laboratory can create the appearance of pxoduct variations when ~n fact no such

variations exist.40 In general, product parameters that are measured in large quantities (e.g.,

parameters measured in milligrams per product unit} are easier to adjust statistically to account

for assay va~txability, As a result, these parameters are more suitable for evaluating whether two

tobacco products are substantially equivalent. Conversely, as the Lulit of measure of a product

parameter becomes smaller (e.g., moving from milligYarns to micxog~ams, or to nanograms or

smaller), i1: becomes progressively less feasible to use statistics to moderate and quantify the

variability and, therefore, the less suitable the parametex is fo~~ evaluating substantial equivalence.

Nonetheless, FDA appears to take the position that all product parameters, regardless of

magnitude, must be identical to establish that the pxoduets have the "same characteristics." ,~.s

discussed above, tlus position improperly bypasses the "same characteristics" examination and

proceeds directly to tl~e more intensive analysis of whether a netiv tobacco product raises

"different questions of public liealtla."

G. Sl~.elf life claia should clot be required for substantial ecluivalenee detei~rninations.

FDA has taken the ~osition that 905 (j) submissions must contain shelf life data for new and

predicate products. 1 T1~e defirutxon o~ "characteristics," however, does not include shelf liFe.

The ~S'ubstunlial Equivalence Uuidanc~, whic~~ ~isfis the information that should be submitted in a

39 
ASTcbstantial EcJuivulence Gziidanc°e, supra note 2 at § ILi.11 ("At this time FDA does riot attend to enforce the

reyuu•ements of sections 910 and 905(j) for tobacco blending c}~anges required to address the natural variation of

tobacco (e.g., blending changes due to variation in growing conditions) in order to maintain a consistent product.").

40 "Determination of ̀~-ioffinan An~lytes' in Cigarette Mainstream Smoke. The Coresta 2006 Joint Experiment" Vol.

23, No. 4 at ~6~ (May 2009), available at ww.beitraege-Uti.de.

~1 SIlI7StQl~tlQ'I ECfZl1VCYIBl7CG I'AQS, supra note 17, at FAQ 3.
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905(j) repoz~t, makes no mention of shelf life. Accordingly, the Agency has pY•eviously

acknowledged that shelf life dafia is not necessary for e~Taluating substani;ial equiva.~ence.`~z

Adding this requirement further inflates the substantial equivalence process beyond the statutory

requiremenfis and beyond what Congress intended.

I~. FDA's estimate of the buz•deu of the proposed collection of information is not

accurate and sign~~~cantly unde~•esfixnates the time x•equi~•ed to pxepare a substantial

equivalence report.

ALCS previously submitted continents on FDA's guidance documents on substantial

equivalence4~ and proposed xule for exemptions from substantial equivalence requirements. }̀̀ ~ n.s

described in our past comments, which are referenced and incorpozated here, and in Pant I above,

FDA has adopted erroneous interpretations of the Family Smoking Prevention. and Tobacco

Control Act ("rSPTCA") leading to ovexly buxdenso~x~e xeporixng xequix•ements on manufacturers

far beyond what Congress intended. In addition, in some instances, FDA has failed to clarify ~n a

zlieaningful way the A.gency's position and speci~~c ~•equirements fog• substantial equivalence

re~~orts. In light of FDA's appr~acll, t11e Agency's estimates of the burdens unposed by the

Guidance for Industzy and FDA Staff, Section 9~5(j) Reports: Demonstrating Substantial

Equivalence for Tobacco Products ("Substantial Equivalence Guidance") are misfaken,
as

Wlien first estimating the annual xepox~ing burden for substantial equivalence repoxts, FDA

anticipated xeceiving a mere 150 reports per year.4f Upon consideration that this estimate was

":Car too Iow," FDA. stibsequent~y revised its estunate to 1,000 reports per yea~•,47 which is a more

reasonable estimate. Whether the current estimate accurately accounts for the number of

substantial equivalence reports the Agency will receive each year remains to be seen; however,

there remains a possibility that the annual estimate is too low.

FDA has also estirnafed on several occasions t11at an average of 360 hours will be regLured 1:0

prepare a substantial equivalence report. This estima~:e is not consistent with the industry's

experience oz• with the burdens FDA leas imposed through the suUstantial equivalence process,

and significantly underestimates the tune requixed to pxepare a report. A recent report by the

Goverrul~ent Accotmtability Office ("GA.O") coYlfirnis that industry representatives have

indicated that the time required to prepare a substantial equivalence report exceeds FDA's

estimate of 360 hours.~s We uzge the Agency to xethink its interpxetat~on of the Act and the

amount and types of inforn-~ation and data it requires in a 9050) submission to achieve the

42 Srrhsta~7tia1 Equivalence Guidance, sacpra note 2, at 7-11.

~3 See Attachment A, s:rpr•a note 10; Attachment C, supra note 24.

~̀`~ See Attachment B, sup~•a note 11.
4s Szrbstuntia! Equivalence Gt~idafzce, sups~a tote 2.
~̀6 See FDA, Notice, Agency Z~zfof•~~tatioi~ Colleclio»activities; Proposed Collection; Canr~rent Regzrest; (nridance for'

Indl~stfy af~d Food and Drag Administr•atiof~ Staff,• Section 9050) Reports: Demvjistr'Cl~ll7g' S1lbstantial equivalence

far Tobacco Pf~odi~cts, 76 Fed. Reg. 4116, 4~ 17 (Jan. 24, 2011).

~~ See FDA, Notice, Agency Inforrnution Collection ~clivities; S1[v)111SSlOiT f01. Office ofManagen7e~at and Budget

Review; Co~sar~te~~t Regttest; Gisidance for Indarst~y and Food and D~ ug Administration Staff`;• Section 905(j) Repo~~ts:

Demor~stf~ating Substantial Egzcivalence fa' Tvbucco Pj•oducts, 76 Fed. Reg, 24$88, 24889 (May 3, 2011).

48 GAO, Re~or~t to the Ranking member•, Sirbcomm. on Pri»ta~y Health and Aging Cor~z~rT. On .H'ealtl7, Fdiscution,

Labor; Cli1l,~ P~)7SIOYlS, U.S Serrate, NEJ3J TOBACCO PRODUCTS -- h'DA Needs to Set Ti»te Ti•afnes for• its Revietiv

Pj~ocess 25-26, GAO-13-723 (Sept. 2013).
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st~eamlirled process envisioned in the FSFTCA. By implementing the statute consistent with its

plain latlguage and structure, FDA's estil~lates would be a xno~•e accuz•at~ reflection of the actual

time required to submit substantial egltivalence reports.

IIY. Recommentiatious to improve tie qu~~ity, uti~ify, and cYarYt~ of substantial

equivale~ace ~•epoA•ts.

Among topics identified in FDA's request for comments o~~ its infoz~rnation collection activities

for substantial equivalence are "ways to enhance the quality, utility, and clarity of the information

to be collected." 9 A.s discussed in Part I ~.bove, the scope of informal:ion FD,~. cux~zently expects

to support substantial equivalence reports is too bxoad, exceeding the statute's limits on req~urecl

ulFormation and that which is necessary foz• the proper pe7•formance of FDA's review o1' 905(j)

xeports. Recognizing these limits, in addition to the specil~ic x~eca~~nmendatiozas below, will help

enhance the quality, utility, and clarity of infoi7nation contained in substantial equivalence

reports, and will simplify the ~~Y~occss as Congress intended.

A. FDA should clarifythe definition of. "new tobacco product."

One way that FD.A can enhance the duality, t1tlll~y, and clarity of the infoY'lllat1011 It 1•eceives fiorx~

manufacturers is to provide a concrete definition of "new tobacco pzoduct." Specifically, the

Agency should identify the precise factors, product attributes, and other considerations that will

resu~.t in a product being deemed a "new tobacco product." Tl~e de~xciency of guidance in this

regard creates a significant risk that manufacturers will submit uiinecessazy 9~5(j) xepoz•ts, unduly

increasing the burden on both manufactuzers and the Agency.

B. FDA should clearly define the level of s,~ecificity required for tobacco product additives.

FDA has failed to clarify the level of specificity required inn 905(j) xcpo~ts for the amounts and

levels of additives in tobacco p~-oducfs. In response to requests that the Agency clearly identify

such level of specificity, FDA stated, without further clat~i~ication, that such data should be

presented "in a form that will provide the basis for FDA. to determine if the new tobacco product

is or is not substantially equivalent to the predicate product."S0 FDA's ~~osition does not provide

any meaningfiil direction, effectively ~equiiin~ manufacturers to predict in advance the level of

specificity necessary for information about product additives. Tlie Agency's failure to provide

direct guidance regarding speeif~c information required for tobacco products additives has

improperly magnified the already excessive burden on manufacriaxers submitting substantial

equivalence reports. Clear guidance about the level of specificity required for tobacco pxoduct

additives will not only assist manufacturers in preparing 905(j) reports, but will. also improve the

quality, utility, and clarity of tXie infoi-~nation subnutted in such ~•epox-ts.

49 Notice, 78 Fed. Reg. at 78975.
so Sicbsta~~tial Equivalence FAQs, szrpra note 17.
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C. The optimal way to enhance the qua~it~ uti~ity, and clar~ty of substantial equivalence

reports is to engage in notice-and-comment rulemakin~.

Rather than ~~zomulgating a regulation that specifies exactly the form and content xequi~~ed foa• a

905(j) submission, the Agency has instead communicated its positions in a piecemeal fashion

tl~•ough the issuance of draft and #final guidance doctunents and through letters to individual

xna~~.ufacturers, often resulting in vague, conflicting and incomprehensible direction from the

Agency.s~ The best way to ensure that both FDA and stakeholders are app~~ised of the
info2•ination that is ~•eguired to pre~~are and evaluate substantial equivalence reports is to

pzon~.ulgate a regulation that has been vetted through the notice-and-comment process and sets

forth the exact xegLureinenfis for 905(j) submissions, and confox~ns those requirements to what

C011~;1•ess intended for the substantial equivalence process.

At a minimum, FDA should x•evise its guidance to inchide additional information it has rreguested

from tobacco pa•oduct manufacttuers over the past iwo yeaxs. In addition, FDA should provide an

e-submit~ter form to include all the i~~formation sought for substantial equivalence reports. With

an e-submittez• form, the Agency will receive consistent information from tobacco product

manufacturers and eliminate the bLu•den of asking and responding to follow u~~ questions.

Conclusion

We appreciate the opportunity to subYnit these comments and share our pe~•spective on the b«rden

of substantial egtlivale~~ce reporting requirements. As always, eve would be happy to discuss

further• these and other ALCS comments on the Szrbstccntiul Equivalence Guidance with FDA.

Sincerely,

James E. Dillard III

sl As one example, t~vo final guidance documents issued in November 2009 state that "[p]roducts t~iat differ• in any

way, othe~~ than packagifag drf,~ererrces that do not affect characteristics of the p~~oduct, are considered to be distuict

tobacco products." Listi~7g vfing►•edients in Tobacco 1'i'OC~1lCfS Gilll~CIY1C8~ JZlpl•a note 20; see also FI)A, Gi~idance,for•
Industry -- Regist~•ati~n and Product Listing fvf~ Qtivners and Operators ofDomestic Tobacco P~•o~luct Estnblish~rients
(Nov. 2009) .FDA again .recognized that packaging is not a "characteristic" in its Sicbstantial Egttivalej~ce Guidance,
which discusses the content and data that should be submitted in a substantial equivalence report and at no point
mentions packaging infoz7nation. Months later, in the Substantial Egirn~alence F~IQs, FDA articulated a new (and
erroneous) interpretation of the Act that would require a new premarket authorization submission each time a
product's packaging undergoes a c}iange.
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James E. Dillard III
Senior Vice President
Regulatory Affairs

February 8, 2011

Division of Dockets Management
Food and Drug Administration
5630 Fishers Lane, Room 1061
Rockville, Maryland 2x852

Re: Docket No. FDA-2010-d-Q635 (761Fed. Reg. 789 (Jan. 6, 201 i )) —Comments

on the "Guidance for Industry and FDA Staff, Section 905(j~ Repor#s;
Demonstrating Substantial Equivalence for Tobacco Products"

Philip Morris USA Inc. ("PM USA") and U.S. Smokeless Tobacco Company LLC

("USSTC"} submit these comments on the above-captioned guidance document

("Guidance").1 We may supplement these comments at a future date as the FDA's

thinking on tobacco product substantial equivalence evolves. We also plan to submit

separate comments on the FDA's proposed rule on exemptions from substantial
equivalence requirements,2

We appreciate the complexity of the issues associated with substantial
equivalence reporting. We offer these comments and ask the Agency to take them into

account and issue a revised Guidance.3

Our comments are organized into the following sections:

The FDA's Guidance Should Address the Timing of 905(j) Decisions

4 The Agency Needs to Clarify its Definition of "New Tobacco Product"

• "As of February 15, 2007" Means On or Before that Date

' Philip Morrts USA Inc. ("PM U5A") and U.S. Smokeless Tobacco Company LLC ("USSTC") are wholly-
owned subsidiaries of Altria Group, Inc. Altria Client Services ("ALCS")1s making lhis submission on
behalf of PM USA and USSTC. ALCS provides certain services, including regulatory affairs, to the Altria
family of companies. "We" is used throughout to refer to PM USA and USSTC.
2 See 76 Fed. Reg. 737 (Jan 6, 2011).
3 FDA issued a Final Guidance in contravention to fls general rule requiring "public participation" in the
development of guidance documents. See 21 U.S.C. § 371(h)(1)(A), (C). We urge FDA to consider the

public comments It receives and issue a Revised Final Guidance in a timely manner.

Allria Client Services Inc.
2325 bells Road

Richmond, Virginia 23234
(BQ4)335.2679

James,E.DlllardQ allrla.com



• Comparison to Multiple Predicates is Consistent with the Statute anc! the Scientific
Basis of Other FDA Regulatory Processes

• FDA Needs to Address Several Issues About What Constitutes "Same
Characteristics"

• Certain of the "Additional Data" FDA Recommends Considering When Analyzing
"Different Questions of Public Health" are Not Required by the Statute or Needed
for Substantial Equivalence Determinations

• The Agency Needs to Provide Details About How a Manufacturer Can
Demonstrate Compliance with the Requirements of the Act

• A Post-March 22, 2011 905(j) Report Should be Deemed to Satisfy the Ingredient
Disclosure Requirements of 9Q4(c)

The FDA's Guidance Should Address the Timing of 905(j) Decisions.

F~evised Guidance should address the timing of the FDA's 905(j) decisions. for

products proposed to be first commercially marketed after March 22, 2011, prompt FDA
decisions on 905(j) reports are crucial because manufacturers cannot lawfully market
such products until the FDA issues a substantial equivalence order. The Agency should
establish a reasonable timeframe for its review of such submissions.

For other product submissions to the FDA, the Agency operates under either a
statutory or regulatory deadline or an established "performance goal:' For example, the
FDA committed to issuing a decision on modified risk tobacco product applications within
360 days of receiving the application.4 For new tobacco products under FDCA § 910,
the FDA must respond "as soon as possible, but in no event later than 180 days after
receipt of [the] application."5 A 905(j) submission should require fewer Agency
resources and less review time because the statutory requirements for substantial
equivalence are fewer and less complex.

In the other FDA-regulated product context most analogous to 905(j) "substantial
equivalence" reports—medical device 510(k) "substantial equivalence" submissionss—
the FDA has committed to issuing a decision for 90% of medical device 510({c)s within 90

4 See FDA Draft Guidance, "Preliminary Timetable for the Review of Applications for Mod(fied Risl<
Tobacco Products under the Federal Food, Drug, and Cosmetic AcY' (Nov. 2009), available ai
http://www.fda.goy/downlaadsCfobaccoProducts/GuidanceComplianceRegulatorylnformation/UCM191915.
~df.
21 U.S.C. § 3$7j(c)(1).

6 Compare 21 U.S.C. § 360c(i) (medical device "substantial equivalence") to 21 U.S.C. § 387j(a)(3)
(tobacco product "substantial equivalence"). Neither provision mandates a timeframe in which the FDA
must respond to a "substantial equivalence" submission.
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days of receipt, and for 98% of them within 150 days,' FDA regulations allow 180 days
for Agency review of the more complex medical device premarket approval appiication.8

The FDA should establish a "performance goal" of issuing a decision on most, if
not ail, 905(j) reports required for introduction of a new tobacco product within 90 days of
receipt. A 90-day review deadline for 905(j) submissions is reasonable given the user
fees paid by manufacturers9 and the relatively simpler designs (compared to medical
devices) that are commonly used in the vast majority of tobacco products in a particular
category.

We also suggest that the FDA provide for expedited review of 905(j) reports for
situations beyond a manufacturer's control in which a product change is required in a
short time frame. For example, an ingredient or material may become unavailable due
to uncontrollable supply chain interruptions. It would be unreasonable to require a
manufacturer to discontinue production of its affected tobacco products under such
circumstances while awaiting the FDA review of a 905(j~ report.

II. The Agency Needs to Clarify its Definition of "New Tobacco Product."

The Agency needs to clarify the definition of "new tobacco product" by identifying
the specific factors, product attributes, and other considerations that will result in a
product being deemed a "new tobacco product."

There are numerous sources of variability inherent in tobacco products that
should not constitute a 910(a)(1)(B) "modification." These include variations in
manufacturing and differences in materials from lot-to-lot. Adjustments made in
response to such variations that are necessary to maintain consistent product
characteristics (e.g., adjustments in ventilation parameters to maintain a consistent "tar"
per puff, and therefore consistent strength of taste) also should not be considered
"modifications." In fact, such adjustments are the opposite of a "modification" since they
are intended to maintain a consistent product. In add(tlon, testing variability among
different analytical laboratories and (to a lesser extent) within the same laboratory can
create the appearance of product variations when, in fact, none actually exists.10 None
of these Inherent variations, or adjustments made In response to them, should be
considered "modifications."

' See FDA Leiter to Senator Edward M. Kennedy, Chairman, Committee on Health, Education, Labor, and
Pensions, U.S. Senate, Medioal Device User Fee Amendments Act of 2007 (MDUFA) Performance Goals
and Procedures (Sept. 27, 2007), available at
http://www.fda.povldownloads/MedicalDevices/DeviceRequlationandGuidance/OverviewlMedicalDeviceUs
erFeeandModernizationActMDUFMA/UCM1 ~9102.gdf.
See 21 C.F.R. § 819.40; FDA, Premarket Approval (PMA), available at

http://www.fda.govlMedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/PremarkelSu
bmisslons/PremarketApprovalPMA/default.htm.
9 See 21 U,S.C. § 387s(b)(1} (Fiscal year 2009 user fees totaled $85 million; user fees increase in
subsequent years until 2019 when the ongoing user lee is $712 million per fiscal year),
10 "Determination of ̀ Hoffman Anayltes' in Cigarette Mainstream Smoke. The Coresta 2006 Joint
Experiment" Vol. 23 #4 May 2009, p. 161 (available at tivww.beitraege-bti.de).



Moreover, a product should not be considered "modified" if it is produced within
specifications that existed prior to February 15, 2007. For example, there may be a
range in paper permeability to permit adjustments to maintain consistent product
characteristics. This approach is analogous to the "design space" concept recognized in
the regulation of pharmaceutical production.ii

III. "As of February 15, 2007" Means On ar Before that Date.

The phrase "as of February 15, 20x7" means on or before the date February 16,
2007. There is no statutory requirement in § 910 or in § 905(j) that a manufacturer
provide evidence that a predicate product was marketed nearly four years ago on
Thursday, February 15, 207. Such a requirement would not be reasonable or practical,
especially given that the Act did not become law until more than 28 months later.

The words "as of" are used to indicate a time or date at which something begins
or ends.i12 Thus, February 15, 2007 is the "end" of the period of eligible predicates and
grandfathering as "non-new" tobacco products. The following day is the "beginning" of
when tobacco products are no longer eligible to serve as predicates (except in the case
of products previously found to be substantially equ9valent) and maybe "new" fiot~acco
products.

Finally, the contrast to the language "after February 15, 2007" (see §§910(a)(1)(B)
and (a)(2}(B)(i)) clearly indicates that "as of" was intended to mean "on or before."

tV. Comparison to Multiple Predicates is Consistent with the Statute and the
Scientific Basis of Other FDA Regulatory Processes.

A multiple predicate approach is consistent with the statute and the scientific
basis for FDA's historical treatment of substantial equivalence in other regulated areas.
We urge the FDA to consider a "market range" approach to predicate products in which
the various attributes of a "new tobacco product" are compared to the various attributes
of similar tobacco products, as they existed on or before February 15, 2007,

" An FDA/fnternatlonal regulatory document on drug development, "Guidance for Industry: Q8
Pharmaceutical Development' (May 2006), utilizes the concept of "design space:' It defines this concept
as: 'The multidimensional combination and Interaction of input variables (e.g., material attributes) and
process parameters that have been demonstrated to provide assurance of quality. Working within the
design space is not considered as a change. Movement out of the design space is considered to be a
change and would normally Initiate a regulatory postapproval change process. Design space is proposed
by the applicant and is subject to regulatory assessment and approval." Application of the "design space"
concept to tobacco products would of course be somewhat different than ft would with respect to drugs,
~given the differences in the nature of the products and industry design specifications, controls, etc.
2 See Merriam-Webster Online Dicifonary at htt ~: www.merriarn-Webster.c.Qm/dictionary/as%20of_
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The substantial equivalence provisions of § 9i 0(a) are modeled on the medical
device provisions of FDCA, which also refer to "a predicate" product in the singular.13
FDA interprets this language, however, to permit a new device to be compared to more
than one predicate14 and very recently stated, in its comprehensive plan for improving
the 510({c) program, that it "strongly supports the use of multiple predicates.~~15 Given
this analogous statutory framework, Congress's use of the term "predicate" should be
read to allow for the use of multiple predicate products in a substantial equivalence
evaluation.ig

The Institute of Medicine ("IOM") also applied the Iogic of multip{e predicates
when it developed the framework for the "No increased risk" threshold in Regulatory
Principle 7 "as compared to similar conventional tobacco products." 17 The IQM further
Hated that tobacco products without health claims should be "at least no more hazardous

than in similar contemporaneously marketed products,"~B an approach that draws from
the diversity of products available in the U.S. market and does not limit review to one-to-
one product comparisons.

V. FDA Needs to Address Several Issues About What Constitutes "Same
Characteristics."

A. "Same Characteristics" Cannot be Interpreted to Mean Identical
Characteristics.

The term "same characteristics" cannot be interpreted to mean "identical
characteristics." To do so would render the "same characteristics" test meaningless
because any product that is new or modified would be automatically evaluated under
"different questions of public health." Also, a product that is identical to a predicate is, by
definition, neither new nor modified. A basic principle of statutory interpretation Is that
one must "give effect, if possible, to every clause and word of a statute, avoiding, if it
may be, any construction which implies that the legislature was ignorant of the meaning

13 See 21 U.S.C. § 360c(1)(1)(A) ("'subs#antially equivalent ... means, with respect to a device being
compared to a predicate device ...").
14 See FDA Center for Devices and Radiological Health, "Premarket Notification 510(k): Regulatory
Requirements far Medical Devices;' 1995 WL 17210952 (noting that a device may be compared to one or
more predicate devices In claiming substantial equivalence); FDA, "Regulations Restricting the Sale and
Distribution of Cigarettes and Smokeless Tobacco to Protect Children and Adolescents;' 61 Fed. Reg,
44396, 44410, 1996 WL 482785 (1995) (noting that devices "may not be commercially distributed unless
the Agency issues an order finding the device substantially equivalent to one or more predicate devices
already legally marketed in the United States").
16 See CDRH, "510(k) and Science Report Recommendations: Summary and Overview of Comments and
Next Steps" at § 5.1.2.3, published Jan. 19, 2011 at
http://www.fda.goo/downlaa_~s/AboutFDA/CentersOffi~es/GDRH/CDRHReaorts/UCM239449.pdf.
Rafzlaf v. United States, 510 U.S. 135, 143 (1994) ("A term appearing in several places in a statutory

text is generally read the same way each time it appears:'); Merrill Lynch, Pierce, Fenner & Sml~h v.
Curran, 456 U.S. 343, 382 n.66 (1982), quoting Lorillard v. Pons, 434 U.S. 575, 580 (1978) ("Congress is
resumed to be aware of an administrative ... interpretation of a statute.").

IOM, Clearing the Smoke: Assessing the Science Base for Tobacco Harm Reduction (2001), 222.
to !d. ~i 223.
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of the language it employed."i~ Fl modern variant of -this canon is That statutes must be
construed "so as to avoid rendering superfluous" any statutory language.20

Tfze Guidance does not clearly explain the circumstances under which a tobacco
product may be "r~ew" and yet have tr7e "same charac#erisfics" as a predicate(s), (Voi~
does fhe Guidance explicitly defiine "same cl~aracterisfics." the overall implication,
however, is tf~ai FDA i~7tends to fia~<e a narrow view of "same characteristics.s2~ For
example, i~ appears that ingredient substitutions that go beyond those described in
section V.0 of tho ~uid~nc~ would result in a determination that tl~e characteristics are
different and trigger an analysis under "different questions of public health." S~~ch ~
~~arrow interE~retation reads the "same characteristics" test out of the statute.

FDA recently acknowledged the importance of clarifying fhe criteria that trigger
the different pathways of the substantial equivalence framework for medical devices.

22

li should do the same here.

New tobacco products with conventional designs comprising new combinations of
ingredients, ingredient levels and materials used in marketed tobacco products would
have the same characteristics as those already marketed products in terms of smoke
toxicity.2~ It is important to give closer scrutiny to truly novel compositional or• design
features of a new tobacco product which mighfi have the potential to alfer toxicity. This
approach is consistent with a reasonable interpretation of both "same characteristics"
and "different questions of public health."

T'he Agency should adopt an interpretation of "same characteristics" that
recognizes the range of characteristics on the market on or before February 15, 2007.
S~.ich an approach would align with statutory intent and relieve the FDA of the burden of
conducting unnecessary reviews.

'Q Montclair v. Ramsdell, 107 U.S. 147, 152 (1883).
20 Astoria Federal Savings &Loan Assn v. Solimino, 501 U.S. 104, 112 (1991); Spriefsma v. Mercury
Mar~rne, 537 U.S. 51, 63 (2003) (interpreting word "law" broadly could render ward "regu~atio~i" superfluous

in preemption clause applicable to a state "law or regulation"). See also Bailey v. United States, 576 U.S.

137, 146 (1995) ("we assume that Congress used two terms because it intended each term to have a

particular, nonsuperfluous meaning") (rejecting interpretation that would have made "uses" and "carries"

redundant in statute penalizing using or carrying a fiirearm in commission of offense).
21 See e.g., Guidance section V.A (request for voluminous data to be presented as "side-by-side

quantitative and qualitative comparisons of the new tobacco product with the predicate tobacco product

with respect to all product characteristics"); section V.0 ("same characteristics" 4vil! only be found when "a

minimal number of ingredients, or materials have been substituted (substitution may include the same
ingredient or material but from a different source)," and there is "documentation demonstrating that the

substituted ingredients) or materials) meets the required specifications for the replaced ingredients) or

z2 See, e.g., CDRH, "510(I<) and Science Report Recommendations: Summary and Overview of

Comments and Next Steps," published Jan. ~ 9, 2Q11, available at
t~ttp:/l~vvvw.fd~.caov/dawnlDads/AboutFDA/Centers~fffiices/CDRH/CDRHRe~arls/UCM239~49.pdf,

~~ We alert the Agency to an upcoming special edition of inhalation Toxicology in which we will discuss

results from our multi-year testing program of cigarette ingredients. The program investigated dose

response relationships of various che~nlcal classes using star7dard toxicology endpoints that have been
used to assess cigarette smoke. The results of this testing (ead to the conclusion that the ingredients

typically used in modern cigarettes do not substantially alter smoke toxicity.



B. The "Same Characteristics" Analysis Should Not Include a
Comparison of Harmful and Potentially Harmful Constituents
Between the Predicates) and the "New" Product.

Among the "other features" that FDA recommends including in a characteristics
comparison between new and predicate tobacco products are "harmful and potentially
harmful constituents" (HPHCs). FDA is directed, under §§ 904(d) & (e) of the Act, to
establish and publEsh a list of HPHCs; no such fist, however, has been published. As a
result, it is unknown what constituents should be measured and reported as part of the
substantial equivalence process. Until such time as a list of HPHCs is developed and
published, manufacturers can provide information only about those constituents for

which validated analytical methods, historical data, and ongoing testing and reporting
requirements exist for markefed products, e.g., information submitted to the Federal
Trade Commission and the Centers for Disease Control.

For purposes of defining substantial equivalence, "the term ̀ characteristics'
means the materials, ingredients, design, composition, heating source, or other features
of a tobacco product.i24 It does not include "constituents." When Congress wanted to
address constituents in the Act, it did so explicitly (e.g., the establishment and publishing
of a HPHC list under §§ 904(d} & (e); manufacturer testing and reporting of tobacco
product constituents under regulations to be promulgated by FDA under § 915; testing
and reporting of constituents for new tobacco products 90 days prior to introduction
under § 904(c)(1); and FDA's authority under § 907 to establish tobacco product
standards, including "for the reduction or eliminatian of other constituents, including
smoke constituents, or harmful components of the product.").

Given this comprehensive framework, and the exclusion of constituents in the
substantial equivalence context, it is clear that Congress did not intend for the FDA to
require a comparison of constituents as part of a substantial equivalence report.

25

Congressional intent is further evidenced by the timing of the various provisions on
constituents. Specifically, substantial equivalence reports are due by March 22, 2011,
which is well before the April i, 2012 deadline by which FDA is required to publish a list
of HPHCs and promulgate regulations for testing and reporting.

Regardless of when a HPHC list becomes available, it is highly unlikely that
cigaret#es and smokeless tobacco products on the market on or before February 15,
20Q7 still exist, let alone in quantities sufficient to satisfy FDA's future testing

za 2i U.S.C. § 38Tj(a)(3)•
z5 Awell-accepted canon of statutory interpretation is that "where Congress includes particular language in
one section of a statute but omits it in another ... , it is generally presumed that Congress acts
intentionally and purposely in the disparate inclusion or exclusion:' Keene Gorp. v. United States, 508
U.S. 200, 208 (1993) (quoting Russello v. Unfted Sfates, 464 V.S. 16, 23 (1983)). See also Batley v.
United States, 516 U.S. 137, 146 (1995) (distinction in one provision between "used" and "intended to be
used" creates implication that related provision's reliance on "use" alone refers to actual and not intended
use); Bates v. United States, 522 U.S. 23, 29 (1997) (inclusion of "intent to defraud" language in one
provision and exclusion in a parallel provision indicated intent to defraud was not an element of the offense
of know(ngly and willingly misappropriating student loan funds).



requirements. Therefore, it is impassible to generate constituent data fior most, if not all,
predicate products.26

In the HF'HC context and others related to substantial equivalence, the Agency
should make clear that roll-your-own tobacco products {RYO) and cigarette tobacco are
subject to the same requirements as other cigarettes and smokeless tobacco products,
and further explain how it will apply these requirements to these tobacco products.
Consumers have muitlple options from which to choose when combining commercially
marketed RYA and cigarette tobaccos, papers, filters and other materials in different
configurations. For example, when the HPHC list is published, it is unclear how such a
"consumer assembled product" would be tested to determine HPHC levels. As the
Agency considers these types of issues, it should follow the Act's requirement that,

unless otherwise stated, the requirements applicable to cigarettes also apply to cigarette
tobacco?'

VI. Certain of the "Additional Data" FDA Recommends Considering When
Analyzing "Different Questions ofi Public Health" are Not Required by the
Statute or Needed for Subs#antial Equivalence Determinations.

The "Additional Data" listed in the Guidance are not required by the statute or
needed for substantial equivalence determinations.

The Guidance does not explicitly state the FDA's views about when a new
tobacco product would be deemed to raise "different questions of public health." It
appears, however, that the Agency believes that making such a determination could
involve an assessment of the "additional data," including consumer perception studies,
clinical studies, abuse liability data, and toxicological data.

This additional data is not required by the Tobacco Control Act. The various
provisions of the Act have different requirements for the types of data that industry must
submit, or that FDA must consider. For example, the criteria for evaluating non-
su6stantially equivalent new tobacco products under § 910(c) of the Act require an
evaluation of the risks and benefits to the population as a whole, including users and non
users of the tobacco product, and taking into account the increased or decreased
lilcefihood of cessation ar initiation of product use.28 This evaluation may include one ar
more clinical investigations.

Similar language regarding cessation ar initiation effects is also included, e.g., in
criteria for authorization of modified risk tobacco products,29 and for the development of

26 For a fuller discussion related to HPHCs and the development of the HPHC list, we refer the FDA to a
previous submission in which we discuss our experience with tobacco constituent testing and evaluation of
such data as part of our ingredient testing program. See Alfrla Client Services, Inc., Comments dated Aug.
23, 2010, Docket ID No. FDA-2010-D-0281-0003.1, available at
htto://www.regulations.Uov/#!dacumentDetail;D=FDA-2010-D-0281-0003.1.
~~See 21 U.S.C. § 387(4).
28 See 21 U.S.C. § 387j(c)(4).
2s See 21 U.S.C. § 387k(g)(4)(B) & (C).



tobacco product standards.30 Moreover, an application for authorization of certain types
of modified risk tobacco products (i.e,, "reduced ex~osure" products) requires "testing of
actual consumer perception" with respect to risks.3

In contrast, Congress excluded from the criteria for substantial equivalence under

§ 910(a), and far reporting under § 905(J), any consideration of behavioral effects such
as initiation or cessation, or of consumer perception studies. This absence shows
Congressional intent that the criteria should not be considered in the substantial

equivalence evaluatian.32

This approach to addressing "different questions of public health" would be
consistent with a tobacco regulatory principle proposed by the IOM, in response to a

request from the FDA; i.~., a "`No Increased Risk` Threshold for All Tobacco Products."

In the absence of any claim of reduced exposure or reduced risk,

manufacturers of tobacco products should be permitted to market new

products or modify existing products without prior approval of the

regulatory Agency after informing the Agency of the composition of the

product and upon certifying that the product could not reasonably be
expected to increase the risk of cancer, heart disease, pulmonary disease,
adverse reproductive effects, or other adverse health effects, compared to
similar conventional tobacco products, as judged on the basis of the most
current toxicological and epidemiological information.

33

We have long operated under similar principles. The ALCS Product Integrity

Evaluation Guidelines establish the criteria to determine the acceptability of an ingredient

or design change in cigarettes. The review process involves comparisons to currently

marketed cigarettes and a tiered approach modeled after FDA guidelines for food

ingredient exposure as described in FDA's "Office of Food Additive Safety Redbook

2000: Toxicological Principles for the Safety Assessment of Food Ingredients,"
34

Guide{ines for smokeless tobacco products apply similar principles,

Substantial equivalence evaluations under "different questions ofi public health"
should be limited to standard safety studies; i.e., toxicology and where deemed

necessary by the Secretary) clinical studies. An assessment of health effects based
on a hazard evaluation grounded in sound scientific principles can be used to identify

"different questions of public health" and will meet both Congressional intent and

the "reasonable expectation of no increased risk" criteria proposed by the fOM.

ao See 21 U.S.C. § 387g(a)(3)(B)(I)(11) & (ill),
31 See 2i U.S.C. § 387k(g)(2)(B)(iii).
3Z See f.n. 25, supra,
~ See IOM, Clearing the Smoke. Assessing the Science Base for Tobacco Harm Reduction (2001), 222.

3A Although the procedure addressed In the FDA's "Redbook" is related to dietary exposure, PM USA

considers its concepts v( segregating subject materials by structure and anticipated exposure level into

"concern levels" to be useful (or the toxicologic evaluation of smoking products and their components.



If the FDA still believes it can request this information, it is not clear whether
manufacturers would be expected to submit such data in the initial report or only upon
request by the Agency.35

VII. The Agency Needs to Provide Details About How a Manufacturer Can
Demonstrate Compliance with the Requirements of the Act.

FDA should provide a clear recommendation about the type and format of the
information it wants manufacturers to provide to demonstrate compliance with other
requirements of the Act.36 The FDA already has access to information such as a
manufacturer's registration and product listings, ingredient list filings, submission of
tobacco health information, and any other required regulafiory filings. Moreover, the
§ 905{j)(1)(B) requirement to report "action taken by such person to comply with the
requirements under § 907 that are applicable to the tobacco producf" seems to have little
relevance to products currently on the market since the only tobacco product standard
currently in effect is a ban on characterizing flavors in cigarettes other than menthol or
tobacco.

If the FDA expects a manufacturer to summarize this information or provide
additional information, it should provide that direction in Revised Guidance.

VI11. A Post-March 22, 2011 905(j) Report Should be Deemed to Satisfy the
Ingredient Disclosure Requirements of 904(c).

FDA should allow a 905(j) report to fulfill more than one regulatory obligation. If a
manufacturer includes the information recommended in the Guidance, the information
submitted in its 905(j) report will include a complete disclosure of the ingredients
(including additives} that are to be added to a tobacco product, or to any part thereof. As
a result, the 905(j) report should simultaneously fulfill the ingredient disclosure
requirements of FDCA § 904(c}.37 Moreover, a 905(j) report submitted on or after March
22, 2011 must be submitted at least 90 days before delivering the product

~ The GuEdance states both that the "FDA may request' such data and that a 905(j) report "should include
these] data"
3s See section IV.D of the Guidance ("[ijn addition to determining that the product is substantially
equivalent, FDA must also determine that the new tobacco product is in compliance with the requirements
of the Act before Issuing an order under section 910(a)(2)(A)(I)").
37 21 U.S.C. § 387d(c)(1) aoss-references "the information required under subsection (a)" (which incEudes
"a fisting of all ingredients, including tobacco, substances, compounds and additives" added to each part of
a tobacco product) and applies to products "not on the market on the date of enactment:' A 904(c)(2)
disclosure applies to modifications involving new additives or increased usage levels of existing additives,
and a 904(c)(3) disclosure applies to modifications involving elimination or decreased usage of an additive,
or to additive changes involving additives "designated" by FDA as not carcinogenic or otherwise harmful
"under intended conditions of use:'

lU



for' introduction info interstate commerce. Thus, assuming a manufacturer includes the

information r~~commende;d in the Guidance, it wo~alcl also satisfy tl~e ingredient (including

additive) disclosures under 904(c}, which has a similar 90 days pre- (and in some cases

60 days post-) timing requirement.3~

~ ~ is >t ;~

We appreciate fife opportunity to suk~mit these comments and urge the Age►icy ~o
incorporate fh~m in a Revised Guidance. We look forward to further oppor~unifiies fio
provide comments to the agency as its thi~iE<ing oE~ substantial equivale►~ce evolves.

Sincerely,

~~..~

,James E. Dillard III

3° A 904(c)(1) disclosure must be made "[a]t least 90 days prior to the delivery for introduction into
interstate commerce of a tobacco product not on the marl~et on the date of enactment;" a 904(c)(2)
disclosure must be made "at least 90 days prior to" tf~e "time a tobacco E~roduct manufacturer adds to its
tobacco products a new tobacco additive or increases the quantity of an existing additive;" and a 944(c)(3)
disclosure must be made "within 60 days of" the "time a tobacco product manufacturer eliminates or
decreases an existing additive, or' adds or' increases an additive that has by regulation been deslgnatecl . .
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James ~. Dillard III
Senior Vice President
Regulatory Affairs
James.E.Dillard4altria.com

2325 6elis Road
Ricitntond, VA 23234
(80~) 335.2679

March 22, 2U 1 1

Division of Dockets Maiia~ement (l~~y'n-305)

Food and D~•ug A,dminist~•ation
5630 Fishers L~nc, Room 1 U61
Rockville, Maryland 20852

Re: Docket loIo. r+'~A~2010~IV-06 6 (76 Fed. deg. 737 (Jai~riaa~y 6, 2011))

"']Cab~cco Prodrzcts, lCxQni~tions €rona Substantial ~quivalenec Requi~•ements"

Philip IVlc~rri;; USA Inc. ("PM USA"} and U.S. St7lokcless Tobacco Company LI~C

("USSTC") ~ submit these comments on the above optioned proposed rule "Tobacco

Products, Exemptions from Substantial ~c~uivalence Requirements."

As the Agency finalizes the proposed ivle, we referez~ce and incoiporata o~ir previously

filed comments to the "Guidance foi• I~idustry and FDA Staff, Section 905(j) Repot~ts:

Demonstrating Substantial Equivalence for Tobacco Pxoducts.s2 Vile asked the Agency to

clarify its definition of a "new tobacco product" and provide additional ~uidanee about

what constitutes a "modification." We reiterate that t}le~•e are numerous sources of
v~u-iability inherent in tobacco p~•oducts that should not constitute a "modification." These

include variations in manufacturing and differences in inatec-ials from lot-ta-lot.

Adjustments made in response to such variations that ire necessa~~y to maintain consistent

pa•oduct cha~~acteristics ai-e also not p~•opez•ly considered p~•oduct "modifications" under the

Family Smoking Prevention and Tobacco Control Act ("the Act"). As such, these

adjustments do not i•endet~ a p~•oduct a "new tobacco product" or require premarket review

under Sections 905(j) or 910. We urge the Agency to comply with the statute as it finalizes

the rule for the cxetnption pzocess. If, l~ow~ver, the Agency does not exclude such

adjustments, we believe it should consider such adjustments minor• modifications exempt
from substantial cqui~~alence require~nents.~

~ Philip Morris USA Iiic. ("PM USA") aFid CJ.S. Smokeless Tobacco Company LLC ("USSTC") are wholly-

o~vned subsidiaries of Altria Group, Inc. Altria Client Services ("ALCS"} is making this submission on
behalf of PM USA and USSTC. ALCS provides certain services, incltidiii~; regulatory affairs, to the Altria

fA~~iily of companies. "We" is used tluoughout to refer to PM USA axed USSTC.
See Attachment A.
This suggestion assumes, for purposes of this submission end participation in the iuleniaking process and
without prejudice to the st~tuto~y inteipretatioia noted above and in our prior conin~ents, that such adjustments

could be construed as niodi~cations for pu~oses of implementing and enforcing the Act.



Con~n~ess ~stablisheci an exemption ~~rocess i» section 905{j) of the Act to provide an

alternative, less bui'CI8I1501]1L ~I'OCCSS t0 f11121~? ii Stl~)St~~ntial er~uivalei~ce re~o~~t. FDA's

proposed rile, however, is contz•ary to Congressional intent because the proposed rule

iil~poses on both t}te Age~icy and manufactu~•ers ut~necc;ssaa•y ~3nd duplicative burdens. For

example, the proposed i-u1e requires a manufacturer to f le an exemption request and, if the

exemption is gc•antEd, to file a subsequecit 90 day notificatio~~ that the ~i~odification made to

the product is covered by the g~~anted exctnption and is otheiwisc in compliance with the

Act. These requirements can be met in the exemption request, thus eliminating ~n

~dc~ifiiona] unnecessary filing. In addition, znc~ as discussed below, th~~ proposed rule

cot7flicts rn~ith seve~~al provisions of the Act in conditioning exemptions on the submission

of data that Congress intended to ~Yelude from substantial equivalence determinations.

~.. A.n~~~~sis ut''X'oxicity Y~a~a should &~c the ~~si~ #'ox~ .A.ger~cy ~crisio~l-Id~~kin~ opt

~''XC~~I~~iQIlS.

7'he dcvelopmeiit ~f tobacco regulatio~~s sholilcl be guided by science- and evidence-based
decisions. As such, we support the proposed rule ~~vlaere it will ensu~~e that exemption
decisions ire based on an analysis of changes in toxicity thzt could result from ingr~dietlt

(used interchangeably here with "additive") c~~anges or oths~• minor modifications to

tobacco products,

We previously dcsci•ibed the Product Integ~•ity evaluation process for cigarettes and
smokeless tobacco products used by PM USA and USSTC to determine the suitability of
materials, ingredients and product designs, TIlIS j~l•ocess evaluates proposed materials,
ingredients and p~~oduct designs to assess whether ingredients and design changes could
potentially increase the inherent toxicity of cigarette smoke or smokeless tobacco products.
These Product Integrity processes are derived from FDA's own well-established approach
for• the evaluation and approval of food ii~gredients.s

In an upcoming special issue of Inhalation Toxicology (expected April 2011), ALCS will
report results from a large, multi-year study designed to investigate the effects of individual
ingredients on mainstx•eain cigarette smoke koxicity, Constituents of mainstream smoke and
biological shldies such as genotoxicity and smoke inhalation we~~e znalyzed.

'~ See Altria Client Services, Inc., Conuuents dated August 23, 2010, Dacket ID No. FDA-2010-D-0281-

0003.1, available ~t l~tt~~_:~~~;«~~:_~r.~►►lati~?iis,t~~~~;~fl?ci~~cu~r~~ntl:?rt:ail,[}-~~~1~A-2(~lO.I~_c)7Y1-ODU3._l. This
evaluation process is also described in the ALCS Product Integrity Z'oxicolo;ical framework Guideline, the
~L.CS Product Integrity Toxicological Guideline —Cigarette Products a~~d the ALCS Product Integrity
Review and Toxicological Evaluation Guideline: Smokeless Tobacco Products: Test Articles, Prototypes and
Products, 4vttich were submitted to FDA on April 29, 2010 As part of PM USA's Tobacco Health Documents
Submission.
5 See FDA, G~rid~urce.fo~• h~rlr~s. ~rrr~ Otlrc~~• Sltrkeholcle~s:1'oxrcalogical Pt~i~rciple~s fo~~ the Snfe~(v Assessment
~J'Fvod I~rgre~lients (2000), available a1
l~it~',~I/tTn=,~~:~_life.~~_/clr_~~~~>>l~id.,/1='~c~citGuiilanccC'OI~►IIi111~~y C: ~!iil~ii~t.g.Iitfi»-nF1ti~_NCiuidancci~r,cut~t ~ s l~~~cl
Iniri;d~e~ytsaittlk'~ck~~~~it~;%1~c~dbc~~k1~)C'M22277y,~~c~~:

2



Results indicate that tobacco itself drives the biological activity of cigarette smalce gild this

biological activity is not i~t~pacted by tl~e addition of ingredients as commonly used.

While occasional single poi~it-in-time analysis of cigarette smoke may demonstt•ate a

numerical difference between the control («rithout the test ingredient) and experimental

cigarette (with test ingredient), such differences are the result ofanalytical variability rind

the intrinsic variability of tobacco.

To determine tkie acceptability of ingredients for use in smokeless tobacco p~•ociucts we rely

on recognized processes for evaluating the safety of ingredients foi• use in foods.6 A food

ingredient is deteixnined safe for use lased on a reasonable certainty that a substance is not

harmful under the intended conditions of use.7 Consideration of knowledge of ehemieai

structures and the outeo~Y~es of toxicity studies inform this detec-miiiation, It is scientifically

valid to apply These deteririinatioils to ingredients used in smokeless tobacco products

because the route of exposure is the same as foi~ foods; hence, an extensive testing pro~r~m

such as described above for cigarettes is riot necessary. Overall, ingredients added to

smokeless tobacco products will not ~ltei• the toxicity of the product provided ingredients

are used within limitations supported by available toxicological data.

We urge the rDA to promulgate a f nal n~le that establishes a process focused on whether•

the addition of, or an increase in, the atnoun~ of ~ti additive would increase the inherent

toxicity of the tobacco product, Manttf~cturers can provide comparative internal toxicity

testing infoixnation as p~i•t of their• exemption request. Toxicity information is also

available in the ~'obust Uody of published scientific literature that shows additives have little

influence on the ii~llerent toxicity of cigarettes$ or, i~l the case of smokeless tobacco

products, have been demonstrated to be safe for use in foods. Once the Agency decides to

grant an exemption request for a particular additive, the Agency should establish a

categorical exemption for a t•an~e of levels of that additive applicaUle to all similar products

(e.g., all cigarettes or all smokeless tobacco products).

~ Additives used in smokeless tobacco products are generAlly i•ecogtii2ed ~s safe (GRAS) ~s food ingredients
by either FDA, the Flavor and Extract Manufacturers Association, or have underdone aself-GRAS process

based on available toxicity iiiforniation.
7 See Title 21 of the Code of Federal Regulations.
~ See Baker et al., {2004) Anal App Pyro171:223-311; Baker et at., (2004) Food Chem Toxico142

SuppI:S53-S83; C~rmines, (2002) Pood Chem Toxico140:77-91; Carniines et al,, (2005) I'aod Chem Toxicol

X3:1303-1322; Carniines and Ga~vorski, (2Q05) Food Cl~eaii Toxicol 43:1521-1539; Ga~vorski et al., (1998)

Inlial Toxicvl 10:357-38; Gaworski et al., (1999)'foxicology 139:1-17; Gaworski et al., (2008) Food Cheii~

Toxicol 46:339-351; Gaworski et al., (2010) Toxicology 269:5 -66; Heck et al., (2002) tniial Toxicol

14:1135-1152; Heck, (2010) food Chem Toxicol ~8(S2):1-38; Pasclilce et al., (2002) Beitr Tabak~'orsch Int

20:107-2~7; Potts et al., (2010) Exp Toxicol P~tl~o162:117-12f; Renne et al., (2006) Inh11 Toxicol 18:685-

706; Roemer et al., (2002) Food Chem Toxico140;105-11 l; Rustemeier et al., (2002) Food Chem Toxicol

40:93-104; Stavaiija et al,, (2003) J Toxicol Environ Health Part A 66:1453-1473; Sta~~anja et al., (2008) Exp

Toxicol Patlio159:339-353; Vansclteeu~~~ijck et al., (2002) food Chem Toxicol 40:113-131.

.~



~3. P~•oposed Require~Y~cuts About At~dictive~iess ai d Appeal to or Use by IV~i~~ors

are T~"ot ~cyufred by Statu~c IVo~• is Such Information ~.vaii~tialc.

The proposed rule would inquire a "cci-tification" "providing the rationale for the official's

determination that the modification will not incre~ise the product's toxicity, addictiveness,

or zppcal to or use by minors . . . " As previously noted in Section VI of our comments on

the subst~ntiZl ec~ui~~alence guidance, behavioral types of e#'fects ire not part of the statLitory

framework for a substantial equivalence deternlination. They are also not included in the

statutory req~Eirecnents for a minor modification exemption under 905(j)(3), and, therefore,

saiouid be eliminated from the categories of date requited ~y the proposed rule.

The Act has different ~~equi~~ements for the types of data that industry must submit, or that

FDA must consider, for 90S(j) exemptions as compa~•ed to noel-substantially equivalent new

products, modified risk products or the development of product standa~•ds. For example, an

evaluation o~ the risks and benefits to the population as a whole, including users and non

users of the tobacco product, and takiiib info account the increased or dec~:eascd likelihood

~~'eessation or initiation of product use, is ~ criteria for FDA evaluation of non-

substantially ec~uivllcnt new tobacco products.9 Similar• ~~ngu~ge ~•egarding cessation or

initiation effects is also included in descc•ibing the c;i•iteria for authorization o~modified risk

tobacco products,10 and for the development of toUacco product standards. ~ Moreover, ~n

application for authorization of'cei~fain types ofinodi~ied risk tobacco products (i,e.,

"reduced exposure" products) requires "testing of actual consumer perception" with respect

to risks. ~'`

In contrast, Congi'css excluded any consideration of behavioral effects from tl~e substantial

equivalence crifieria. Thus, the statute precludes consideration of behavioral effects as part

of the substantial equivalence evaluation or in the evaluation of minor modification

exemption requests.13

In addition, the proposed rule's data and certification requirements pose insuiYnountable

practical p~•oblems. Specifically, the proposed requirement that manufacturers not only

produce infoi-~nation about addictiveness and appeal to, or use by, minors, but also make
certifications based on that information, is not viable. We do not Uelieve sufficiently

~ See 2I U.S.C. § 387j(c)(4).
10 See 21 U.S C. ~ 387k(g)(4)(II) & (C).
~ ~ See 21 U.S.C. ~ 387g(a)(3}(B)(i)(II) & (IlI).
~'- See 21 U.S.C. ~ 387k(g)(2)(B)(iii).
A well-accepted canon of statutory iiite~pretatioii is that "where Congress iiichides particular language in

one section of a statute but omits it in anoti~er ... , it is generally presumed that Congress acts intentionally
and purposely in the disparate inclusion or exclusion." Kec~iie Co~l~. i•. Uitrted States, 508 U.S. 200, 208

(1993) (tlt~vting Rirssello r. Unite~lS~ules, 464 U.S. 16, 23 (1983)}, 5ee also Bailet~ 1~. U~iitc~f States, 516 U.S.

137, 14fi (1995) (distinction in o~ie provisio~i between "used" and "intended to be used" creates implication

that related provision's reliance on "use" alone refers to actuAl and not intended use); Bates ~~. U~rite~l States,
522 U.S. 23, 24 (1997) (inclusion of "intent to defraud" language in ane provision and e~celusioti in a par~(lel
provision indicted intent to defraud was not an element of the offense of kno~vi~igly and tvilliiigly
misappropriating student loan funds).



sensitive tools (with the level of accui•~cy, reliability, end rep~•oducibility requia•ed to snake

~•e~ulatory decisions) exist to ineasw~e addictiveness or appeal to, oi• use by, minors.

SCENIHR~`~ ~•ecently e~c►aluated the poEential role of tobacco additives in the addictiveness
rind attractiveness of tobacco products and noted that tlie~~e are ~~o universal standards for
human studies or agreement about various possible endpoints which define whether an
additive oi• a combination of additives increases the ~cldictive potency oi• attractiveness of
tl~e fi~iat tobar.co product. ~ 5 Uncertainties of testing aside, thec•e are other issues to
consider•, particularly ~~s it relates to minors. For example, as a matter of policy, PM USA
and USSTC do not conduct consume~~ ar clinical research involving tobacco products with
anyone under 21 years of age. As a result, we could not provide the infol-~nation requested
about appeal to, oi• use by, minors.

Toxicity d~~ta will likely be needF,d to evaluate some minor modification exemption
requests and that data must be presented in a truthful and balanced manner. To the extent
that the Agency believes it is necessary to require a certification, however, we believe tl~e
same certification requirement that applies to a medical device substantial equivalence
submission tinder 21 C,F.R. ~ 807,87(k)~G should apply in the exemption request process.
Such a certification requirement would Ue sufficient to alert the petitioner that it must
present a truthful and balanced summary of the data on the proposed minor modification,
including all material facts.

C. IDecisions oar 905(j)(3) Exemption Requests Should be Rendered Within 90
Days a~zd Minor Modifications Sf~ould be "Deemed Notified" Under•
9U5(j)(1)(A)(if) Upon Establis~~ment of a Catcgoric~l Exemption.

The proposed rule establishes no time period in which ttie FDA must respond to a 905(j)(3)
request. For reasons simil<~tr to those articulated in Section Y of our comments on the
substantial Equivalence guidance, we believe the final rule should establish a 90 day review
period for 905(j)(3} exemption requests. Such a requirement is logical given the 90 day
period Congress established for the FDA to conduct a premarket review of additive

~ a SCENIHR (Scientific Conimiltee on E~uerging and Newly Identified Health Risks) is one of three
independent non-food Scientific Committees providing the European Commission with the scientific advice
needed ~vlieii preparing policy acid proposals relating to consumer safety, ptib(ic liea(th acid the envirocunent.

~' SCEMHR (Scientific Conuuittee on Eiiierging and Newly Identified Health Risks), 2010. Addictiveness
and Attractiveness of Tobacco Additives. European Union, Brussels. Available at
~ 'tll >:~~~'C.~:`UI'O ~2.~'ll~jl ~~~}1~S!'..j^Iltlfli Ct~li1C111tI~'~_'`;~~lli~ tt<<<ti;i>i1S /I ~RIL)IiC <:t~i19UI~~1~l+)31S~f~lli~ll' t'!'?!15 ~~ CT1.~1~111

(accessed March I8, 2001). Additionally, SCENIHR found that the clinical criteria for dependence,
laboratory measures ofself-administration, a►ici preference measurements iii humans which indicate that
tobacco iias ~z high addictive potential "nave limitations wl~eli assessing the addictiveness of individual
Additives in the final tobacco product." With regard to attractiveness, SCENIHR found ti~at ndult tobacco
user panel studies and surveys conceivably give only limited information regarding the stimulation to use a
product, and there are many other direct and indirect factors such as taste, marketing, price etc., which must
also be considered. See also Henningfield, J.E., et. al. Conference on abuse liability and appeal of tobacco
products: Conclusions and reconunendatio»s, llrug Alcohol Depend. (2011),
doi:10.1016/j.drugalcdep.2010.12.009 (ackiio~vledging tl~e methodological issues and gaps that need to Ue
addressed in ttie evaluation of tobacco products for abuse liability and product appeal).
~ G A stateiiieiit that tl~e submitter believes, to flee best of leis or her knowledge, that all data And
information subu~itted iii the premarket notification are tttithfi~l and accurate ~tnd that no material fact
leas been omitted.



aciditians to tobacco products.17 Failure to establish an efficient and clear tirneframe

defeats the Congressional intent in fihe 905(j)(3) exemptions framework.

'~'he final mule sho~rld also allow z manlitactui•er to provide i~iformation izl the exemption

request that ifis product is in compliance with the Act ~~ld wive ~s the 905(J}(I)(A)(ii) 90

day notification, Ti~us, ~12E t10t1FCa~l0I1 I'eCjltll'eIT1~C1t WOUIf~ 1"11I1 C011CU1'l~ently with FDA's

review of the exemption i•equ~st ~nci eliminate the inefficiency of z~equiring atl Agency

decision ot~ f~ri exemption request before a m~izlufactut•e~• can submit a 90 day ~lotification to

FUA under yU5(j)(i)(A)(ii).

Additionally, tiv~ien the FDA establishes a cztegoi•ical minor modification exemption for ~~

class of p~~aducts o~• modirications (n.g., designated ~dc(itives), it should be "dcemeti

notified" to the Age~lcy for pu~•poses ofcompli~ncE with 9~5(j)(1)(A){ii).14 Tl~e categorical

exemption itself will establish ttlat "tile modifications are covered by exem~~tions gc•anted

by the Secretary," and the FDA ~n~y limit the terms of the exemption to any "product that is

commercially rnarlceted and in compliance with the requirements ot'tlais Aci." Thus, X11 of
the elen~ents of the required notif cation will already be known to FDA ~tnd, in the case of

an additive c~iange, the Agc;ncy would receive details x'egarding the modification utidei•

separate requirements, i.e., section 904(c).

~. The Reduction oz• Elinuinatioli of an Additive S~~ould be Catego~•Ycally Fxeinp#

I'~rom Substantial Equivalence Requirements.

Sections 9~4(e)(3) and 90S(j)(3) both address the ~dclition or removal of tobacco additives.

When a manufachirer reduces or eliminates an additive, section 904(c)(3) requires
manufacturers to notify the FDA 60 days after• entering such a modified product into
interstate comme~~ce. This requirement for notificAtion after the fact reflects Congress'

detei~nination that p~•emarket review by FDA is not necessary to assess the reduction or
elimination of an additive prior to the manufachirer entering the modified product into

intestate commerce. FDA's final rule for 905(j)(3) exemptions should be consistent with
this Congressional detcr~nination and categorically exc~npt from the substantial equivalence
i•equire~nents all modifications that reduce or• eliminate an additive.

Section 904(c)(3) also requires manufacturers to notify the FDA 60 days after entering a
product into the market when it "adds or increases an additive that has by regulation been
designated by the Secretary as an additive that is not a human or animal carcinogen, or
otliet-v~~ise harmful to health under intended conditions of use."19 Alain, the final ~~ule for
905(j)(3} exemptions should categorically exempt such modifications in recognition of the
Congressional determination that Additions or increases of "designated" additives do not
require a regulatory assessment before a inarnifacturez• ente~•s a product into the market. In

~' 21 U.S.C. ~ 387d(c).
18 905(j)(1)(A)(ii) requires a notification of "the basis for suclz person's determination that ...the

tuodificatioi~s are to a product tl~f~t is ca~ii~nercially iitaciceted acid in coi»pli~nce ~vitli the i•egt►ireitietits ofthis
Act, and all of the modifications ire covered by exec»ptions grli~ted by tl~e Secretary."
19 21 USC ~ 387d(c)(3).

[~



addition, t~~e final ~1ile should mere the "cissignation" regulation pzocess, when

established, with the 9US(j)(3) substantial equivalency exemption process.

E. Additive N~odi~catians that ire Pact of ~3lend I~'~ainten~nce oz~ the ~.esult of

Ble~td IV~arnteuan~c Should be ~xcn~pt from Substantial ~quivAle~ncc

Requireittents.

FDA's Tinal Guidance foi' I21d11St1•y rind FDA Staff, Section 905(j) Reports: llemonsti•ating

Substanti~~i Equivalence foz- Tobacco P~-od~~cts, states that "FDA does riot intend to ento~•ce

t}le requirements of'secfiions 910 end 905(j) for tabacca blending; clia~lges required to

Address the natural va~•iatioi~ of tobacco (e.g., blenditlg changes due to variatioiy in growi~lg

conditions) in ozder to mftintaii~ a c~iisistcnt product." A.s noted above, thcs~ types of

adjustments do not constitlitc "moditicatioiis" within the definition of a "~Zew tobacco

product." ~f, however, the Agency does not excXude such adjustments, the final z•u1e should

c~itegorically exempt blend c~iaiiges and associated additive changes i-eguired to address the

natural v~ri~tion of tobzcco.

Such changes are a practical necessity in the tobacco products industry due to crop

variability and availability {beyond a manufacturer's control) to maintain a consistent

tobacco product. Congress cleanly did not intend that blending adjustments and

accompanying changes attribu~abie to the natural variation of an agricultural product would

result in a 9~5(j) report or exemption request with no corresponding public health benefit.

I'. Thy final Rule Should .~►llo~v an Exemption Request to Cover 11~Tultipie
Products o~ Even an ~Cz~tire Ca~egaty of Products and Allow fat iV~odifications
Within ~ Jf2.equesied Range.

The Final Rule should clarify that an exemption request, once granted, may cover multiple
products, or a category of products produced by a manufacturer, e.g., cigarettes or
smokeless tobacco products. In addition, a granted exemption should cover modifications
within a requested ~•ange. For example, if supported by appropriate toxicologic~~ data, a
grazited exemption should atloty a manufacturer to add a particular in~•ediei~t to any of its
cigarette products up to a specified level, without requiring ttie manufactures• to file a
substantial equivalence report or a duplicative exemption request f'or cash product.
Otherwise, the Agency and Manufacturers r~vill divert resources on exemption requests or
substantial equivalence xepc~rts for tl~e same additive with no cai~c•espo~~ding ~~ublic health
benefit.

FDA recognizes that it lady establish such exemptions in the future as it acqui~•es more
information, presumably including from tl~e scientific literature and exemption f.ilings,
substantial equivalence reports and other information submitted by manufacturers. The
Agency should establish such a pathway for these categorical exemptions in the final rute
rather than in the fixture.



G. The I{'ina[ ll~ule Should Ps•ovide ~xe~n~~tions fax• Z°~ton~Ac~ditivc i'd[odific~tioi~ts.

As described ~bovc, the Act does i~~t i»c~ucle adjustmcr~ts ~~~ade to znaint~iil consistent

product characteristics within fhe definition of a "i~ew tobacco product." ~f, however, the

Agency t~~sagrees, it should also include exemptions for non-additive minor ~nc~difications

117 t~10 ~llli~~ I111C, SUGIl eXEilljlt1011S COtl~d COVeI', ~O1' ~Xc~Illp~e, ~31C21{~ lYlaillteilaIlC~

adjustments or adjustments in cigarette ventilation to n~aintai❑ consistent stre~~gth of taste in

~•es~~onse to agronomic variations. As with tl~e blending adjustments discussed in Section E

above, these types of modifications involve only ~~ dcliberaie and minor "clian~;c" fio

m~intai❑ ~ consistent product.

FDA has tl~e authority to p~•omulgate regulations implemeiating exemptions for substantial

ec~uivalenee for non-additive modifications under its 701(x) "authority to promulgate

rebulations for t}~e efficient enforcetnei~t of this Act." As with appropriately focused

regulations regarding minor ~nodi~`ications to additives, such ~•egulations would p~•omo#e

regulatory e~`iicisncy by reducing the number• of'unnecessary substantial equivalence

reports. FDA should, fihei•efore, broaden file scope of minor modification exemptions in the

final tole by allowing for exemptions for non-additive modificatioxis,

Conclusion

We appreciate the oppot~tunity to submit these comments anti urge the Agency to
incorporate them in the final rule. Vie look forward to further oppo~-hYnities to work with

the FDA as it develops a process ~o establish excinptions from the substantial equivalence
process.

Sincerely,

~~ ~ ~_ ~ ~;

James E. Dillard III
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Division of Dockets Nlanag~m~;iit (HFA-305)

Food and Daug ,~l.dministration
5630 Fishers Lane, Room 1061
~tocicviile, Maryland 20852

ate: Docket No. FDA-2011-D-Q147 (7G Feti. Reg. 55,)27 (Sept. ~, 20~ 1)) — Comn~c~~ts on

the "Draft Guida~ace #oi• Zaidust~•~J and ~D~1. Staff: I~enlo~istrati~i~; ~l~e Sttbstaiitial

Equivalence o#' ~ Ne~~c~ Tobacco Product: Responses to Fl~ec~uei~tly Aslcc~d Questions"

Altr~a Client Se~v~ces ("ALCS") Inc,, on behalf of Philip M:oa~ris USA Talc. ("PM CJSA") and U.S.

Smokeless Tobacco Company LLC ("USSTC"),~ submits these comments nn the ~tbove-

captioned draft fi•equently asked questions document ("Draft FAQ").

First, the Draft FAQ ina~~p~•opriately announces for the first time FDA's intez-pi•etations of key

statutory terms. While FAQ documents can Ue useful in responding to common questions, they

should nofi be used to advance interpretations of lcey staiut~ry terms or attempt to establisY~ new

legal noz~ns.2

Second, the I~z~~f~ FE1,Q contains serious substantive flaws. It sets forth, without adequate

expla~lAtion or support, incorrect interpretations of tl~e Family Smoking Prevention and Tobacco

Control Act ("FSPTCA"); raises serious constitutional issues; and ~•eflects policy judgments that

merit acconsideration. As discussed in greater detail below, in its Final Guidance FDA should:

0 delete any suggestion that the definition of "tobacco product" includes the product's label

or packaging and actcnowledge that a substantial equivalence report or a 910(b)

submission is not x~equi~•ed based on a lAbel or pacicAging change that does not modify the

product itself;

 ̀PM USA and U5STC are wholly-owned subsidiaries of Alt~•ia Group, Inc, ALCS provides certain services,

including regulatory affairs, to the Altria family of companies. "We" and "our" a►•e used throughout these comments
to refer collectively to PM USA and USSTC.

2 See 21 C.F.R. ~ 10.115(d). A.ti PAQ document by its very natut•e is not reasonably expected to include ne~v
regulAtory requirements or novel st~tutoiy interpretations, acid it is therefore less lilcely to be among the icey
resources stakeholders consult in assessing their coFnpliance responsibilities.

Altria Client Services Inc.
2325 Bells Road

Richmond, Virginia 23234
(SQ4) 335-267

James.E.Diliard@altria,com



• confirm that a change in the name of a tobacco product is not a modification of the

tobacco product and does not require a substantial equivalence report oi• a 910(b)

submission;

~ confirm that actions that do not change the finished tobacco product, including (1)

tightening the range for a tobacco pt•aduct additive, (2) changing pi'OCE;SSlIl~ 11dS, or (3)

ensuring pi•o~uct consistency, are not modifications of ttie tobacco product and do not

require a substantial equivalence report oi- a 910(b) submission;

• provide guidance regarding the level of specificity needed in substantial equivalence

reports regarding tobacco product additives; and

• delete newly stAted requirements that substantial equivalence t~epot~ts include reports on

harmful oc• potentially harmfiil constituents and envirorunental assessments.

I. The Agency Should Delete From The Dx-aft TAQ Any Suggestion That The

Statutory Definition 4f ̀Tobacco Product" I~icludes 7'he Product's Label Or

Packaging And A,cItnowZcdge That A Suhstanfia! Equivalence Repo~~t Ot• Section

910(b} Submission Is Not Requi►•ed Based On A LabeX Or Packaging Change That
Does Not Modify 1'he Product Itself.

The D~•aft FAQ asserts, without explanation or su~poi~, that "[t]he label and p~cicaging is pant of
a fiobaeeo product."3 The Draft FAQ thus concludes that any change to the label or packaging of
a tobacco product that occurs after February 15, 2U07 makes that product a "new tobacco
product" subject t~ the requirements of Sections 905(j) end 910(b).`~ However, that interpretfttion
is foreclosed by the text, context and purpose of the statute. Furthermore, the Draft FAQ violates
administrative law principles,si•epresents a clear b~•eak from FDA's previous statements

3 Draft FAQ § II; sec id, § II(A) ("`The label ~iid packaging of a tobacco product is considered a `part' of that
product.").

4 Id. § II(A), FAQ1 ("[WJe do riot intend to enforce the premarket requirements of sections 905(j) and 410 ... for
modiCtcatioi~s to product packaging or labels to remove the descriptors `light', `mild', or `low' or similar descriptors
to comply with section 911 ...."); id. at FAQ2 ("We do not intend to enforce the premarket requirements of sections
905(j) and 910 .., for a tobacco product that was coiwnercially marketed in the United States on Febn~ary 15, 2007,
and that had no modifications ... other than to com}~ly with the grAphic warning requirements of section 201 ....");
id. at FAQ3 ("[If] the package was changed from a sort pack to a lia~~d pack (or fl•om a hard pack to a soft pack) after
Febntary 15, 2007, and this change did not ~uodify the tobacco product in any other way (e.g,, a change in moisture
content, shelf life, ingredient composAtion, nicotine delivery, harmfuUpotenti~lly harmful constituents), and no other
modifications were made .., then we do not intend to enforce the premarket requirements of sections 905(j} and 910
...."); id. at FAQ4 ("[Ifs a modification to font size, ink color, or background color was ruade to the packaging or
labels after February 15, 2007 and no other modifications were made to the tobacco product after February 15, 2007,
then we do nol intend to enforce ttie premarket requirements o£ sections 905(j) anti 910 ... for this type of
modificatio~~, provided the modification does not rAise different questions of public health ... and you are in
compliance with all other statutory labeling and pacica~ing requu•ements ....").

s 'the lack of explanation provides a scpAr~te ground on tivliich to conclude that t}ie inlerpretataon u~ the document is
uivalid. See, e.g., lll~tc~r Vehicle Mfrs. Ass'rt i~. S~~rle Fa»~r Mert, Atrto. lips. Co., 463 U.S, 29, ~i3 (1943) (An agency
must "articulate a satisfActory e;cplan~tion for its action includi~i~; a `rational connection between tiie tiacts found and
the choice made."') (quoting Burliirgto~: 7y•crckLi~res, Inc. i~. U~ri~ec! S~crles, 371 U.S. ISG, 168 (1962)). There is yet
another reason to reject the interpretation in the Draft Guidance; it iinpuses Uindicig legal requu~emeiits ~vithouE
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1•egarding Sections .9Q5~) and 910,~'and does not help achieve tl~c legitimate policy goals

underlying the statute, whic~~ are amply ser~~ed by other• provisions.

A. ~1 Requirement That Manufacturers Malze Prcrnarlcet Submissions ~'o~~

I.abei and Pacicagiug Changes Would I3e Contrary To The Stahite.

A label or packaging change does not t~•ansfotm a tobacco product into a "new tobacco product"

that requires premarlcet submissions by a manufacturer. Under the FSPTCA, a manufacturer

must obtain FDA authorization to marl~et a "tobacco product" only if the product is a "new

tobacco product," meaning either• that if was not commercially marketed as of ~ebruaiy 15, 2007

or is a "modification" of a "tovacco product" and commercially marketed after that date. After

March 22, 2011, the manufacturer of a "new tobacco product" must submit either (1) a report

under Section 905(j) seeking an order that the product is "substAntially equivalent," or (2) an

application for premarket authorization under Section 910.8

Duc to the major consequences that flow from "new tobacco product" status, we have iuged the

Agency to confix-tn our vitcrpretation of the statute.9 FDA, hor~vever, has stated that further

elabot~alion is uruiecessaiy because the meaning of the statute is clear,10 That certainly is con•ect

in the statute's treatment of the label and packaging issues add~•essed in the Drift FAQ.

I~owcver, the Draft Ft1Q position that ~ltei•ing a product's label or packaging transforms it i~ito a

"new tobacco product" Uy modifying "part" of the tobacco product has no basis in the statute and

is utterly inconsistent with it.

nfltiee-And-eonunent rulemalcing, ,See Appalnclticrf~ Poit~el• Co, t~. ~P~1, 208 P.3d 1015, 1024 (D,C, Cu. 2U00};

Prn•alyze~l i~eter•ults ~fArn. 1~. D,C. A~•etta L.P., 117 F.3"~ 519, 588 {D.C. Cir. 1997).

~ The dei"uutions FDA set out in its guidance on demonstrating substantial equivalence tracked tE~e statutory

language and gave no indication that FDA world view a product's name, label, or packaging to be part of the

tobacco product itself. See FDA Guidance, Gi~ida~rce foi• Lrderst►~~ n~ad Food crncl D~~c~g Adnri~~rsn~atiar Staf,~; Sectio»
90S(j) Repo~•ts: Delnojrshzrling SuGstrr~ttiu! Eyar:vcrle~tee foi• ,7'ubcrceo P~•odctets (Ian. 5, 2011) at 4, available nr
littp:l/l.us~.,~ov!pCVt43 (hereinafter, "905(j) Guidance"). The Agency adopted the same definitions in its newly
released guidance on prerna~•ket review applications under Section 910. See FDA Draft Guidance, Giridn~lcc for•
Iitdtrstiy; Applica~iatrs fo~~ Preniailce! Review of Neti>> lobaccv Pi•odircts, at 3 (Sept. 2Q11), mailable a~
http:// l .usa.gov/pCVt43 .

~ 21 U.S.C. § 387(x)(1).

8 See Id. §§ 387c(~)(1), 387j(u)(2). See also 905(j) Guidance at S (explaining that the mAaufacturer of a tobacco
product intradttced after February 15, 2007, ar~d prior to Mardi 22, 201 I, and tivlio submits a report under Section
90S(j) prior to MArch 23, 2011, may continue to martcet tl~e product unless or until FDA issues an order that the
product is not substantially equiv~~Ient), In acidltion, FDA promulgated regulations describing the process for
exemptixig minor changes in tobacco additives fro~n the premarket review requirements. See 21 C.F.R, Pt. 1107.

9 ALCS, Conwiecits dated February S, 2411, Docket ID No. FDA-2010-D-0635-0005, at 3, m~r~ilable in
littp:/11.usa.gov/~wbTbr (I~erei~iafter, "~OS(j) Continents"); .see rr/sv ALCS, Comments dated March 22, 2011,
Docket ID No. FDA-20 ~O-N-Qd~1b-0011, at 1 ("We reiterate that tl~ere ace numerous sources of variAbility inliereiit
in tobacco products that should not constitute a 'modification."'), ~ri~ailable a~ littp;//l .usa. ov/iiwfD~'k

1Q Sc.~e ?G Fed. Reg. 38,961, 38,9h2 (July 5, 2011) ("FDA disagrees «~ilh the suggestion in the comme~ity ttiAt the
term `ne~v Tobacco product' leas not been sufficiently defined" in the statute,).
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1. TI~e label a~7d ~r~acl~crgi~~g of cr tobacco pro~lcrct are riot "pert" of tlxe
fO~JCi'CCO ~1'OCI6lG'f.

Tl~e Agency's assertion that the label and packaging of a tobacco product are "part" of the
tobaec~ product is incansisfent with the: stahitory scheme under which FDA operates. An ai-tiele
in interstate commerce is under• FDA's jurisdiction if ~t meets the statutory def nition of "food,"
"C~t`Ug," "C~8V1CC~" "COSilletlC," "animal fecd~" "dietary supplement" Ul' "~OhdCCO ~]'OC~UCt,:11 ~i8

siatute does not define any of those tei~rns fv include ~e 1~be1 or packaging of the article.

"l'o the conh•ary, the statiute defines "lab~:l" and "package" separately. Bot1i definitions treat these
things as disc~~cte items, and not as "parts" of the a~~ti~le itself, "Labe" is defined as "a display
of written, printed, or ~i•aphxc mattez• Lcpnj7 flze i»trnediat`e co~2t~ir~er o f aJ7y as^ticle,"~2 thus making
cleaa~ that a label is soinetlling aff iced to the container iti which air article ~s so1d, not paz~ of the
article itself. Similarly, "package" is defined as the "~~ack, box, carton, or container ... [or]
wrap~in~; ... lIT 1411zicli u tobucco p~ o~li~ct is offered for sale, sold, or otherwise distributed to
consumers,"13 This obviously means that a package is external to, and not a part off', the tobacco
product. ~~ Both def niiions preclude tl~e Agency's interpretHtion in the Draft FAQ.

Moreover, the definition of "tobacco product" itself p~•ecludes the Agency's intetpz•etation, The
statufie defines a "tobacco product" as having three elements: (1) ~ "product" that (2) is "made or
derived fiom tobacco" az~d (3) is "intended for human consumptiox~.s15 All three elements must
exist to meet the definition, because the definition is conjuuetive, Applying this definition makes
clear that labels and packaging are not "tobacco products" because they are neithe~~ "made or
derived from tobacco" Dior "intended for human consumption."

Further, the Agency's position is inconsistent with ttie plain meaning of the word "part"
16

because "paz-t" is generally understood to refer to a po~-ti~n or subdivision of a larger whole, not
something external to it. ~ ~ Thus, "pa~-~s" of a tobacco product must be portions of sorr~ething
made o~• derived from tobacco that is intended for human conswnption.

Other c~efinitiotis in the statute confirm the eri•or of the flgency's z•eliance on the word "part,"
Dior example, the definition of "new tobacco product," includes "pant" in a list of tea-~ns that x•efer

~ ~ 21 U.S.C. ~§ 3210, 321(g)(1), 321(h), 321(i), 321(w), 32l(f~(3)> 321(y~r).

12 I~1. § 321(k) (emphasis added).

13 Id. § 387(13) (emphasis added},

~'~ "Package" is also defined under the Federal Cigarette Labeling; and Advertising Aci usutg almost identical
wording but with reference to the sale of "cigarettes." 15 U.S.C. ~ 1332(4), Cigarettes are defined as the "rill of
tobaca~" itself and aot the packaging, Id. § 13320). Coiagress, by using the same detinition~, of package under the
FSPTCA, is presumed to have intended £or the pzovisions to be intet-~reted in parallel. See, e.g., Siillivun i~, St~•onp,
496 U.S. 478 (1990).

~S 2l U.S.C. § 321(rr)(1).

!~ See lit_. t.~:/l~v~vly.mei-riam-~~rebster.cofi~/dictianar~l/na~~t (defining "p~i~-l" as "a canslituent member of a machine or
other apparatus"); Webstec's Third Nc~v Iiitei•national Dictionary (Unabridged) (1943) (deCnuig "purl" ns "one of
the equal ori~neq~ial portions into ~i~l~icl~ something is or zs regarded as divided"),
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to specific physical chaciges to the tobacco product,lg and Section 9U4(a)~1) includes the ~~hrase

"othez• part" at fhe end of a list including tobacco, p<~pers, and filters. g Under well-settled

canons o~'statutoa•y c~nsttuction, the word "part" must draw its meaning from the teinis around it

and thus should be read to refer to a physical element of the tobacco pzoduct, such as tobacco,

~ape~s, or ~lters.20 Similarly, the definition of "cha~•Hcteristics" demonsfirates that Congrc;ss did

not infencl to make labels or pack~.gin~ pant of substantial equivalence review. "Characteristics"

is defincc~ to include "the materials, ingredients, design, composition, heating source, or other

features of a tobacco product."21 Labels and packaging cannot f t comfortably within that

definition.22

Finally, at numerous other places in the statute, Cong~•ess indicated that a tobacco product's label

and pacicag~ng ate different fi•oi», rather thAn a "part" of, the product. For example, Section 902

contains separate provisions deeming a tobacco product adulterated based on the presence of any

p̀oisonous or deleterious substance" in the p~~oduct its~~f or irr its paclr~cging; and Section

301(gq) prohibits the creation of couilterfe~t tobacco products by placing nn identification device

such as a "label ...upon any tobacco product or container or• labeling t1ze~~eof."

?. 1'lte Draft` FAQ Co~tflicts tis~itli the Basic Strirctia~e of tlZe Stati.rle.

The Draft FAQ conflicts with the basic structure of the statute, vvhicli p~•ovides FDA authority to

regulate labels end packaging that is wholly separate from the regulation of new tobacco

products. Under FDCA ~~rovisions applicable to other product categories, labels and packaging

are x•egulated directly, not by implication. For example, FUA regu~Ation of labels and packaging

for drug products is based on the statute's general misbraiading and new drug approval

provisions.23 The FSPTCA applies that same framework to tobacco products,24 and absent

contrary legislative intent, Yabels and packaging under the FSPTCA should be treated

colisistently.

For example, Section 905 requires every manufacturer to register its establishments with FDA

and submit a listing of each tobacco product in commercial distribution. Tf~is submission

18 See irl. fi 387j(a)(1) ("change in design, any component, any part, ox' any constihtenf, including a smoke

constituent, or in die content, delivery or form ~f ~iicotine, or any other additive or ingredient").

19 21 U.S.C. § 387d(a)(~) (a m~nufach~rer must list all ingredients "adtted by the manufacturer to the tobacco, paper,

frlt~l; o~• vllter pn~'1 of each tobacco product' (emphasis added)}.

~0 See, e.~., i~~'ash, Slcrte Dept of Soc. & 1Yenith Sews. tip. Gtra~•dinitsltip Estate of Keffeler, 537 U.S. 37I, 38~ (2003)

(canons ~f ejcrsdeni ge~ieris acid ttosciftrr~ a sociis require that "general words are construed to embrace only objects

similar to those Gttumernted by the specific words" enumerated in the same list) {internal quotation ma~•ks omitted};

see ~rlsa United Stares >>, ~'i~tklenbeig, 13l S. Ct. 2007, 20I9 (011) (absent indication to the contrary, "[i]dcntical

words used in different ports of a statute are presumed to have the same nieanin~").

Zr 2I U.S.C. ~ 387JtA)~3)~B).

''2 Indeed, FDA itself implicitly recognized this di~'ticulty when it provided guidance that the requirement to provide

an ingredient Iist does not apply to "packaging differences that da iiot affect the characteristics of tl~e product."

FDA Guidance, Gtrida»ce for• Ltderst►~~; Listing of h~gredre~rls irr 7'obaeco P~~ade~cts § ~II(C) (Nov. 2009), avc~ilablc
al http://I,usa.~o~rlpCVt43 (hereuiafte~• "Listing Guidance").

`'3 See, e..g., 21 U.S,C. § 355(d){7); 21 C,r,R, § 201.10,

2a See 21 U,S.C. § 387c.
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includes "a copy of all consumer information and other labeling for such tobacco product."
25

Section 911 authorizes FDA to revie~~v data and infoi7nation relating ~o tobacco products "the

label, labeling, or advertising of whic~~. represents" that the product presents a reduced iislc or
lower exposure to a substance,26 And Section 903, the statute's misbranding Provision, provides
the Agency with ample tools to combat any potentially "false or misleading" sFatements,

including names.27 In light of these and other p~•ovisions, premarket review is simply

unnecessary for changes to product labels or packaging.2g

If the Agency's intet~pretation of "tobacco product" is designed to guard against tt~e possibility

that a change to a 1abc1 or packaging could modify tl~e product itself, that infierpretation is

unnecessary. Thy Agency's response to FAQ3 notes, fog• example, the possiUility that a switch

fiom a hard pucic to a soft pack night lefid to "a ch~tige in ~nois~ure content, shelf life, in~,nedient
composition, [or] nicotine delivery." To fhe extent FDA has authority to require premailcet

review in such a case, it is not because the p~tekaging has changed, but because theae has been a

change to the tobacco pxoduct, Far example, "ingredients" axe among the "modifications"
expressly included in Section 910(a)(1)(B) and the ch~iracteristics intended to be included in

substantial equivalence review,2̀ ~ TlZerc is no need for FDA to contort the definition of tobacco

product to reach those situations.

Perhaps most tellingly, in Section 903(b}, Coii~i•ess expressly provided that FDA may "require
piio~• approval of statements made on the label of a tobacco product"30 only "by regulation"~ ~

issued "in accordance with chapter 5 of title 5, United States Code,"32 The Draft FAQ seeks

effectively to "requi~•e paior approval of statements made on the Zabel" — thafi is, to require ~i-ior
FDA. authorization of product names —without satisfying the cleat• end unambiguous requirement

25 See 21 U.S.C. § 321(ni)(1) (the strtutory teen "labeling" includes "all labels and atlier written, printed or graphic

matter ... upon any article or any cif its containers or wrappers"). FDA guidance states that "labeling is to Ue

submitted as an exact, legible, full c~Ior copy." See FDA Guidance, Guidance for 1'ndc~sny: Rc~istrcrtioli «rrd

P~'O[~CFCI L(SfllJg~or Oi~vfte~s a~ld Opera~o~s ofl?ui~testic Tobacco ProdlrerLstablislr»re~rrs (Nov. 2009), ll1~CfJjC/~fL Cll

hitp:l/1.usa.~ov/r~D9znt1(hereinaftcr "Listing Gl~idance").

Z~ See 21 U.S.C, ~ 387k(6).

'~ 21 U.S.C, ~ 387c(n}; cf. 21 C.F,R. ~ 201.10 (regulating drug n~tnes in labeling),

~$ Signi~icanily, Scetion 9U5(i)(3)(D) reflects a scheme in w}vc:h FDA receives notification of labeling changes after

they occur. 21. U.S.C. § 387e(i)(3)(D) (requiring the n~anufacture~• to notify FD/A of "[aJny material change" in

biannual updates). Tlus mirrors tl~e Agency=s approach in other cocitexts. For example, FDA guidance regarding

the labeling for 01'C topical acne drug products states that "[1]abeling that is revised to meet the xeyuirements of this

n~le should be submitted to kUA through the drug listing process." rDA Guidance, Gu~~lance for fitdcrsl~y: Topical

Ac~~e Dratg P~•od~rcfs fog• O~►e~-the-Cou~7ter Htrt~rnn Use—Rei~isiort of LcrGelirrg a~trl ClcrssificatioTr of !3e»zoyl
Pe~•oxide as Scrfe and EffE~c~ii~e; Snrall E,rrih~ Conipliai~ce Guide (June 2011), ctvailcrble crf tt~:(/I .usa.gov/pKrtrru,

a~ 21 U.S.C. §§ 387G)~a)~1)~B)> 387~a)~3)~B)•
3o Id. § 387c(b}.
3 t ,t~J.

3~ Id. § 387a(d).
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that the Agency proceed through notice-and-comment i-ulemaking.33 The Agency's use of Drab

FAQ in this instance is contrary to law and invalid for this additional and iandependent reason,
3a

3. Ti•eatingLabels and PaeltagitZg us "Par•1" of tJie Tnbaeeo P~•odccct Leads
to Unintended Results.

The A~ency's interpretation of "tobacco product" is flawed because it leads to unintended

results. 5 For instance, Section 904(a)(1) requires a manufacturer to provide FDA a listing of all

ingredients "added by the manufacturer to the tobacco, paper, filter, or other pat-t of each tobacco

product by brand and by quantity in each brand and subbrand." If the label and packaging were

parts of the tobacco product, then a manufacturer would be required to submit a Iisting, by

quantity, of all the ingredients added by the manufacturer to the label of its tobacco products.

But it is clear that a "label" (a term that refers to "a display of written, printed, or graphic matter

upon the immediate container of any article")36 could never• have "ingredients" to be listed.

The Draft FAQ itself recognizes that results not intended by Con~•ess would follow i~ labels and

packaging were part of the tobacco product. Foy example, label changes required by Section 911

(to remove descriptors) and Sectioi~ 201 (to add graphic warnings) would #jigger the need for

premarlcet ~~eview.37 To avoid this result, the Agency says it will exercise "enforcement

disciction" to allow manufacturers to comply. The Agency also recognizes that its interpretation

leads to the conclusion that modifications to font, ii~lc, or color used on a tobacco product's label

or packaging might t~ansfoim it into a riew tobacco product,38 and it likewise ~•elies upon

enforcement disc2•etion to the extent those changes do not raise "different questions of public

health." As a Iegal matter, FDA cannot cure an incorrect statutory interpretation by invoking

enforcement discretion. Doing so is also bad policy because it blurs the line between lawful and

pY•ohibited conduct.

33Even if FDA had proceeded by regulation as described in Section 903(b), it could not have required premarket

review of product names under Sections 905(j) and 910(b) because, as shown above, that interpretation is

unambiguously foreclosed by other stahttory provisions and the stah~tory context and purpose.

~4 The notion that label and packaging changes trigger premarket review under Sections 90S(j) and 910(b) also

cannot be reconciled with Title II of the FSPTCA, which includes specific amendments addressing many aspects of

product labels. Title II delimits the scope of FDA's ability to regulate the content o£product labels and also reflects

Congress's intention not to empower FDA to regulate the content of labels indiscriminately. See, e.g„ 15 U.S,C. §

1333 (specifying warning content and format for cigarettes).

35 
Cf. NIl01J lf, Missoctr•i Mien. Leagtte, 541 U.S. 125, 138 (2004) (explaining canon against "`constru[i~ig] a stnhite in

a manner• that leads to absurd or futile results"').

36 21 U.S.C. § 321(k).

37 Draft FAQ ~ II(A), FAQ 1 and FAQ2.

38 Id. § II(A), FAQ4
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~I. k+'Dt~ Shoiilti Confirm Ti1at A Product's Name ~s Not ~~Part" Of A Tobacco lPi•odi~ct,

,A,n~d That Name ChAnges Do Not Require Substantifil Equivalence Reports oa•

section 9].0(b) Submissions,

In the D~~aft FAQ the Agency incorrectly asse~•ts that any change to the n~~ne of a product after

February 1S, 2007 makes that product a "new tobacco product" subject to the requirements of

Sections 905(j) and 910(b),39 Notl~ing in the FSPTCA supports that construction. As discussed

above, the word "part" must be understood to ~•efer to a physical element within the tobacco

product;40 a name does not qualify. Moreovex•, the str~lcture of the statute precludes construing

labels and packaging (and thus, the names p~~int~d on tt~ein) to be pai-fs off'the tobacco product.`

Likewise, there is no need to depart fi•om the unambiguous text with respect to names.

Con~,n•ess knew how to refer to product names when that wZs its intention, For example, Section

904 contains multiple reporting requirements—such as repai-ting of ingredient, nicotine, and

constituent infoi7nation that requil-e subinissians to be made on a brand and subbrand basis.
42

Section 915 likewise requires the testing and reporting of constituents, ingredients, and additives

for each brand and subbrand.`~3 Section 301(gq) prohibits the sale of a tobacco product that

misrepresents its name as that of ~~nother.`~`~ In addition, the relevant provisions specifically use

"b~•and name" and ~el~ted terms when Congress intended for FDA to regulate these commercial

desi~iations. There is no comparable ~~eference to names in the definition of "tobacco product"

o~ "new tobacco product.s45 Had Congress intended to regulate product names through these

definitions, it would have said so explicitly.`~6

Li addition, including a product's Warne in the definitions of tobacco product and new tobacco

product would violate the First Amendment's Free Speech Cruse. Brand names are protected as

commercial speech. ?̀ A.n intetp~•etation of the FSPTCA that would require manufacturers to

obtain FI3A ~uthoriz~.tion before changing the names of their products would impose a

39 In particular the Draft FAQ states that (1} a cigarette would be a new tobacco product "if the cigarette was

tnadteted on Pebruttty 1S, 2007, but suUsequently the n~mc of the peoduct was modified or changed," and (2) if a

manufacturer markets a ciga~•ette as ̀ Brand X" on kebi~uaty 15, 2007, and, afte~~ that date, continues to market Brand

X but also begins to market the identical cigarette under the additional name "BrAnd Y," then Band Y "is n i~ew

tobacco product subject to the premarket review requirements."

'~o St~prrr ~ 1.

~ t .S'tq~r cz ~ 2.

''2 See, e.g., 21 U.S.C, ~ 387d(a)(1), FDA guidance for Section 904 states that "[e]ach produce for whic}~ an

ingredient Iisl is subjnilted is to be clearly and uniquely ide~iti~ed by its braced and subbi•r~nd, [as well as addilivnal

inlonnation) as necd~d to uniquely identify llte brand and subbrand of the product." I,isfing Guidance ~ III(C)(2).

A3 21 U.S.C. § 387o(b)(l).

as ~1 U.S.C. § 331(g9)•

'}5 E.g., 21 U.S.L.~~'~ 387(2), 387(6), 387o(b); 2i C.P.R. Part 1140.

~̀~ See Whitnra~t i~..4rrt. Ti~trcki~ig ~tssf~s„ Iitc., 531 U.S. 457, 4C8 (2001) {"Con~;ress ...does not, one might say, hide

elephants in mouseholes").

a? See, e.g., Sm~ Fi•a~~cisco arts & ~IJrletics v. United Slates Olympic Cvmnt., 483 U.S. 522, S35 & 537 n.lb (19$7)

(flee "Olympzc" mark receives First nn~endment protection as commercial speech); Friech~rati a Ragejs, 440 U.S. 1,

11 (1979} ("Tlie use of trade navies . , . is a form of commc~•ciAl speec~z , .. .").
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constitutionally suspect prior resiraint.`~~ Such restraints are impermissible absent procedural

safeguards sufficient to protcc# against the "danger of suppressing constitutioi2ally protected

speech,"49

The Draft FAQ, however, provides nn information regarding the standards or procedures FDA

would employ when evaluating name changes or additional names. Neither• the Draft FA,Q nor

any otlaer FDA pronouncement regarding Section 905(j) indicates how the Agency would intecid

to judge names or determine whether a "new" name is suUstant~ally equivalent. Such

standaadless discretion to allow or disallow otherwise lawfiil speech violates traditional

principXes of prior ~~eshaint under the First Ainendment.
so

A blanket prohibition on all new names that have zlot obtained FDA authotiz~ttion—a process

that could prevent a nnanufacturez• from engaging in speech for a period of months or years (if the

speech is allowed at all)—would also clearly violate the Central Ili~clsora test for assessing the

constitutionality of restrictions on commercial speech.i~ Such a prohibition would bar speech

regarding lawfiil products and apples to all names without regard to whether they ire misleading

or not. IV~oreover, it is unnecessary to advance any govertlmental interest in ensuring that names

comply with the provisions of the FSP'rCA because, as explained above, other provisions of the

statute provide FDA t~rith the tools it needs to advance Phis interest in a less restrictive way.
52

At the very least, the Agency's interpretation raises sufficiently ~~ra~re constitutional questions

that a reviewing court would construe thy; statute to exclude names from the definitions of

"tobacco product" and "new tobacco product."$3 Because the interpretation proposed in the

'~8 See, e.g., Soirllteastern Pr~ori~atiarrs, Ltd. v. Co~uad, 420 U,S. 546, 558 (1975) ("Any s}~stem of prior restraint .. .

comes to this Couc•t bearing a heavy presumption ugtinst its constitutional validity.") (Internal quotation marks

oruitted); Neii~ ~'o~~lr AJrrgu~ine i~. AIT.~l, 13b F.3d 123, l3l -32 {2c1 Cit•, I998) (affirming injunction of prior restraint

on commercial speech).

'~9I'r~e~l~rra~~ i~.1~tn,yla„r~, 380 U.S. 51, S8 (19CS} (A system of prior restraint "lvoids constih~tional infirmity only if

it tales place tinder ~~rocedw•al safeguards designed to obviate the dangers of u censorship system."}. Congress's

sensitivity to this issue is reflected iix the requu~emcnt in Section 9U3(b) that any requirement for prior approval of

label statements be established by regulation only after notice-and-comment procedures.

so Shicftlertivor•tlr tip. Xirnringllan~, 394 U.S. 147, 150-51 (1969) (``[A] law subjecting the exercise of rirst Amendment

freedoms to the pi'io~' restraint of a license, without narro«-, objective, ai d definite standards to guide the licensing

authority, is uncol~stitutional."). In addition, tj~e absence of a fixed deadline by which PDA must make ~ substantial

equivalence determination weighs heavily against the wz~stitutioi~ality of the proposed inter~retatiott. Gf.

Ntilrilir~trn! Heattl~ Alli~rftce i~. S'halala, I44 F.3d 220, 228 (2d Cu. 1998) (upholding FDA reviet~v of dietary

supplement labels on the basis of a statutory deadline for completion of such review).

51 G'c~~th'c~l H~tdso~~ Gas c4c BJectric Copp. ~~. Pcrblic S'ei~►~rce Co~r~nrissio~t, 447 U.S. S57 (1980).

5'` For example, manuf~chirers could notify FDA of nAme changes by updating their ingredient submissions udder
Section 904, or through regular product listing submissions, See ,st~p~•n notes 28 and 42.
s3 As noted, the text, context, and structure of the statute unambiguously foreclose the interpretation in the llrt~ft
FAQ under which FDA could require a Section 905(j) or a Section 910(b) submission for a change to the Iab~l or
packaging of a tobacco product. Oven if the stah~te were ambiguous, however, the ambiguity would have to be
resnlved against the speech-restrictive i~iterpretation under the avoidance canon, Edu~cr~d J. D~13ru~tolo Cv~p, v. Fla.
G►rlf Cvas~ Bldg. & Co~tslr•. ~arles Cotrncll, 485 U.S. 568, 57S (1988) ("[W]here an otherwise acceptable
consit•uction of a statute would raise serious constilulional problems, the Court will c~nslrue the statute to avoid
such ~~roblems unless Such construction is plainly contrary to the intent of Cangses~.").
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Draft FAQ is plainly not ~•equized by the statute, (and, indeed is contz•ai•y to it), these

constitutional infi~~mities must be avoided in the Final Guidance.

III. FDA Should Confix•~n That Actions That l)o Ie1of Cl~~tr~ge 'the Finished '~'obacco

Product At•e Not Modifications 'nVith~n '~'l~c IVleaning a#' 91.0(a)(1)(B) And I)o Not

Requip•e ~ Substantial Equivalence I~eport Or• A 910(b} Subini~ssion.

In n number of instances, the Draft FAQ indicates that manufacturer actions that do not change

the #finished to~accc~ product nay tionetl~eless constitute "modifications" that require a

substantial equivalence xeport o~~ a 91U(b) submission. As explained below, these statexnei~ts a~•c

inconsistelit with the statute, which imposes prcmarlcet review obligations only upon

modifications "of a tobacco E~roduct."5`~ These aspects oi' the Drab FAQ should the~•efore be

removed from the Final. Guidance.

A. FICA Should Affi~•m Tliut Tightening T'he Range Tor A Tobacco Product

Additive Ys Not A I~J[odificat~on within The Meaning of 91.U(a}(1)(B).

FDA should ~ffirin that a manufacturer's decision to mike the specification range fog a product

additive snore precise, but still within t1~c previously repo~~ted range, does not constitute a

modification that would trigger premarket zeview. The Draft FAQ currently takes the opposite

view. FDA's response to FAQ9 states that "[a]ny modification made to the level of an additive"

would z•equi~•e premarket clearance. This interpretation is overbroad.

V1Ie ag,•ee that a change to a static specification (e.~., from 0,003 to 0.005) or exp~inding ~ range

specification for tobacco p~•oduct additive (e,g., from 0.003-0,005 to 0.003-0.007} will likely

result in a modification fio the finished product h~igg~ring the need for premarket review.

Tightening the T•attge for iii additive (e,~., from 0.003-0.005 to 0.003-0.004), however, is

different. In such cases, the "new" product by definition wi11 fall within the permissible range of

the "old" product. FDA should clarify that, in such situations, the fcnished product is not

modified such that it requires pre~narket clearance,

Otl~erwise, fine l~.gency will use valuable resources reviewing substantial equivalence reports for

px•odttcts that have not actually been modified. Assuming the only change between tv~ro products

is a nat~rowed range for an additive, the new and preclieate ~roducts would necessarily share the

same characteristics and thus be substantially equivalent. 5 In addition, requiring premarkct

review in these circumstances t~vould discourage manufaeturers fi•o~n continuing to refine and

imp~•ove their lnant~facturing processes and conhols. FDA should avoid these problems Uy

making clear in the Final Guidance that increasi~~g the precision of an additive specification

r~~ithin a preexisting range does not constitute a modification of a tobacco product,s~

S'~ 21 U,S,C. ~ 387j(a)(1)(B).
s5 2l U.S.C. ~ 387j(a)(3)(A)(z).

s~ As we previously noted, FDA's suppoirt for the concept of "design space" in the pharmaceutical industry counsels
agaiizst the view that increasing the precision of a specifieatioii mange constitutes a product modification. See 9U5(j)
Comments at n.l 1 ("`Working within the design space is not considered as a change. Movement out of the design

space is considered to be a change and ~~~ould normally initiAte a i•cgut~toiy postap~~rovAl change process."' (Ruoting
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B. A C~~nge In A Process~iig Aid That Does Not ~][ave Are Idei~tifiable Effect

On Tl~c '~'ob~cco Product Is Not A Modification V~'ithin The Meaning of

910(~)(1)(B)•

The statutory definition of new tobacco }product is only triggered by an actual "modification" of

"~ tobacco product,"57 The statute refers to "any modification (including a change in design, atty

component, any part, or any constituent, including a smoke constituent, or in the content,

delivery or• fot~n of nicotine, oz• any otl~er additive or in~•edient).s58 This statutory language

clearly does not reach changes in manufachiting processes unless they resuXt in an identifiable

change to the product (or the components, parts, or constituents thereof).

Nevet~theless, in response to Question 11, the Agency states that pre~narlcet revievt~ would be

required if a supplier begins using a new processing aid for a subcomponent of a tobacco product

even if any resulting change "is so inino~• that it is not even capable of being quantified in the

finished product." The Agency's apparent reasoning is that even if no quantifiable change has

been made to the finished product, fihe switch in a subcomponent processing aid "may"

nevertheless "have an impact on other characteristics within the tobacco product."

T'he Agency's response reflects a flawed analysis that is inconsistent with the stah~te. If

Congress had intended to require pj•emarlcet review solely on the basis of a change in

manufacturing ~~rocess, it would have said so.59 L~ the final guidance, FDA should clarify that,

absent an identifiable change to th.e resulting product, there is no modification within the

meaning of Section 910(a)(1)(B).G0

rDA Guidance Por Industry: Q8 Phai~niaceutical Development, ~l 2 (May 2006), available at

littp;/i 1,usa.~ov/pJpK2h'1).

s~ 2I U.S.C. § 387(a)(1)(B}.

ss Id.

S9 Other provisions of the FSPTCA support this conclusio~i. "[R]aw materials used in maiiufachirin~ a component,

part, or accessory of a tobacco product" are excluded from the statutory definition of "tobacco product." See

21 U.S.C. § 321(rr)(1). A change in raw material therefore cannot amount to a modification of a tobacco product

unless the change results in identifiable alteration of the finished product. The same logic should apply to

manufacturing processes, which arc i~ot mentioned ui the tobacco product definition end are regulated under

different provisions of the FSPTCA that direct FDA to establish manufacturing controls through regulations. See

21 U.S.C, § 387f(e)(1)(A). Moreover, in light of the explicit statutory requirement to include information about the

manufachuing process in a Section 910 application, see i~l. § 387j(b)(1)(C), the absence of any specific requirement

to include that information in a substantial equivalence report indicates that Congress did not view a clia:lge in t ie

manufacturing process alone as triggering premarket review.

60 At A minimum, FDA should clarify that the possibilit~~ of an unquantifiable change is not a modification. 1'he

response to FAQ11 justifies its conclusion Uy noting that a change in processing aid "mny have an impact on other

characteristics within the tobacco product (e.g,, r~tay alter• chemical reactions and create a new ingredient, additive,

or constituent)." (Emphases added). Such speculation is inconsistent with the premise of t1~e question (that there

was no quatxlifiable change to the finished product) and, in all events, is no basis for expanding the scope of the

FSPTCA's premai•ket review requu•ements.
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C. Adjustments IY~ade To Ensure Pxoduc~ Consistency Are Not Modifications
~ithiu The Meaning Of 910(a)(1)(S).

VS1e previously asked the: Agency to canfitm that the ficquent adjushnents a manufacturer must

make to maintain consistent product character'15~ICS c~l•e not "modificatioY3s" Vi/l~~lltl the ri1~a111I1~

of Section 910(x)(1}(B).~'~ FAQ8 provides a partial response by statinb that FICA will use its
"enforcemezit discretion" to allow "tobacco blending c~ianges r~quued to address the natural

variation of tobacco," lxllule we agree that consistency-maintaining ehanges~aie permissible, we

do not a,grec that such changes implicate FUA's enforcement discretion. ~2ather, adjustments

anade by a maziufachircr to anaintain consistent ~~roduct chaaacte~•istics are not modifications

within the meaning o~ Section 910{a}(1)(B). In the final guidance, rDA should acknowledge

that Section 910 does not apply in this scenario.

IV. FDA Should 1'►~ovide Guidance Regarding The Level Of Specificity Needed Ira
Substantial Equivalence Reports Regarding Tobacco Product Additives.

In response to requests thAt FDA identify the level of specificity required for 905(j) repoz~s when
reporting the amounts and levels o#' additives in products, FAQ 13 says that it is the
manufacturer's responsibility to "present the data in a dorm that will provide the basis for"
substantial equivalence review, It is unrealistic to expect stalteholders to predict in advance the
Ievel of the specificity that the Agency will require. Moreover, the Agency's failure to provide
more specificity could lead to inconsistent applications fiom manufacturers and to inconsistent
revietivs within the Center for Tobacco P~•oducts. FDA should, therefore, provide a substantive
response to FAQ13 and reopen public comment to provide an opportunity for meaningful public
participation.

'V. New RequireYnents Fax• Substantial equivalence Repo~•ting Shoald Not Be Added in
This TAQ Document.

A. Substantial ~quiva~encc Reports Shuuld Not Require Reporting On ~[a~rmful
Qr Potentially Harmful Constitue~its.

VVe urge tihe Agency to z•ec~nsider its x•esponse t~ FAQ17 that manufacturers "provide
infoi-~nation regt~rding ha~~rnful or p~tcntially hai~rnful constituents ("HPHC") as appropriate to
demonstrate that the new tobacco product is substa~atially equivalent to the predicate product."62

In its Final Guidance the Agency should state that HP~IC data will not be required in Section
905(j) reports.

Any requirement that substantial equivalence reports contain I~P.HC data ~vould be contt-ary to
the FSPTCA. Substantial equivalence review zs based on a comparison of the "characte~tistics"

~ ~ 905(j) Comments at 3.

6'' ALCS previously provided conuncnts on the 905(j) Guidance stating chat suhstantiat equivalence review should
not require I~PIIG reporting. See y05(j) Comments at 7-S; cf. 905(j) Guidance at 1 I ("~'or X11 products, you should
report levels of all E~IYHG in lobular format, with t~ side-hy-side comparison with the predicate tobacco product and,
where applicable, to a grand£athered tobacco product."),
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of the new and predicate prodticts.63 Z'he statute defines the term "cl~aracieristics" to mean "the

illaterials, ingredients, design, composition, heating source, or other features o~ a tobacco
product."~`~ Constituents arc thus not included in tine list of. characte~•istics that are pai-~ of
substantial equivalence review. Nor can the tz•~tiling phrase "other features of a tobacco product"
be read to include constituents. 7'he FSPTCA specifically defines tie team "smoke

constituent,"6S attd constituen~~ aie expressly regulated tluotighout the statute.~~ Moreover, the
different sehedtiles for rcpai~#ing ingredic~its and constituents ma~cc cleat• that t~~c statutory fe~~m
"in~;ccdient" does not include cc~nstituents.67 Had Con~•ess meant to include constituents as part
of substantial equivalence review, zt would have doiye so expressly.

The Age~~cy's positive that substantial equivalence re~~oi~ts must contain HPHC data also raise

practical difficulties that fuz•ther indicate that Co~n~ess did not intend this reyui~•ement,

Manufacturers wcze requiz~ed to file initial 905(j) reports by Ma~•ch 2011, well before the
Agency's Api•il 2012 deadline t~ publish cl 115t of HPHCs anc~ the April 2413 deadline to

promulgate regulations for testing and reporting.63 Obviously, manufachucrs cannot test against
a list that does not exist. Mo~•eover, tl3e cur~•ent pending 9U5(j) repot-ts generally rely on tobacco
products that were on the mar~Cet as o~ February 15, 2007 as predicates for the substantial
equivalence conaparis~n. Given the passage of time, it is unlikely that cigarettes and smokeless
toUacco products that were on the marker as off' ~ebi~uar•y I5, 2007 still exist in quantities

sufficient Co enable t1~e testing necessary to generate HPHC data for most, if not all, predicate
products.~9

Thus, a ~equi~•ement that HPHC~ reporting; Ue included in 905(j) ~•epoY~ts is contrary to law az~d
creates substantial practical difficulties. The Agency's rival Guidance should make clear that
i•e~orting on HPHCs is nod required as part of substantial equivalence review.

63 See 21 U.S.C. fi 387j(a)(3)(A).

6a 21 U.S.C. § 387.1~a)t3)(B)•

6s 21 U.S.C. § 387(22).

G6 ~+~,~, ~g ~ zl U.S.C. ~+§ 38'lg(n)(4)(A)(ii), 387g(a}(4)(B)(i} {rDA has authority to promulgate tobacco rroduct

stAridarcfs addressing constituents}; icl. § 3870(l~)(1) (directing FDA to promulgate regtilations for the "testinb and

reporting of tabacc~ ~~roduci constituc~its, ingredients, and additives"). See also A,ltri~ Client Services, Inc., R.J.

Reynolds Tobacco Co., and Lorillard Tobacco Company, Com~nent~ dated October 11, 2011, Docket YD Na. FDA-

2011-N-0271, at 1 & tt.5 (hereinafter, "2011 HPHC Coriunents").

~~ See 2l. U.S.C. §~ 3$7d(a)(1), 387d(a)(3); see crlse~ id. §~ 387g(a)(1)(A), 387~(a)(3)(B)(ii) (itndicating that

"constituents" and "additives" are conceptually distixict categories under the FSPTCA).

6& See 21 U.S.C. ~§ 387d(d)(1), 3$7d(c), 387(o)(b)(l~.

{'~ For a iitller disetission related to I-~PHCs, we refer the Agency to previous submissions in which we discuss our

experience with tobacco constituent testing and el~aluAtion of such data as pact of our ingredient testing program.

See Altria Client Services, Inc., Comments dated August 23, 2010, Docket TD No. FDA-2010-D-0281-UOU3.1,

aU~rilable art http:i/1.usa.govloL~vUbl; see also 2011 HPHC Conuueiits.
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B. 1~DA Should Exempt Substantial Equivalence Reports From '~'he

Envia~onmental Assessment Regturement.

In response to Question 1$, FDA states that all Section 905(j) reports must include

envii•onlnental assessments undo 21 C.F.R. § 25.15(a), This requirement is new and was not

stated or implied in the fina1905(j) G~iidance FDA published in January 2011.7° In fact, this new

requirement was not announced until almost six lnotiths ccfte~• manufacturers submitted their•
initial 905(j) repox-ts iaa March 2011. This iiew requirement is thus procedurally improper- with

respect to reports previously submitted by manufacturers and, at a minimum, the Agency should

clarify that this newly stated ~~ec~uirement sloes not apply to them. ~t would make no sense to

apply the ret~uiremc:nt to these rcpot~ts because they pe~~tained to products that ~vet•c on the rnarlcet
in March 2011. The intent cif these reports is to obtain an agency determination that such

products are substantially equivalent to one ~r more predicate products teat were on the markefi

on or before February 15, 2007. In other• words, the only requested agency action is to maintain
the status quo—not the type of Agency action that xequires an environmental review.

More fundamentally, substantial equivalence reports for tobacco products are not included
among the agency actions for which ati envi~•unrnental ass~ssr~ient is necessary under 21 C.F.R.

§ 25.2U. '~'o the extent the Agency wishes to amend Part 25 to include tobacco products, it must
do so through formal notice and comment i~ulemaki~~~;.~~

Requiring environmental assessments for substantial equivalence is also substantively

unjustified, and FDA should establish a categorical exemption from the envirorunental
assessment for a11905(j) reports. Essentially every other FDA-regulated industry beneftf~s from a

categorical exemption for• abency actions similar to substantial equivalence detet~ninat~ons. In

each of these industries, FDA has tAken the position that environmental assessments are not

necessa~•y if the requested agency action does not increase overall use of the product type.72

Sectioxi 905(j) reports seek only an agency detex~minati~i~ that a given product is equivalent to,

And thus likely to compete with or replace, products fiat already are or have been on the market.

Therefore, 905(j) reports should be cate~;oi~ically exempt ;from the environmenl~l assessment

requirement.

70 The Preface of the 905(j) Guidance states that the Agency's uxt~:nt in promulgating the guidance ~vAs to clarify

"FDA's expectations regarding 905(j) reports" in "sufficient time" for stakeholders to prepare submissions prior to

March 2011. The guidance speeifccAlly represented that it uicluded a list of "the information [FDA] believes a

typica1905(j) report may need to include." 905(j) GuidAnce at 7.

71 When the Agency has expanded the scope of other preexisting regulations to include tobacco products, it hAs done

so by amendment to the regularion. See, e.g.; 76 Fed. Reg, 20,901 (Apr. 14, 2011), From both a consistency and ~n

administrative lA~v perspective, sec strpr~r note S. rDA should take the same approach here ttnd undertake noticc-

ai~d-t;arnment rulemaking before substantively amending Part 25.

?2 ►See., e..~., 21 C.F.tt.. ~§ 25.]5(c) (Agency actions that "do not significantly Af~.ect the quality of the human
enviroiunent" are orduiarily excluded), 25.30(k) (labeling changes drat do not afxect levels of use); 25,31(a) (new
drug approval applications that will not "increase the use of tl~e active moiety"), 25.31(g) (bioeyuiv~tence
determinations for liumait drugs and comparability determinations for biologics), 25.32(fl (determinations that food
is GRAS if it is ~tready marketed for the proposed use), 25.33(1) (new aiumal dn~g approval applications that will
not increase use), 25.34(b) (device classification deternninations that will not increase or expand the use cif tl~e
device), 25.34(d) (class TII inedicml device approvals if the device is of the same type and use of a previously
aI~proved device), 25.34(f} (restci.cted device regulations that will not expand or incrct~se the use of the product).
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We appreciate the opportunity to submit Yhese comments and urge the Agency to ~~cvise the Draft
F.~1Q as described above. Vile look fotv✓ard to furthea• o~.~portunities to provide comments to the
Agency as its thinking nn substantial equivalence continues to evolve.

Sincerely,
~----

James E.1Jillard IIl
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A. Cx`~~

James E. Dillard iii
Senior Vice President
Regulatory Affairs

~~ ebruary 18, 2014

Division of llockets Management (HFA-305)
Food and Drug Administration
5630 Fishers Lane, Room 1061
Rockville, Maryland 20852

Re: Docket No. FDA-2013-N-1588 (78 Fed. Reg. 76838 (December 19, 2013))
"Comments on Agency Information Collection Activities; Proposed Collection;
Comment Request; Tobacco Products, Exemptions Fram Substantial
Equivalence"

Altria Client Services Inc. ("ALCS"), on behalf of Philip Mo~~is USA Inc. ("PM USA")
and U.S. Smokeless Tobacco Company LLC ("USSTC"),1 submits these comments in
response to the above-referenced docket and December 19, 2013, Federal Register notice
(the "Notice").2 The Notice seeks input on FDA's collection of information regarding
exemptions from substantial equivalence requirements for tobacco products under the
Federal Food, Drug, and Cosmetic Act ("FDCA" or "the Act").

In the Notice, FDA seeks comments on "ways to enhance the quality, utility, and clarity of
the information to be collected." These comments will cover two issues related to the
clarity of the information to be collected. First, PM USA and USSTC again urge FDA to

clarify and revise its rule for exemptions from substantial equivalence requirements in
several ways as set forth in our previously submitted comments on the proposed rule
"Tobacco Products, Exemption from Substantial Equivalence Requirements" and
"Guidance for Industry and FDA Staff, Section 905(j) Reports: Demonstrating Substantial

~ PM USA aad USSTC are wholly-owned subsidiaries of Altria Group, Inc. ALCS provides certain services,

including regulatory affairs, to the Altria family of companies. "We" and "our" are used throughout these

comments to refer collectively to PM USA and USSTC.
Z 78 Fed. Reg. ?6838 (Dec. 19, 2013).

Altria Client Services Inc.
2325 Belis Road

Richmond, Virginia 23234
(804) 335-2679

James.E.Dillard~altria.com



Equivalence fox Tobacco Products" which are referenced and incorporated in these

comments.3 Second, PM USA and USS'TC urge FDA to clarify that substantial

equivalence exemptions for new tobacco products apply to minor modifications of any

tobacco product that is lawfully marketed.

Also in the Notice, FDA seeks comments on "ways to minimize the burden of the

collection of information on respondents ...." To further this goal, PM USA and USSTC

urge FDA to revise its National Environmental Policy Act (NEPA) implementing

regulations to provide categorical exclusion regulations for actions related to substantial

equivalence exemptions.

A. FDA Should Clarify and Revise its Rule on ~zemptions from Substantial

Equivalence Requirements to Enhance the Quality, TJtility, and Clarity of tie

Information to be Collected

PM USA and USSTC previously filed comments on the proposed rule "Tobacco Products,

Exemption from Substantial Equivalence Requirements" and "Guidance for Industry and

FDA Staff, Section 9~5(j) Reports: Demonstrating Substantial Equivalence fox Tobacco

Products" which are referenced and incorporated in these comments.4 As stated in those

comments, we again urge FDA to:

• clarify its definition of a "new tobacco product" and provide additional guidance

about what constitutes a "modification;"

eliminate any requirements regarding behavioral types of effects from the categories

of data required for a substantial equivalence exemption; 5

e establish a categoi7cal exemption for a range of levels applicable to all similar

products that include a particular additive for which the FDA, grants an exemption

request;
o establish a 90 day review period for exemption requests and to deem minor

modifications notified;
• establish an exemption for additive modifications that are part or the result of blend

maintenance;

• a11ow an exemption request to cover an entire category of products and allow for
modifications within a requested range; and

• allow exemptions for non-additive modifications.

3 See Attachment A. Letter from James E. Dillard lII to Division of Dockets Management re: Docket No.

FDA-2010-N-0646 (76 Fed. Reg. 737 (Jan. 6, 2011)) "Tobacco Products, Exemptions from Substantial

Equivalence Requirements" (Mar. 22, 2011); Letter from James E. Dillard III to Division of Dockets

Management re: Docket No. FDA-2010-D-0635 (76 Fed. Reg. 789 (Jan. 6, 2011)) —Comments on the

"Guidance for Industry and FDA Staff, Section 905(j) Reports: Demonstrating Substantial Equivalence for

Tobacco Products" (Feb. 8, 2011).
a Id
5 See 21 C.F.R. § 1107.1(b)(7) (requiring a certification summarizing the evidence and reasons why "the

modification does nat increase the tobacco product's appeal to or use by minors, toxicity, addiCtiveness, or

abuse liability" to support a substantial equivalence exemption request).



B. Substantial Equivalence Ezeinptions Apply to Provisional Tobacco Products

A subset of new tobacco products are certain post-k'ebruary 15, 2007, producfs introduced

to the market in fine statutory period after February 15, 2007, and before March 22, 2011.

Referred to as "provisional tobacco products," these products required submission of a

substantial equivalence report by March 22, 2011.6 A premarket approval application and

order are not required for a provisional tobacco product to be sold unless (1) a substantial

equivalence report was not subnn~tted to FDA by the statutory deadline, or (2) the FDA

issues an order ghat the product is not substantially equivalent. Provisional tobacco

products meeting these criteria are lawfully marketed tobacco products.

Notwithstanding the statutory text, FDA has communicated to PM USA its erroneous
position that a substantial equivalence exemption is not permitted fox a provisional tobacco
product unless FDA has issued a finding of substantial equivalence for that product. Stated
another way, it is the agency's position that manufacturers may only submit substantial
equivalence exemption requests for minor modifications to "grandfathered products" or

products that already have been found substantially equivalent to an appropriate predicate
product. FDA's interpretation is clearly incorrect.

1. Under the Act, Congress directly addressed the application of substantial
equivaxence exemptions to provisional tobacco products.

The statutory provisions fox substantial equivalence exemptions cover all lawfully marketed

tobacco products, including provisional tobacco products. The plain language of the Act
provides for a substantial equivalence exemption for "a modification of a tobacco product
that can be sold under this Act."g Congress has unambiguously addressed whether the

statutory provisions for substantial equivalence exemptions cover provisional tobacco

products. Absent two circumstances (described above), provisional tobacco products "can
be sold" to adult tobacco consu~mexs.

Even if the statutory language were not clear, the legislative history of the Act confirms that
the substantial equivalence exemption provision is intended to encompass all tobacco
products that can be lawfully marketed under the Act. Congress rejected statutory language
that could have limited the scope of products eligible for an exemption from substantial

6 FDCA § 905(j)(2); 21 U.S.C. § 387e(j)(2).
~ FDCA § 910(a)(2)(B); 21 U.S.C. § 387j(a)(2)(B); see also FDA Guidance for Industry and FDA Staff—

Section 905(j) Reports: Demonstrating Substantial Equivalence for Tobacco Products (January 2011),

available at
http://www. fda.gov/'I'obaccoProducts/Labeling,/"I'obaccoProductReview~valuation/NewTobaccoProductRevie

wandEvaluation/SubstantialEquivalence/default.htm,
8 FDCA § 905(j)(3)(A)(1); 2I U.S.C. § 387e(j)(3}(A)(i) (emphasis added).



equivalence requirements. In a congressional bill introduced in 2007, a provision would

have limited the exemption to a minor modification of "a tobacco product authorized for'

sale under this Act."10 The phrase "authorized for sale," which presupposes an affirmative

au~khorization beyond what is required fox provisional tobacco products, was replaced with

the phrase "that can be sold" during the markup of the bill in 2008. The bill was later

reintroduced with the same language and passed by Congress in 2009 as the Act.

Additionally, if Congress had intended to limit application of the substantial equivalence

exemption, it would have done so by the express terms of the provision, as it did in other

statutory provisions in the Act. l ~ For example, if Congress had intended to exclude

provisional tobacco products from consideration for substantial equivalence exemptions it

would have drafted Section 905(j)(3)(i) to include language similar to that in Section

905(j)(1) limiting the scope and application of substantial equivalence reports.12

Finally, the Act must be read in the context of the entire statutory scheme.13 The statutory

scheme demonstrates that Congress did not intend to exclude provisional tobacco products

from exemptions authorized by Section 9~5(j)(3). To determine that Section 905(j)(3)

excludes provisional tobacco products from its scope requires a conclusion that provisional

tobacco products are unlawful under the Act. That conclusion is contrary to the Act which,

as noted, includes specific provisions establishing the legal marketing of a provisional

tobacco product in the absence of an FDA order that the product is not substantially

equivalent,14

2. Even if the substantial equivalence exemptions provision is ambiguous,

exclusion of provisional tobacco products from exemptions is an impermissible

construction of the Act.

Not only does t11e plain language of the Act not exclude provisional tobacco products from

substantial equivalence exemptions but FDA's own implementing regulations support the

plain language of the Act and do not exclude provisional tobacco products. The

implementing regulations provide:

to See H.R. 11008, 110 ' Cong. (2007).
11 Franklin Nat'l Bank v. New York, 347 U.S. 373, 378 (1954) (finding "no indication that Congress intended

to make this phase of national banking subject to local restrictions, as it bas done by express language in

several other instances").
12 See FDCA § 905(j)(1)(A)(i); 21 U.S.C. § 387e{j)(1)(A)(i) ("a tobacco product commercially marketed

(other than for test marketing) in the United States as of February 15, 2007, or to a tobacco product that the

Secretary bas previously determined, pursuant to subsection (a)(3) of section 910, is substantially equivalent

and that is in compliance with the requirements of this Act,").
13 Catmvba County N.C. v. EPA, 571 F.3d 20, 35 (D.C. Cir. 2009) (even a textually ambiguous statute "may

foreclose an agency's preferred interpretation .. , if its structure, legislative history, or purpose makes clear

what its text leaves opaque"); Sierra Club v. EPA, 551 F.3d 1019, 1027 (D,C, Cir, 2008) ("Chevron step one

analysis" entails "examin[ing] the meaning of certain words or phrases in context" and "exhaust[ing] the

tradition tools of statutory construction").
la See, e.g., FDCA §905(j)(2); 21 U.S.C. §387e(j)(2).
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(1) Such modification would be a minor modif cation of a tobacco product that can be

sold under the Federal Food, Drug, and Cosmetic Act (a legally marketed tobacco

product).ls

Despite the importance of defining an appropriate predicate product, the preambles to the

proposed and final rules for substantial equivalence exemptions do not address the meaning

or agency interpretation of "a product that can be sold under [Act]." Nevertheless, by the

express terms of its own regulation, a legally marketed tobacco product may be considered

for an exemprion from the substantial equivalence requirements. The more limited

interpretation -- that provisional tobacco pxoducts are excluded from the scope of the

exemption -- results in the illogical conclusion that such products are not legally marketed

pxoducts under the FDCA. Unless FDA has issued an order that it is not substantially

equivalent, a provisional tobacco product can be sold under the Act. A minor modification

relating to tobacco product additives renders it eligible for consideration for an exemption

from substantial equivalence requirements.

C. Substantial Equivalence Exemptions Should be Categorically Ezcluded from

NEPA.

The Notice also invites comments on "ways to minimize the burden of the collection of

information on respondents ...." PM USA and USSTC urge FDA to revise its National

Environmental Policy Act (NEPA) implementing regulations to provide categorical

exclusion regulations for actions related to substanrial equivalence exemptions.

In Docket No. FDA-2013-N-1282: National Environmental Policy Act; Environmental
Assessments for Tobacco Products; Categorical Exclusions, FDA proposes to amend 21
C.F.R. Part 25 to exclude certain classes of tobacco products-related actions from the

requirement to prepare an environmental assessment or environmental impact statement. In

its preamble to this proposed rule, the FDA provides a sound rationale for establishing

these categorical exclusions that also applies to exemption requests. For example, in the

preamble to the proposed rule FDA states that there are approximately 5,000 brands and

subbrands currently on the market subject to its authority and, after reviewing 2011 Toxic

Release Inventory National Analysis data, it concludes that the environmental effects of

"keeping tobacco products on the market are individually and cumulatively trivial" when

compared to total toxic releases from industrial manufacturing and existing environmental

effects due to the use and disposal of tobacco products in the United States.16 FDA
estimates that it will receive exemption requests for 500 tobacco products each yeax that, by

definition, will involve minor modifications to a fraction of the products on the market.

Thus, the exemption requests will have a fraction of the environmental effect compared to

those which FDA proposes to be subject to a categorical exclusion on the basis of their

trivial impact on the environment.

is See 21 C.F.R. §1107.1(a)(1).'61a.
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Revising 21 C.F.R. Section 1107.1(b)(9) and FDA's NEPA implementing regulations at 21

C.F.R. Part 25 to provide a categorical exclusion for exemption requests would reduce the

number of environmental assessments (EAs) required by FDA. As a safeguard, FDA

retains the authority to require an EA based on exfiraordinary circumstances for all actions

that are subject to a categorical exclusion. Reducing the number of EAs to be submitted

and reviewed would allow FDA to focus its attention on "proposed actions that are likely to

have the potential to cause significant environmental effects ..."17 and would allow

tobacco manufacturers to focus on other parts of the substantial equivalence exemprion

submission.

Conclusion

We appreciate the opporh~.nity to submit these comments. We look forward to fiuther

opportunities to work with the FDA as it develops a process to establish exemptions from

the substantial equivalence process and revise its NEPA implementing regulations to

categorically exclude actions related to substantial equivalence exemptions.

Sincerely,

L:< <..~ -

James E. Dillard III

Attachments

~~ 75 Fed. Reg. 75628 (Dec. 6, 2010).
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James ~. Dillard III
Senior Vice President
Regulatory Affairs
James.E.Dillard~altri~.com
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M~i•cli 22, 2011

Division of Dockets M~it~agemeut (HFA-305)
Food and Drub Administrt~tion
SG30 Fishers Lanc, Room 1061
1Zockville, Maryland 20852

2325 Bells Road
Ricf~mond, VA 23234
(804) 335.2679

Re: Docket No. I'DA.-2010-N-066 (7G Fed. Reg. 737 (Jauu~ry 6, 2011))

"1~ob~cco Products, ~xez~t~~tio~is front Srrhstantia~ Enuivalence itequirements"

Philip Morris USA Inc. ("PM USA") and U.S, Smokeless Tobacco Company LLC

("USSTC") ~ subitlit these coi~~tl~eiyts on the above c~ptiotled proposed zvle "Tobacco

Pi-c~ducts, Exemptions from Substantial Ec~uivalencc Requii•etiic~lts."

As the Agency finalizes the proposed rule, eve reference and incorporate ow• previously

filed co~ntnents to the "Guidance foi• Iildt~stry and FDA Staff, Section 905(j) Reports:

Demonstrating Substanti~il Equivalence for Tobacco Products."2 We asked tl~e Agency to

clarify its definition of n "new tobacco product" and provide additional guidance about

what constitutes a "modification." We 1•eitet~ate that the~•e are numerous sources of
variability inherent in tobacco p~•oducts that should not constitute ~ "modification." These

include variations in ~Y~anufacturin~; and dif~'ereiices in materials from Iot-to~lot.

Adjustments made in ~•esponse to such variations that are necess~i•y to maintain consistent

product characteristics arc ~Iso not prope~•ly considered product "modifications" under the

Family Siiloking Preve»tion and Tobacco Control Act ("the Act"). As such, these

adjustments do not Fender ~~ product a "new tobacco product" oi• require pretnacket review

under Sections 905(j) or 910. We urge the Agency to comply wikl~ the statute ~s it finalizes

the rule for the exemption p~•ocess, if, however, the Agency does not exclude such

adjustments, we believe it should consider' such adjiisttnents mino~~ modifications exempt

from subsf~ntial ec~ui~~alenee rec~uirenlents.3

~ Philip Mon~is USA Iitc, ("PM USA") and U.S. S~iiokeless Tobacco Contp~►ny I.LC ("USSTC") ire wl~olly-
o~vried subsidiaries of Altria Group, Inc, Altria Client Services ("ALCS") is snaking flits submiss{on on
behalf of PM USA end USSTC, ALCS provides ceclain services, i~~cludiug regularory aft'Airs, to the Altria
fancily of coin~ac~ies. "We" is used tlu~augh~ut to refer to PM USA and USSTC,
' See Attacivnent A.

This suggestion assumes, fa• purposes of this submission and participalioi~ in the rulem~king process and
without prejudice to the st~►tutory interpret~tio~~ noted above acid iri our' prior coi~iments, that such adjustinci~ts
could be construed as ~nodi~cAtioiis far purposes of iu~plemc~iti»g and enforcing the Act.



Congress estaUlished an exemption p~•ocess iil section 905(j) ot'the Act to provide an

~lternztivs, less bua~densoYne p~•ocess to fiiinb ~ substantin] et~uivalence report. FDA's

proposed rule, however, is contrary to Conbn•essional intent because tl~e proposed rule

iir►poses on both the Agency and in~nufact~iz•ers unnecess~~•y and duplicative bu~~dens, Fir
example, the proposed mule requires a manutactu~-ex• to file an exemption request and, if the
exemption is ~•~a~ted, to file n subsequent 90 day noti~ic~tion that the modification made to
the product is covered by the ~•ttntcd exemptioi~ and is otherwise in c~~npliaiice with tl~e
~Gt. ~'hese requi~•ements can be met ici the exemption request, thus eli~niaatin~ ~n
addition~~l unnecessary filinb, Irl addition, ~iid as discussed betow, the proposed rule
conflicts with sevea~al p~~ovisions of the Act in conditioning exemptions on the submission
of data that Congress intended #o exclude from subst~nti~l ec~uiv~lence dcterininatioils,

A.. Au~lysis ofi'`I'oxicit~~ l)at.l SI101lIfI }~C f~1C I3ZS1S ~0~~ A.get~cy Dc~ision-IVVXi1~C111~; OII~

~xez~apfions.

The devel~pmeiit of tobacco rcgul~tio~is sllot~ld be guided by science- acid evide►lce-based
decisions. As such, we support the p~~oposecl ~~ule where it will ensure that exemption
decisions ire bAsed on an aia~lysis of changes iii toxicity that could result from in~~edient
(used it~tet•chan~;eably hei'e with "additive"} changes or other inii~or modifications to
toU~cco products,

We previously ciesci•ibed the Product Iiltegi'lty CVR~l1At10I1 plocess foi• ci~c~rettes and
smokeless tobacco products used by PM USA and USSTC to deteiYnine the st~itaUility of
materials, ing~•edients and piodttct designs,` This process evaluates proposed materials,
lll~l'eC~leIltS ~1I1C1 pl'OC~UCt C~8S1gIlS t0 c~SS~SS ~Vj18t}l8l' 111~1•edients end design ch~t»ges could
potentiai~y increase the inherent toxicity of cibai•ette smoke oi• smokeless tobacco products.
These Product Inte~e•ity processes are derived fi•o~n FDA's own well-established approach
for the evaluation and t~pproval of food ing~~edients.s

In an upeoining special issue of Inh~latioii Toxicology (expected Apri1201 I), ALCS will
report results from a lame, multi-year study designed to investigate the effects of individual
ingredients on m~instreain cigarette smoke toxicity, Constituents of mainstream smol~e acid
biological shidies such as genotoxicity and smoke inhalation were ~n~lyzed.

'~ See Allril Client Services, Iuc., Comments dlted August 23, 201Q, Doctcet ID Nn. FUA-2Q 10-D-0281
0003.1, availaUle at i~t~~~_!/~v~+~~v~ulatin»5.~c~v/f!!doc ~ n~ntlletail:U-1~DA-2U1(l~D_U28i-O~U3.i.Tliis
ev~luatioY~ ~~rocess is also described in t11e ALCS Product Integrity'I'oxicologienl Fr~metvark Guideline, tl~e
t1LCS Prodact Integrity Toxicological Guideline -- Cigarette Products ~tui tl~e ALCS Product Integrity
Review and ToxicologicAl Evaluation Guideline; Smokeless Tobftcco Products: lest Articles, Prototy}~es and
I'roducts~ which ~vere submitted to FDA on April 29, 20 t0 ns pert of PM USA'ti Tobncco Henith Documents
St~bmissioti,
s See FDA, Grritla~tce fv~~ ht~~tr.c~. a~~d O!/~e~• S'1~rkeholde~s: Y'oxicologiccr! t'~•Irtciplc~s,ja• the S~r/et1~ Assess~ue~r~
of'I~aod h~grediejtts (2000), a~~uilable of

~ttl~://~~~✓w,fc1n.~ ot~/do~vlilQ~ds/food/Guida~~ceCoiii~~l iac~ccEtc~!.ulatorvinfq~-ntati~i~/GuidanceUacum~~3lsfFood

In ~red~~~taandP~cka~IRcdb~ak/UCM222779.kxif.
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Results indicate that tobacco itself drives tt~e hiologicttl activity of cigarette smoke ailci this

biological activity is riot impacted by the addition of ingt~edients as commonly used.

While occasional single point-in-tiii~e analysis of ci~ai•ette smoke may de~nonste•ate a

numerical difference between the contl•ol (~~vithout the test ingredient) and experimental

cib~z~ette (with test ingredient), such differences ace the result of analytical variability end

the intrinsic variability of tobacco.

To dete~znine the acceptability of iiigredieiits for use iu smokeless tobacco products eve rely

on a•ecognizeci pt•ocesses for evaluating tl~e safEty of it~~~edients for use in f~ods.G A toad

ingredie»t is deteixni~ied safe fo~~ use based on a reasonable ce~-t~~inty that a substance is not

l~a~•~iiful under the intended conditions of use, Consideration of knowledge of chemical

st~vctures and the outco~~ies of toxicity studies inform this dete~7nination. It is scientifically

valid to apply these determinations to in~~t~edients used in smokeless tobacco products

because the route of exposure is the same as for roods; hence, ail extensive testing pi•ogr~in

such as described above for cigarettes is trot necess~i•y. Ovci~all, ing►•edients added to
smokeless tobacco products will riot alter the toxicity of the product provided ingt•edients
ai•e used within limitf~tions supported by available toxicologic~i data.

We urge the FDA to promulgate a final rule that establishes a process #'ocusctl on whether-
the addition of, or an increase in, the amount oi' an additive would increase the inherent
toxicity of tl~e tobacco p~•oduet. M~nufactui•ers can pt•ovide comparative internal toxicity
testing information as pzi•t of their• exemption request. Toxicity information is also
available in t}le robust body of published scientific litet~ature that shows additives hive little
influence on the ii~liei•ent toxicity of cig~cettesg oz•, in the case of smokeless tobacco
products, have been demonstrated to he safe for use ill fords, Office the Agency decides to
g►•ant an exemption ~•equest for a particular additive, tl~e Agency should establish a
cate~;oi•ical exemption fog• a i•acige of levels of that additive applicable to all similar products
(e.g., X11 cigarettes oY• all smokeless tobacco products).

~ Additives used in smokeless tobacco products are generally recognized As safe (GRAS) ns food ing~•cdietits
by either FDA, the Flavor end L•xtract M~nufnchirers Association, or have undergone aself-GRAS process
based on available toxicity iufonnatioi~.
7 See Title 21 of ttie Code of rederal Regulations.
S See Baker et al., (2004) Anal App Pyrol 71:223-311; Baker et al., (2004) Food Clieiu Toxico! 42
Supp1:S53-S83; C~►nnines, (2002) Food C}iem Toxicol 40:77-91; Cannines et al., (2005) Food Clem Toxicol
43;1303-1322; C~nnines And Gativorski, (2005) Food Clte~it Toxicol x3:1521-1539; Ga~vUrski et nt,, (1998)
InJ~al Toxicol 10:357-38; Gaworski et nl., (1999}'Coxicology 139;1-17; Ga~vorsE:i et al., (2008) Food CEieiii
Toxicol x6:339-351; Gaworski et al., (2010) Toxicology 2b9:5~-66; Heck et al., (2002) In1i~1 Toxicol
14: l 135-1 I52; I Ieck, (2010) Food Cf~eni Toxicol ~8(S2):1-38; Pt~scl~lce et al., (2002) Beit~• Taba(:farscli Tnt
20:107-247; Potts et al., (2010) Exp'I'oxicol P~~tlio162:117-126; Ren►ie et al., (2006) InJ~~I Toxicol 18:b85-
706; Roemer et ~►1., (2002) rood Clie~u Toxico190:145-1 11; Rusteuieier et at., (2002) Food Ctieni Toxicol
40;93-104; Stavaiija et ~1., (2003) J Toxicol Enviroi► Health I'~rt A 66;1453-1473; Sta~~anja et al., (2008) Exp
'I'oxicol Patlio159;339-353; Vai~sclieeu~~~ijck et ~1., (2002) Food Clier~i Toxico140:113-131.
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I3. P~•o~~osed Requi~~e~lact~ts About Atldictivea~ess end Ai~peal to o~~ Use by Mino~~s

are Nof ~tequii~ecl uy Statute Noy is Stich information Avzil~ble.

Tlie proposed rule world i•ec~Liire a "certification" "providing the r~~tionale for the official's

cietexxnination that the modification ~vill not increase the product's toxicity, addictiveness,

or ~ppcal to oi• use by minors .. . " As pa•eviotisly doted in Section VI of our comments oil

the substziiti~l equivalence ~;uid~nce, behavioral types of effects ire not part oft}►e statutory
fi•atnework for a subst~iitial equivalence deternlination. They ire ~ilso not included in the
statutory rec~uic•ements for a minor modification exemption under 9~5(j)(3), and, therefore,
sliauld be elimiilflted from t1~e catego~•i~s ~f dat~i rcgtiired by the proposed ~•ule.

The Act has different requirements for the types of data that industry must submit, or that
FDA must considec~, foi• 90S(j) exetl~ptions as compared to non-substantially ec~uivaleiit new
products, modified risk products oi• the development of product standards. Foi• example, ~n
evaluation of'the risks and benefits to the population ~s a while, including users and non
users of tl~e tobacco product, end taking into accottt~:t the increased or dec~•eased likelihoocE
of cessation oi• initiation ofpi~oduct use, is a criteria for FDA evaluation of non
substantially equivalent new tobacco products.9 Similar l~ngufl~;e regarding cessation or
initiation effects is also included in dcsccibin~ the ci•itei7a for ~tuNiorization of modified risk
tobacco p~•oducts,10 and for the development of tobzcco product standards. ~ ~ Moreover, ~n
application for authorization of certain types o~'m~dified risk tobacco products (i.e,,
"reduced exposure" products) requires "testing of actual consumer perception" with respect
to risks.12

In contrast, Congress excluded any consideration ot'bel~avioral effects from tl~e substantial
equivalence cz•iteria. Thus, the statute precludes consideration of behavioral effects as pact
of the substantial egt~iv~leiice evaluatioci or in the evaluation of iiiino~' I110d1fiCcitlOtt

eX6I11~?flOXl I'e(~U~StS. ~ ~

In addition, the proposed ~•ule's data and cei-tificatio~i requirements pose insui~nountable
practical problems. Specifically, the proposed requirement that manufacturers not only
pxoduce infoiynati~n about addictiveness and appeal to, or use by, minors, but also make
certifications based on that information, is not viable. ~Ve do not Uelieve sufficiently

See 21 U.S.C. § 387j(c)(4).
14 See 21 U.S.C. § 387k(g)(4)(B) & (C).
~ ~ See 2! U,S,C. ~ 387g(a)(3)(B)(i)(II) & (III).
~' .See 21 U,S.C. § 387k(g)(2)(B)(iii).
~' A well-accepted cano~i of stat~itory i~tte~pretatiott is that "where Congress includes particul~c taiigt~age in
aie section of n statute but o~nils it in another . .. , it is ~euerally presumed that Congress acts intentionally
and purposely in the disparAte i~iclusion or exeliision." Kec>»c~ Co,1~, ►~. Ui►itc~~l Stales, 508 U.S. 200, 208
(1993) (gtrvti~rg Russe!!o tip. Uililed S~a1es, 464 U.S, 16, 23 (1983)}. See also Bt~ilel~ i~. U~tited Slates, 516 U.S.
137, 146 (1995) (distinction iii one pro~~ision between "~~sed" and "intended to be used" creAtes implication
that related provision's reliance oi► "use" alone refers to actual and not inte~ided t~se); Bales tip, United Stales,
522 U.S. 23, 29 (1997) (inclu4io~i of "intent to defraud" IAnguAge iii o~~e provision end exclusion in a par~ile!
provision i~idicated intent to defraud was not act ete~izent of tl~e offense of kl~owit~gly aiid ~viltingly
misapproprit~ting sEudent loan funds).



sensitive tools (with the levc;l of ~ccur~cy, a•eli~bility, end reproducibility required to m~lce

regulatory decisions) exist to measure addictiveness or appeal to, or use by, minors,

SCENIHR~a recently evaluated the potential xole of tobacco additives iii Elie addictiveness

end ~ttr~ctiveness of tobacco products ~~nd noted that there are no universal standards for

hiun~~n studies or agreement about vtu'ious possible endpoints which define whether an

additive oi• a combination ofadditives increases the zddictive potency oi• attractiveness of

the fi~lat tobacco product, ~ 5 Uncei•t~inties of testing aside, there are other issues to

consider, particul~~•ly pis it c•elates to minoa•s. For example, as a matter of policy, PM USA

end USSTC cio not conduct consumer or clinical research involving tobacco products with

anyone under 21 years of age. As a result, we could trot p~~ovide the info~7nation reguesteci

about ap~eat to, oi• use bye 11111101~s.

Toxicity d~ita will likely be needed to ~v~ltiate some minor modification ~~emption

~•equests and th~it data must he presented in a trutlifiil ~~ld bal~ncec~ tnanncr. Tv the extent

chat the Agency believes it is necessary to require a certification, liowevet•, we believe tl~e

same certification requit•emcnt that applies to a medical device substantial equivalence

stibinission udder 21 C,F,R, ~ 807.87(lc)16 should apply iii the exemption request process.

Such a certification requirement would be sufficient to alert the petitioner that it must

~~i•esent ~ ti~utllfi~l and balanced summary of the date on the proposed minor• modification,

including all material facts.

C. I?ecisions on 90S(j)(3) Exeirtptio~~ Requests Should be Rendered ~Vithin 90

Days grid IVXinoY• Modifications Slxould be ̀~Decmeti Notified" Uricler

905(j)(l.)(A)(ii) Upon Establishment of a Categorical exemption.

The proposed rule establishes no time period in wllicli the FDA anust respond to a 905(j)(3)

request. for reasons si~~lilar to those articulated in Section I of o~u comments on the

stibstautial equivalence guidance, we believe the final t•ute should establish a 90 day review

period for 905(j)(3) exemption requests. Such a i•cc~uirement is lo~;ie~l givcil the 90 day

period Cong~•~ss established for' tll~ FDA t0 COIIC~UCt ~t j)Yemaz•ket cevie~~v of additive

~a SCENIHR (ScientiFc Co~u~nittee on Emerging acid Newly Identified Hen1Qi Risks) is one of three

indc~endent non-food Scientific Committees ~srdviding the European Commission with the scientific advice

needed ~vl~en preparing policy a»d proposals relating to consumer safety, public I~ealth acid tiie eiivironrnent.

15 SCENIHIt (Scientific Committee on Emerging atid Newly Idei~tifted Hefllth Risks), 2010, Addictive~iess

and Attractiveness of'ToUacco Additives, L.tlropeat~ Union, Brussels. Avai{aUle at
lt(tl~://ec.cuc'~~~.eu~iical 1i~s~_i~_nlilic conui~itices/consult_.iticin~!LuE~lic ConsUllatiOrlS/SCCilihl' cUns 1_? cn.htm

(accessed M~rcli 18, 2001). Additionally, SCENIHR found that the clinical criteria for dependence,

laboratory measures of self-adi~iinistralion, and preference measurements iu liunians which indicate t12at

tobacco h~►s ~ liigli addictive potentiAl "lave limitations wlae» assessing the addictiveness of individual
additives in the final tobacco product," With regard to ~ttr~ctiveness, SCENIHR fowid t(~at s►dult tobacco
user panel studies aitd surveys conceivably give only limited itifonnatia~ regarding the stimulation to use a
product, and there are »»ny other direct and indirect factors such fls taste. ~i~arketing, price etc., tvhicii must
~Is~ be col~sidered. See also Heiu~ingfield, J.~., et. al, Ca~ference on aUiise liability and appeal of tobacco
products: Conclusions niid reco~timer~datiotts. Drug Alcohol De~~e»d. (2U 11),
doi:10.1016/j.drugnlcdep.2010,12.009 (acki~owledgiiig tl~e tnetiiodologic~l issues and gaps that need to be
addressed in the ev~luAtioii of tobacco products for abuse liability and product appeal).
~~ A stfltei»e»t that the subt»ittec believes, to the best of Iris or her knowledge, that ill datz end
inforn~ation subtiiitted in the pren~arket notification are tn►lhfiil end accurate and 1liat no materit~l fact
has been otnittcd.
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~dd~tions to tobacco products. ~ ~ Failure to establish ~~r~ efficient and clear timefi~ame

deFeats the Con~•essioci~l intent icy the 9U5(j)(3) exemptions fira~uework.

Tl~e final ilile sl~ot~ld Viso allow ~ m~nuf~ctui~ei• to provide infoi-mati~n in ttie exeitiptioil

request that its pi'OCIIICf IS l~l C011ll)~iZ1lC8 1V1t11 the ACf iitiCl SCl•ve ~s the 905(j)(1)(A)(ii) 9U

ci~y notification, Tlius, the notification i•et~uireme~nt would i'llll COIICIIII~eiitly with FDA's

i•cview of the exemption request and eliminate the iiiefficieilcy of requi~'lil~ SIl Ag~I1Cy

c1eClSiori Otl fitl exelllj)tion request before ~ m~:i~ufacturer can submit a 90 day notification to

FDA under 9U5(j)(1){A}(ii).

Aclditionzlly, tivhen tl~e FDA establishes a c~tebo~•ic~l tllinor modification exemption foi• a

class o~'~ai~oducts or' modifications (e,g., desigi~~ted ~clditives), it should be "tice~necl

notified" to the Agency foi• put•poses of coi~ipli~nce with 905(j}(1)(A)(ii), ~s Tlie catego~~ical

exemption itself will est~iUlish that "the modifications are covered by exemptions granted

by the Sec~•etary," ~~nd the FDA in~y limit the tet~ns of the sxetnl~ti~n to ~tny "~71'UC~l1Ct t~liit ]S

commercially marketed a~~d i~~ eompli~nce with the ~'CC]tlll'e111~I11S 0~'fihis Act." Thus, all of

the eleme~its of the required notification will already be known to FDA and, in the case of

ari additive change, the Agency would receive details ~•egarding the modification under

scpa~•ate requirements, i.e,, section 904(c).

D. Tl~e Reduction o~• E~in~3~iation of ~n A,dditive Should be Categorically Exempt

r+'rom substantial Equivalence Requirements.

Sections 904(c)(3) and 90S(j)(3) both address the addition oi• i•emov~l of tobacco ldditives,

When a m~~nufact~ii•er reduces or eliminAtes an additive, section 904(c)(3) requires

manufacturers to notify the FDA CO days q~er• enteri~i~ such a modified p~•oduct into

interstate cotnmc~•ce. This requirement for xiotific~tio~i ~ftei• the fAct i•eflccts Congress'

tletei~tnination that p~•emarkct review by FDA is not necessary to assess the reduction or
elimination of an additive prior to the manufactures entering the modified product into

interstate cotnine~•ce. FDA's f n~tl rule foi• 905(j)(3) exemptions should be consistent with

this Coiigressionfll determination and categorically cxeinpt from the substantial eyuivaience

requirements all modifications that reduce or eliminate an additive.

Section 944(c)(3) also reguit•es inanu~acturers t~ ~lotify the FDA 60 d~~ys after entering
p~•oduct into the market when it "adds or increases an tidditive thlt has by regl~Jation bee~i
designated by the Secretary ~~s ~n additive th~it is not f~ human or animal carcinogen, or
otherwise hartnfiil to health under intended conditions of use."~~ A~fllll, the final ilile for

90S(j)(3) exemptiocis should c~tegol•ically exeFnpt such inodifcations in recognition of the
Congressional determination that additions or increases of "designated" additives do not
require a regulatory assessment befot•e a manufacturer enters z product into the market. In

18 905(j)(1)(A)(ii) requires a ~iotification of "tt►e basis for such person's dctermin~tion tlt~t . . . the
modifications are to a produck tl~tit is commercially~uarketed attcl iu compliance ~vitlt the requirements of this
Act, And ill of the modifications ire covered Uy exemptions grinted ~y ills Secretary."
~~ 21 USC fi 387d(c)(3).

h



addition, tl~e final rule should merge the "clesign~tion" regulation process, wh~i~

established, with the ~US{j)(3) substantial equivalence exemption process.

~. Additive IVrodific~tioa~s tliut nre P~~~t of Blend Ms~i~~ter~ance or ftie ~t.est~lt of

Blend Maintenance should be ~xen~pr from Substantial ~quivale~~ce

Requirements.

FDA's Find Guid~iice fog• industry and FDA Staff, Sc;etion 905(j) Reports: Ue~nonstrating

Substantial Equivalence for Tobacco Products, states that "FDA does not intend in ent'orce

flze c•equicemcnts of sectio~ls 910 and 905(j) for tob~cc~ blending; clia~lges required to

address the natural variation oftob~cco {e,g., l~leilclin~; changes due to variation in gro~~ving

CO11C~1f1U11S~ 111 Ol~dci' f0 I1lilllltalri it CnIiSlSfCtlt j)I~oduct." As noted lbove, these types of

<<djlistments do not constitute "modificztions" within the definition of a "new tobacco

product." ~f, however•, the Agency does not exclude such adjustments, the find rule should

categorically exempt blend changes gild associated fidditive ch~inges required to address the

natural variation of toblcco.

Such changes are a p~•actical necessity in the tobacco products industry due to c~•op

variability and availability (beyond a manufacturer's control) to maintain a consistent

tobacco pi•ociuct. Congress cleax•ly did not intend that Ulending adjustments end

accompanying changes attributable to the natural variation of an agricultural product would

i~esu]t in a 905(j) repo~~t or exet~~ption request with no co~x•esponding public health benefit,

I'. The Find Rile Should Allow pit ~xemptiozi Request to Cover Multiple
~'roducts or Even an entire CategoY•y of Products ai d Allow for iV~od~ficfltions
Within ~ Requested Range.

The ~in~l Rule should clarify that an exemption request, once granted, may cover multiple

p~•oclucts, oi• a category of p~•oducts produced by a manufacturer, e.g., cibarettes or

smokeless tobacco ~~roducts. In addition, a granted exemption should cover modifications

within a ~~equested range, roi• example, if supa~orted by appropriate toxicological date,
•anted exemption should fallow a m~nufactui•ei• to add a particuI~r in~~ediec~t to any of its

cigarette products up to ~ specified level, without requiring the manufacturer• to file a
substantial equivalence report or a duplicative exemption request for each product,
Otherwise, the Agency and iiz~nufacturers tivill divert resources on exemption requests or
substantial equivalence reports fog• the same additive with no coi•respociding public l~e~lth
bealefct.

FDA ~~ecognizes that it may cstablisli such exemptions in the future as it acyuii•es more

infoi~t~~atiozi, presumably including from the scientific literature end exemptio» filings,
substantial equivalence t•eports atld other infozmation submitted by manu~acturei•s. The

Agency s~iou]d establish suc]i a pathway for these cfitegorical exemptions in the fi»al rule

rather• than in the fiiture.

1



G. ~I'lic I'ivat Itiilc Sliou~d Pi~ovidc Cxen~ptio~~s for Noii-Additive Ndodificatloris.

A.s described above, the Act does not include adjustments made to maiiit~in consistent

product cha~•acteristi~s within the definition of a "new tobacco product." If, ]iowever, the

A~eticy disa~~ees, it s}ioulcl also include exemptions for non-additive minor modifications

in the final rote. Such exemptions could cover, for example, blend maintenance
adjustments or <<djustments in cigarette vci~til~tian to it~~int~iu consistent strength of taste in

response to agronomic vari~~tiuns. As with the blending adjustments discussed in Section E

above, these types of modifications involve only fi deliberate and minor "chan~c" to

maintain ~t consistent product.

FDA has tlae autl~o~•ity to p~'O111UI~ate regul~~tions implementing exemptions hoc substt~ntial

cc~~uvalencc for non-additive mvdificatioi~s uiicier its 7U 1(a) "authority to proil~ulgate
rebulations foi• the efficient enforceittent of this Act." As with appt-opri~tely focused
regulations regarding minor ~l~odifications to additives, such regulations ~vould promote

regulatory efficiency by reducing the dumber of unnecessaey substantial equivalence
reports. FDA should, therefore, broaden the scope of ~ninoi• modification exeiiiptio~ls in the

finzl alile by zllo~~ving for exemptions for non-additive modifications.

Conclusion

We appreciate the opportunity to submit these conunen#s and urge the Agency to
incoi~~or~te theta in the fi~lal rule. We look forward to fua•t11er opporh~nities to work witI~
t}~e FDA as it develops a process to establish exemptions from the substacitial equivalence
process.

S1t1Cel~elys
,~ r . c 

'~~ f' 
,~ ~-.-

James E. bill~rd III
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Philip Mo~~ris USA Inc. ("PM USA") and 11.S. Smol<eless Tobacco Company LL.0

("USSTC") submit those comments on tl~e above-captioned guidance clocum~nt
("Guidance"},~ We may supplement these comments at a future clatE aJ tf~e ~=aA's
tf~inl<ing on tobacco product s~.ibsta~~tlai equivalence ovoives. Vile also plan to submit
separate comments on #fie FpA's ~~ro~osed rule on exemptions from substantial
equivalence requirements.2

We appreciate the complexity of the iss~«s associated with substantial
equivalence reporting. We offer tl~ese comments and aslc the Agency fie tai~E then into
account and issue a revised Guidance.3

Our' cor~ni~nents are organized into the following sections;

~~ Tf~e FDA's guidance Should /~dciress t1~e Timing of 90~(j) L)ec;islons

-~ The Agency Needs to Clarify its Defi~~ition of "NQw ~f'obacco ('r~duct"

~ > "Fls of February 15, ?_00%" IVie~ns ~i~ car F3efor~e that dafiE

~ Phili~~ Morris USA Inc, ("PM U5A") and U,S, Sino(coless "tobacco Company I_LC ("USSTC") ara wholly•

owned sulasicliaries of Altria Group, Inc. Altria CliQnt Services ("ALCM") is malun~ this submissio~i on
behalf of f'M US~1 a~1cl USST~. ALCS provides certain services, including regulatory atfairs, to the Altri~i

family of companies, '~Wo" is used thro~~gl~out to refer• to PM USA a►ul USS'I'C.
2 See 76 Fed. Recd. 737 (Jan 6, 2011).
3 F~~ issued ~ FEr~a1 Guidance in contravenilon io its general ~~ulo requiring "pui~lic participation" in the
development of c~uicl~nce documents. See 21 U.S.C. § 371(h)(1)(A), (C~, V►10 urge FDA to consider the
public comments it receives and Issue a Revisocl Final Guidance (tt a lime{y ma~~~~er.

AI#ria Client Sorvfcc~s Inc.
2326 f3elEs Ro~~

Richn~nn~l, Virginia 23231
(U04) 335.2G7~J

JamQs.E.DiIlt~rdOaltrla,com



Coirrparison fo Multiple Predicates is Consistoilt with tho Statute and the Scientific
Basis of Otlier FDA Regulatory Processes

FUA Needs to Aciciress Several Issues About What Constitutes "Same
Characteristics"

< Certain of the "Additional Data" FDA Recommends Considering When Analyzing
"Different Questions of Public Health" are Not Required by the Statute or Needed

for Subsfantial equivalence Determinations

~ - The llc~ency Needs to ProvidQ Details About How a Manufacturer Can
Demonstrate Compliance with the f~ec~ulrements of the Act

~ ~ ~1 Post~~March 22, 2011 905(j) f~eport Should be Ueeirtied to Satisfy the Ingredient
Diselos~tre Requirements of 904(e)

'1'hf- i''~~pl:"~i ;.•~,uidanc;r, ;should /~ddr~~ss ~hn ~~Ii'11I11[) C~~ 9O:i(~) Cl~,~:i,;i~-,s:<.;

Revised Guid~nc~ sho~ilcl address the timing of fife FDA's J05(j) decisions. for
products proposed to b~ first commercially marketed after Marcie 22, 201 '1, prompt FICA

clocisions on 905(j) reports are crucial because manufacturers cannot lawfully market

such products until the FDA issues a substantial equivalence order. The Agency should

establish a reasonable timeframe for its review of such submissions,

For other product submissions to the FDA, the Agency operates under either
statutory or rogulatoiy deadline or an established "performance goal." For exampls, the
FDA committed to issuing a decision on modified risk tobacco product applications within
360 days of receiving tha applicatian.`~ For' new tobacco products under FDCA § 910,
the FDA must respond "as soon as passfblo, but fn no event later than 180 days after
receipt of [the] application."s A ~J05(j) submission should require fewer Agency
resources and less review time because the statutory requirements for substantial
eq~~IvalAnce ire fewer and Isss complex.

In the other FD/~-regulated product context most analogous to 905()} "substantial

equivalence" reports—medical device 510(I<) "subst7ntial equivalence" s~►bmissions6---
fhe FD~1 has committed to iss~iin~ a decision for 90% of medical device 510(I<)s within 90

~ See FDA Draft Guidance, "Preliminary Timetable for the fieview of A~~plications for Modified Rlsfc
Tobacco Products under 1ho Fodoral Food, Drug, and Cosmetic AcP' (Nov. 20U9), available a!
hllp://www.fda.gov/downloads/"fob~ccof'roducls/GuicfaiiceCompll~nceRegulatoryb~formation/lJCM191915.
~xlf.

21 U.S.C. § 3F37I(c)(~I),
Canpa~'e 21 U.S.C. § 36oc(i) (medical device "s~iUstanlial equivalence") to 21 U.S.G. § 387j(a)(3)

(toUaeao product "suUstantial equivalence"), Neither provision mandates a timetraine In which the f=DA
must respond to a "suhstantial equivalency" suhmission.



days of receipt, anc! for 98% of them within '150 clays, FDA regulations allow 160 days
far Agency review of tl~e more complex medical clovice premarl<et approval application,°

The FDA shoulci establish a "per(orinance goal" of issuing a decision on most, if
not all, 905(j) reports required for introduction of ~ new fat~acco product within 90 days of
receipt. A 90-day review deadline for 905(j) submissions is reasonahle given the user
fees paid by manufacturers9 and tl~e relatively simpler dQsigns (compared to medical
devices) that are comi~nonly used fn the vast majority of tobacco products in ~ particular
category.

We also suggest that the FDA provide for expedited review of 905(j) reports for
situations beyond a manuf~cturor's control in which a praciucf change is required in a
short time frame. For example, an ingredient or material nay become unavailable due
to uncontrollable supply chain intorruptions, It would bo unreasonable to require a
manufacturer to discontinue production ofi its affecteca tobacco products under such
circumstances while awaiting the F[?A review of a 905()) report.

II. "fhe /~ge~~cy Needs fio Clarify it:=. Qefiiiitlon of "New To~iacco P~'ocluct."

Tfie Agency needs to clarify tl~e definition ofi "new tobacco product" by identifying
the specific factors, product attributes, and otf~er considerations that will result In a
product being deemed a "new tobacco product,"

There are numerous sources of variability Inherent in tobacco products that
should not constitute a 910(a)(1)(B) "modlficafiion," These include variations in
manufacturing and d(fferences in materials from lot-to-lot. Adjustments made in
response to such variations that are necessary to maintain consistent product
characteristics (e.g., adjustments in ventilation parameters to maintain ~ consistent "tar"
per puff, and therefore consistent strength of taste} also shoulc{ not be consicie~•ecl
"modifications." In fact, s~rch adjustments are the opposite of a "modification" since they
aro intended to maintain a consistent product, In addition, testing variability among
dliferent analytical laborator(es and (to a lesser extent) within the same laboratory can
create the appearance of product variations when, (n fact, none actually exists.10 None
of these Inherent variations, o~' adjustments made in responso to them, should be
considered "modifications."

Soe rDl1 Letter to Senator ~clwarQ M. {(ennedy, Chairman, Committee on Ha~lth, [ducation, Labor, ~ncl
Pens(ons, U.S. Senate, Medical Dovlce User Feo Amendments Acl of 2007 (MDUFA) Performance Goals
and nrocedures (Sept. 2%, 2007), available At
hlt~ ~;!/www.fda,c~ov/doavnloads/MedicalDevices(DeviceRe~ulationandGuldance/Overview(Medic~lb~v_iceUs
erFeoandModernizalionAcl MDUFMA/UCM 1091 Q2.~d(.
~S~o 21 C,F.R. § 811.40; FDA, P~'einaricet Approval (PMA), avaifablo at
hltn:!/www,fda.gov/MedicalDevices/UevlceReg~ilationandGuldance/IiowtoMarlcetYourDevice/Premarl<olSu
bmisslons/Premarl<etApprovalPMA/dofaulf,hhn.
See ?_1 U.S,C. § 3a7s(b)(1) (Fiscal year 200J user fees totaled $II5 million; user fees increase in

subsequent years unlfl 201 J when the onyoh~y user fee is X712 million per fiscal year).
10 "Determination of 'Flo(Iman Anayltes' In Cic~~rette Mainstream Smolce. The Coresta 2006 Jaint
Experlrneni" Vol. 23 #~4 May 2409, p. 161 (available At www.beitr~ec~e-btl,cle),



MoreovQr, a product should not be considered "modified" if it is pi~oducad wiil~in
spQcificatio~is that ~xisfecl prior to February 15, 200%. For example, there may be a
ranee in gaper permeability to permit acij~istments to maintain consistent product
ct~aractaristics. 7i~is approach is analogous to the "design spice" concept recognized in
the regulation of pharmaceutical production."

III. "!~s ofi E=c~h~~u~i•y '15, 2p07" IU(e~na On or [before that Ua~~.

l~'he phrase "as of Febr~iai~y 15, 200%" rne~ns an or before the date ~ebru~iry 15,
200"l. Thero is no statutory requirement h~ § 910 or in § J05(j) that ~ manufacturer
provide evidence thafi a predicate p~~oduct was marketed nearly tour years ago on
Thursday, Fobruary ~(5, 2007. Such a requErement would not be reasonable or practical,

es~eci~lly given that the Act clicl not become law until more than 28 months later.

~ ~he words "as of"are used to indicate a limo o►' date at which something begins
or ends,i12 Th~.is, February 15, 2007 is the "end" of the period of eligible predicates end
grandfathoring as "non-new" tobacco products. The following day is the "beginning" of
when tobacco products are no longer ofigible to serve as predicates (except in the case
of products previously found to bo substantially equivalent) and may bo "new" tobacco
products.

Finally, the contrast to tfio lan~uac~e "after February 15, 2007" (see §§910(a)(1)(B)
and (a)(2)(f3)(i}} clearly indicates that "as of" was intended to mean "on or before."

IV. Comparison fo Multiple Predicates is Consistent with the Statute and the
Sclen~ific basis of fJtiier FDA Regulatory Processes.

~ multiple predicate approach is consistent with the statc.ite anti the scientific
hasis for FDA's historical treatment of substantial equivalence in ether regulated areas.
We urge the FDA to consider a "marl<et range" appraacl~ to predicate products fn which
tfie various attributes of a "new tobacco product" are compared to tho various attributes
of similar tobacco products, as tlioy existed on or before February 1 G, 2007.

" An FDA/international ro~ulalory document on drug development, "Gulclancc~ for Industry: Q8
Pharmaceutical DevelopmenC' (May 2006), iifilizos iho concept of "deslc~n space." If defines this concept
as: "The multldimensionat combination and Interaction of input variables (e,~., malarial aitribules) and
~~rocess parameters that have bean demonstrated to provlcle assurance of q~i~lily, Worlcin~ wflhin tl~e
design space Is not considered as a change, Movement out of the closlgn space is considered to be a
change anti would normally initiate ~ rQc~ulaiory postapproval chanc~o process. Design space is proposed
by the a~~plicant and is suhject to regulatory assessment and approval." /~pplicalion of il~e "design space"
conceit to tobacco products wo~dd of course be somewhat differQnt than it would with respect to drugs,

~ivon tits differences in the nature of the products anti Industry design specifications, controls, etc.
' Seo Merriam-Webster Online Diclfonary at I~tf :/ wtv4v.men~iam-4veUsfer.comldiclionary/as%~~Uof.



'i"he substantial equiv~l~nce provis(ons of § 910(a) are moclelec( on the medical

device provisions of FDCA, whicl~ also refer to "a predicate" product in tf~e singular.~'~
FDA Interprets this language, f~ow~ver, to permit ~ r~ew device io be compared to more

than one predicaiei'` and very recently st~tecl, in its cor~prehensive plan for improving

tf~e 5'10(I<) program, that it "strongly supports the use of multiple predicates."'' Given

this analogous statutory framewo►~I<, Conc~r~ss's use of the term "predicate" should be
read to allow for tl~e rise of multiple predicate products in a s~ibst~ntlal eq~iivalence
eval~iation.i~

The Institute of Medicino ("IOM") ~Iso applied tl~e logic of multiple predicates
when it developed the framework for the "No increased risk" threshold in f3egulatory
Principle 7 "as compared to similar conventional tobacco products." 17 71~e ISM further
Holed that tobacco products witi~out f~iealtli claims should be "at least no more hazardous
than in similar contemporaneously marketed products,""~ an approach that draws from
the diversity of products available in tl~e U.S. i~iai~l<et and sloes not limit review to one-co-
one product comparisons,

V. I"~DA Needs to Address ~Ev~ral Issues /1bc~«i What Constitutes "Sa►ne
Characteristics."

A. "~am~ Giiar•acteristics" Cannot Ue I»fer~refed fio Mean fcienfii~al
~f~arac~teristics.

Thy fierm "same characteristics" cannot be interpreted to mean "identical
characteristics." To clo so would render the "samo characteristics" test meaningless
because any product that is new or moc{ified would be automatically evaluated under
"different questions of public health," Also, a product that is identical to ~ predicate is, by
definition, neither nuw nor modified. A basic pi~inc(ple of statutory Interpretation is that
one m«st "give effect, if possible, to every clause and word of a statute, avoiding, if it
may be, any construction wf~ich implies that the legislature was ignorant of the meaning

13 See 21 U.S.C. § 36Dc(i)(1 j(A) ("'substantially oquiva(ent' ... means, wltt~ res~~ect to a c(ovice being
compared to a predicate devico . .:').
~ '~ See FDA Center for Devices and Radiological Health, "Preinarlcet Notification 510(Ic): Regu{atory
Requirements for Medical Dovicos;' 1995 WL 17210952 (noting that a device maybe compared to one or
more predicate devicos (~~ clalrning substantial equfv~ilence); FDA, "Regulailons Restrtoting the Sale and
Distribution of Cig7relles and Smokeless Tobacco to Protect Childron and Adolescents;' Gi Fed, Rey.
A4396, ~44~10, 199 W L a627t35 (1995) (nolinc~ th~1 devices "may not be commercially dlstribufecl unless
the Agency issues ~n order fEnding the device substantially equ(valent to one or snore predicate devices
already legally marl<eled In the United Slates").
15 See CDRH, "510(It) and Science Report Recommondallons: Summary and Overview of Comments and
Next Steps" at § 5.12.3, publlslied Jan. 19, 2011 at
htt  rr.//w~n~w.fd~~.Gov/downloads/I~boiitl=DAlc~:entersOff~ces/CORN/CpRHRepor s UCM2394~]~l.~,c)f.
~̀ ' Ralzlaf v. United States, 610 U.S. 135, 143 (1994) ("A term appearing in several places In a statutory
text is generally road Ilse same way oacli time it appears,"); Merrill Lynch, Pierce, Fenner & Smlfli v.
Curran, X56 U.S. 343, 3a2 n,66 (1982), quoting Lorillard v. Pons, 434 U.S. 575, 6a~ (1978) ("Congress Is

resumed to tie awara of an adminlslrative .. . Iniernretation of a statute").
IOM, Clearing tiie Smolte: Assessing the Science Base for Tobacco Harm Reduction (20Q1), 222.

10 lcl. at 223.



of the language it employed."~~ A modern variant of thi~~ canon is that statutes must ue
construed "so as to avoid rer~deriny s~lperfluotas" any statutory language,20

Tf~o Guidance does not clearly explain tf~e circumstances under which a tobacco
product may be "new" and yet have tl~e "same characteristics" ~s a predicate(s), Nor
does tl~e Guidance explicitly clefine "same characteristics." The overall implication,
However, is that FD/~ intenct~ to talcs a narrow view of "sumo characteristics."21 For
example, ii appears that ingredient substitutions that go beyond those described in
~ectian V,C of the Guidance woulcl res~ilt in ~ determination that tf~e c~~aracteristics are
different and trigger an analysis under "different questions of public f~ealtl~." Such a
Marrow intEj~pretation reads tl~e "sane characteristics" test out of the statute.

FDA recently ac{<nowledged the importance of clarifying the criteria th~l trigger
ti~~e ciiff~;rent pail-ways of the substantial equivalei~co framewor{< for medical devices.22
It should do tf~e same here.

New tobacco products witf~ conventional designs comprising r~ew combinations of
ingredients, ingredient levels end materials used In marketed tobacco products would
have tl~o same characteristics as those already mar{~eted products in terms of smoke
toxicity.?3 It is important to give closer scrutiny to truly novel compositional or design
foaiures of a new tobacco produc# which might have the potential to alter toxicity. This
approach Is consistent wifih a reasonable interpretation of both "same characteristics"
end "different questions of public health."

The Agency should aclo~t an interpretafiion of "same characteristics" that
recognizes the range of characteristics on the market on or before February 15, 2007.
Sucl~~ an approach would align with statutory intent and relieve the FDA of the b~irden of
conducting unnecessary reviQws.

'~ Mo~ltclair v. RarnsdeN, 107 U.S. 1 ~7, 1 a2 (1X83),
20 Asfvri~ Federal Savings &Loan Assn v. Soliml~~o, 501 U.S. 10Q, 112 (1931); Sprietsma v. Mercury
Marine, 537 U.S. 51 ~ G3 (2003) (Interpreting word "law" broadly could render word "regulation" superfluous
In preemption clause applicable to a slate "law or rec~u{atlon"). See also Batley v. Ui~lted States. 516 U.S.
137, 1 ~6 (1995) ("we assume that Congress used two terms becauso It Intei~d~d each term to have a
particular, nonsuperfluous meaning") (~~eJectinc~ intvrpratation that would 1~ave made "usos" and "clrries"
redundant in statute penalizing using or' carrying a firearm In commission of offonse).
21 See e,~., Guidance section V.A (request for vol~~minous data to be presented as "sido-by-side
quantlt~tive and qualitative comparisons of the new toUacco product with tl~e predicate tobacco product
with respect to all product characteristics"); section V.0 ("same c1~ai~acteristies" will only bs sound avhen "~
minimal number of ingredients, or materials have been substituted (substit~itlon may include tho santA
ingredient or material but from a different sout~ce)," anti there is "dnc~~msntation demonstratlnc~ tl7~tt tl~e
sul~st(tutod ingredients) or materlal(s) meats the required spoclficall~ns for Iho replaced ingredients) or

22 See, e.c~., CDf~H, "510(k) anti Science Re~~ort Rocommendatlons; Summary end Overview of
Comments and Next Steps," publishes! Jan. 19, 2Q11, available at
hf~;/lwww.fd~,c~ov/downloads/AboutFDA/Cer~tersOfificeslCDRH/CDRHRe~aris/UCM239449.~~~df.
We alert the Agency to an upcoming special edition of Injlalatlon Toxicology in wl~icf~ tive wiN discuss

results fi~oin our iY~~iltf-year testing p~~ogram of cigarette ingredients. Thy program investigated dose
resporiso relationships of various cl~emlcal classes «sing stand~i~d toxicology endpoi~~ts that have E~eet~
used to assess cigarette s~7~olce. The rosults of this testing lead to lhc~ coi~ciusion that tho Inyreclients
typically used in modern clgarettQs do not substantially {ter smoke toxicity.
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d, l'he "~atn~ Char~cteristic~" /1t~~lysis SI•ic~ul~i Not li~rli~de a
Con~Narison of (-larmfu{ and P~tei}ti~~lly t-larmful Consfiit~ient:s
t3~iwe~n the ~'redicate(s} and tiie "Nsw" Product.

Among thQ "other features" that FDA recommends including in a characteristics
comparison beiwe~n new and predicate tobacco products arE "harmful and potentially
harmful constituents" (HI'HCs), FDA is directed, under §§ 904(d) & (e) of fhe Act, to
estahlisli ~ncl publish ~ list of t-IPI-ICs; no such list, however, I~as been pul~lislied, /1s
result, it is unknown what constituents should ire measured and reported as part of the
sui~stantial equivalence process. Until such time ~s a list of i-IPHCs is developeca onto
published, mai~ufacturei~s can {provide information only about those constituents for
wliicfi validated analytical methods, f~istorical data, and o~igoing testinc~ and i~eparting
requii~ernents exisf for ir~~rl<eted products, e.y., information submitted to the ~~ederal
Trade Commission and tl~e Centers for Disease Control.

For purposes of deflninq substantial equivalence, "the term ̀ characteristics'
means the materials, ingredients, cleslgn, composition, heating source, o~' other features
of a tobacco product."2^ It does not include "constituents." When Congress wanted to
address constituents in tl~e Act, it did so explicitly (e.g., the establishment anti publlshlnc~
of a HPHC list under §§ 904(dy & (e); manufacturer testing and reporting of tobacco
product constituents under regulations to be promulgated by FDA under § 915; testing
and reporting of constituents for new tobacco products 90 days prior to introduction
~Ei~der § 9Q4(c)(1); anti FDA's authority under § 907 to estabiisi~ tobacco product
standards, including "for tl~e reduction or elimination of other constituents, including
smo!<e constituents, or Harmful components of the product."),

Given this comprei~ensive fra~neworl<, and the exclusion of constituents in the
substantial equivalence context, it is clear that Congress did not intent! for the FDA to
require a comparison of constituents as pert of a substantial equivalence roport.

25

Congressional intent is furthe~~ evidenced by the timing of the various provisions on
constituents, Specifically, substantial equivalence reports are due by Marcli ?_2, 2011,
which is well before the April 1, 2012 deadline by wl~ich FDA is required to p~iE~lish a list
of HPMCs and promulgate regulations for testing anti reporting.

Regardless of when ~ HPI-IC list becomes available, it is highly ~anlilcely that
cigarektos and smo{celess tobacco products on the market on or before February ~ 5,
2007 still exist, !et alone In quantities sufficient to satisfy FDA's future tasting

2'~ 21 U.S.C, § 3f37j(a)(3).
Z~ A well-accepted cai7on of st~t~dory interrelation is that "where Congress includes parlicul~r language in
ono section of a statute but omits it in another ... , it is generally presumed that Congress acts
intentionally end p~u~posely in the disparate inclusion or exclusion." Keene Gorp. v. United Sfafes, 506
U.S. 200, 24Ei ('1993) (ryuoting Russello V. United States, 46 4 U.S. 'I G, 23 (9943)). See also Bai(ey v.
United States, 516 U,S. 137, 1~6 (iJ95) (distinction in one prov(sion balween "used" anti "ihtendecl to he
used" creates implication that related provision's reliance an "use" alone refers to act«a! and not intended
use); Bates v. Unitet! States, 52?_ U,S, 23, 29 (1 ~J97) (incl«sion of "Intent to clefraucl" language in one
provision anti exclusion in a parallel provision Indicated intent to de(raucl was not ~n element of the offense
of Imowingly and willingly misapproprialing student loan lunds).



regu(re~~ents. Therefore, it is irnpossiblo to generate consiit~ie~it dat~i for ir~ost, if not all,
predicate products.26

Iri the HPHC context anc! othe~~s relatod to substantial eq~iivalence, the Agency

should make clear that roll-your-own tobacco products (RYO) and cigarette tobacco are

subject to the same requirements as other cigarettes anti sm~l<eless tobacco products,

and further explain how it will apply these requirements to these tobacco products.
Consumers hive rnultiplo options from whicri to choose when combining commercially

marketed FiYO and cigarette tobaccos, papers, filters and other materials in different

configurations. For example, when the HWI-IC list is published, it is unclear how suci~ ~

"consumer assemhled product" would be tested to determine HI'I-IC levels, As the

Agency considers tliesE types of issue, it sha~ald follow tiiE Act's requirement that,

unless otherwise stated, the requirements applicable to cigarettes also apply to cigarette

tobacco.27

VI. Certain of the "~ddition~l D~tA" ~D~1 t~ecc~i~~mends Conside~•ing Whin

/~n~lydii~g "taiffe►"etlt QueSCiOt15 of Pui~llc 1-lealti1" are Nod H~quired by tf7e
Stafute ar Needed fog• Subst~n~iai Equivalence D~termiiiation~.

Tl~e "Additional Data" listed in the Guidance are not required by the statute or
needed for substantial Qquivalenco determinations,

7-he Guidance does not explicitly state the FDA's views about when a new
tobacco product would be deemed to raise "different questions of public health." It
appears, however, that the Agency believes that making such a cieterrnination could
involve an assessment of the "additions( data," including consumer perception studies,
clin(cal studies, abuse liability data, and toxicological data.

This additional date is not required by the Tobacco Centro! Act. The various
provisions of the Act have different requirements for the types of data that ind~Estiy must
submit, or that FI:~A must consider. for example, the criteria for evaluat(nc~ non-
substantially equivalent new tobacco products under § 910(c) of the Act require an
eval~~ation of the risks and benefits to the population as a whole, incf~acling users and non
users of the tobacco product, and tatting into account tfie increased or' clecreasec!
likelihood of cessation or initiation of product use.2D This evaluation may include; ono or'
mare clinical investigations,

Similar lanc~uac~e regarding cessation or initiation effects is also included, e.c~., in
criteria for authorization of modified risk tobacco products,' and for the clevQlopmont of

c̀ For a fuller discussion related to HPHCs and lhQ clevelopanont of iho Hf'I•IC list, we refer tl~o 1=QA to a
previous submission in which we discuss our experience wills tobacco constituent testing and evaluation of
such data as part of our Inc~rodle~~t iestinc~ program. See Aftria Client Services, Inc., Comments dated Aug.
23, 2010, Docket ID No. FDA-2010-D-02f31-0003,1, available at
htln:!/w4v~v,re.,i~ilaiions.ciov/Illdocumet~tDelail;D=FD/~-2010 _D-U2t3'1-0003.1,
''` See 21 U.S.C. § 387(4).
20 See 2.1 U.S.C. § 387J(c)(4).
2~ See 21 U,S.C. § 3E371c(g)(4)(B) & (C).



tobacco product stanclards.30 Moreover, an application for auihorizat(an of certain types
of moclifiecl risk tobacco products (i.e., "reduced ex~osure" products) requires "testing of
actual cons~~mer perception" with rospect to risl<s,3

In contrast, Congress Qxcfuded from the criteria for substantial equival~nca undar
§ 9'10(a), and for reporting under § 905(j), any consideration of behavioral effects sucf~
as (nitiatiori or cessation, or of consumer perception studies. Tl~is absence shows
Congr~sslonal Enteni that the criteria should not be considered in the substantial
equivalQnce evaluation.32

This approach i~o addressing "different questions of public health" would be
consistent with a tobacco regulatory principle proposed by the IOM, in response to a
request fro►n the FDA; i,e., a "'No Increased Risl<' Threshold for All Tobacco Products."

In tho absence of any claim of reduced exposure or reduced risk,
manufacturers of tobacco products should be permitted to mar{<et new
products or modify existing products without prior approval of tho
regulatory Agency after informing the Agency of tho composition of tine
product and upon certifying that the product could not reasonably be
expected to increase tf~o ris{< of cancer, heart disease, pulmonary disease,
adverse reproductive effects, or other adverse health effects, compared to
similar conventional tobacco products, as judged an the basis of the most
current toxicological and epiciemioloc~ical information.33

We have long operated under similar principles. The ALCM Product Integrity
Evaluation Guidelines establish the criteria to determine the acceptability of an ingredient
or clesic~n change in cigarettes. The review process involves comparisons to currently
mar{<eted c(garettes anti a tiered approach modeled after F[~A guidelines for food
Ingredient exposure as described in FDA's "Office of Foocl Additive Safety f~edboalc
2.000: Toxicological Principles for the Safety Assessment of Food Ingredients."'~`~
Guidelines for smo!<eless tobacco products apply similar principles.

Substantial Qquivalence evaluations under "d(fferent questions of public 1~ealth"
should be limited to standard safety studies; l.e., toxicology and (where cieemec!
necessary by the Secretary) clinical st~~dies. /1n assessmeni~ of health effects based
on a hazard evaluation grounded in sound scientific principles can be i.ised #o identify
"different questions of public health" and will meet both Congressional intQnt anti
the "reasonable expectation of nn increased risk" criteria proposed by the IOM.

30 seQ z~ u.s.c. § 3a7t~(a)(3)(B)(i)(II) & (IIIj.
31 See 21 U.S.C. § 3871t(g)(2)(S)(iii).
32 See f.n. 25, supra.
30 Sea IOM, Clearing the Smol<e: Assessing ll~e Science Base for Tobacco Harm Recluclion (2001), 222.
3a Althour~h the procedure addressed in the FDA's "Redl~ool<" is relalod to cJielary exposure, PM USA
considers its concepts of segregating subJect materials by struclui~e and anticipated exposure Level into
"concern levels" to be useful for the toxlcologlc evaluailon of smol<fny ~~roclucls and their components.
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If the FDA still believes it can request this information, it is not clear whether
manufacturers would be expected to submit such data in the initial report or only upon
request by the Agency,35

VII. Tho Agency Needs fio Prnvido Defafls /about How a Manufacturer Ca►~
Demonstrafie Comptianoe with the Requirements of the Act.

f=DA should provide a clear recommendation about the type and format of the
information it wants manufacturers to provide to demonstrate compliance with othEr
requirements of the Act.36 The FDA alroady has access to information such as a
manufacturer's registration and product listings, inc~reclient list filings, submission of
tobacco health information, and any otf~er required regulatory filings. Moreover, the
§ 905(J)(1)(B) requirement to report "action taken by such person to comply witf~ the
requirements under § 907 that are applicable to the tobacco product" seems to have little
relevance to prod~icts currently on the market sincE the only tobacco product standard
cu~~rently in effect is a ban on cliaracie~~iziri~ flavors in ci~a~~~ttes other than menthol or
tobacco.

If the FDA expects a manufacturer to summarize this information or provide
additional information, it should provide that direction in Revised Guidance.

VIII. A Post~March 22, 201 ~ 9Q5(j) ~iepoi~f should be ueem~d to ~afisfy the
fngr~dien~ Disclosure Requirements of 90~!(c~.

FDA should allow a 905{j) report to fulfill more than one regulatory obligation, If a
manufacturer includes the information recommended in the Guidance, the information
submitted in ifs 905(j) report will include ~ complete disclosure of the ingredients
(incl~iciing additives) that are to be added to a tobacco product, or to any part thereof. As
a result, the 905(j) report should simultaneously fulfill the ingredient disclosure
requirements of f=DCA § 90~(c).37 Moreover, a 906(j) report submitted on or after March
22, 201'! mist be submitted at least JO clays before delivering the product

3s The Guidance states I~o11~ that tl~e "FOA may request" such data and that a 905(J) report "should include
ii~e[se] data."
30 See section IV.D of the Guidance ("(iJn add(tion to determinlnp that the product Is substantially
equivalent, FDA must also determine that the new tobacco product is In compliance with the requirements
of the Act before Issuing an order under seoiion fl10(a)(2}(A)(i).").
37 21 U.S.C. § 387d(c)(1)cress-references "lhe Information required under subseclioiti (a)" (which Includes
"a listing of all Ingred(ents, including tobacco, suhstances, compounds and additives" added to each part of
a tobacco product) and apples to products "not on the market on the date of enactment" A 904(c)(2)
disclosure applies to modifications involving new addit(ves or Increased usage levels of existing addit(ves,
and a 904(c)(3) disclosure applies to modi(Ications involving ellminatfon or decreased usage of an additive,
ar to additive changes involving additives "cleslgnated" by FDA as not carcinogenic or otherwise harmful
"under intended conditions of use:'
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for introduc#ion into intersf~te commerce. Thus, assuming a manufacturer includes tiie

information r~ecomme~idec# in the Guir~ance, it would also satisfy the inc~t'ediet~t ~includin~

additive) clisclosures under 904(c), wt~icf~ has a similar 90 clays pre (and in some cases

60 days post-) timing t~equirement.3°

~~

We appreciate tfie opportunity to sub~r~it these comments and urge the /~,ency tc.~

incorporate them in a Revises! ~~uidance. We look foi~rvard to further oF~port~~t~ities to
provic~c~ comments to the Agoi~cy ~s its thinl<inc~ a~~ substantial equivalence evolves.

Sincerely,
~- ;,• ~ ~

~.

James ~, Dillard III

3° A JO~t(c)(~) c~lsclosure must be mndQ "[aft IQast ~U days prior io the delivery fir introducEi~i~ into

interstate commerce of a tobacco product not on tl~e: market oi~ the date of enactmer~l;" a 94~1(c)(2)

disclosure must be mzdo "rat least 90 days E~rior to" ih~ "tfine ~ tof~acco product manufacturer adds to its
tobacco products ~ new tobacro Zdditive or increases tl~e q~~at~tity of ate exisiincJ additive;" ~~ncl a 90~i(c)(3)

disclosure ~'ntist be i~~~dc "within GO clays o(" the "limr, a tof~acco E~roclurt manufacturer elimin~t~s or
cleci~eases an existing acldi(ive, or ~dcls or increases ~r~ acic(itive that I~as by regulation keen dQsic~n~tec! . .
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Attria Glint ~erv~ir,~s.

Jose Luis Murilto
Vice President
Regulatory AKa(rs

August 6, 2018

VIA ELECTRONIC SUBMISSYON

Division of Dockets Management
Food and Drug Administration
5630 Fishers Lane, Rm. 1061
Rockville, MD 20852

Re: Docl~et No. FDA-20.2-N-0961(83 Fed. Reg. 26,477, June 7, ZOl.8) Agency
Information Collection Activities; Proposed Collection; Comment Request;
Envixon~nental Impact Considerations

Altria Client Services ("ALCS"), on behalf of Philip Morris USA Inc. ("PM ~JSA"), John
Middleton Company ("JMC"), Sherman Group Holdings LLC and its subsidiaries ("Nat
Sherman"), U.S. Smokeless Tobacco Company LLC ("USSTC"} and Nu Mark LLC ("Nu
Mark"),' submits these comments to the U.S. Food and Drug Administration ("FDA" or the
"Agency") in response to the above captioned Agency Information Collection Activities;
Proposed Collection; Comment Request; Environmental Impact Considerations ("PRA
Notice").2

The National Environmental Policy Act3 ("NEPA"} requires the preparation of an environmental
impact statement ("EIS") for every major Federal action that wi11 significantly affect the quality
of the human environment.4 For other actions, such as premarket tobacco product applications,

~ PM USA, JMC, Nat Sherman, USSTC and Nu Mark are wholly-owned subsidiaries of Altria Group, Inc.
("Altria"). PM USA manufactures cigarettes, JMC manufactures cigars and pipe tobacco and Nat Sherman
manufactures cigarettes, cigars and pipe tobacco. USSTC manufactures smokeless tobacco products and oral
tobacco-derived nicotine products and Nu Mark manufactures e-vapor products. ALCS provides certain services,
including regulatory affairs, to the Alhia family of companies. "We" and "our" are used throughout to refer to PM
USA, JMC, Nat Sherman, USSTC and Nu Mark,
Z 83 Fed. Reg. 26,477 (Jun. 7, 2018).
3 42 U.S.C. §§ 4321 et. seq.
d Id. at § 4332.

Altria Client Services I.LC
2325 Bells Raad

Richmond, Virginia 23234
(804) 335-2879

Joe.MurilloQaltria.com



applicants must submit to the Agency a claim for a Categorical Exclusion ("CE") ox an
Environmental Assessment ("EA").

In 201.4, FDA opened a docket soliciting public comment proposing revisions of its "NEPA

implementing regulations to provide CEs for certain actions related to substantial equivalence

(SE) repoz~ts, SE exemption requests, and tobacco product applications."5 We submitted

comments in which we suggested that FD.A, should categorically exclude all classes of SE
review.6

~n 2415, the Agency amended 21 C.F.R. Pat- 25 fo categorically exclude marketing orders

associated with Substantial Equivalence ("SE") Reports for provisional tobacco products

("Provisional SE Reports").'~8 For Nonprovisional SE Reports9 and SE Exemption 
Requests,lo

however, tobacco product manufacturers would still be required to submit EAs to FDA as part of

their premarket applications.

We continue to agree with FDA that marketing orders for Provisional SE Reports will not

significantly affect the quality of the human environment individually ox cumulatively. We also

continue to believe that the same rationale supports FDA categorically excluding other actions

related to SE lZeports —namely, marketing orders for Nonpiovisional SE Reports and SE

Exemption Requests.

Our comments are organized as fo~Iows:

1. FDA Should Categorically Exclude all Categories of SE Applications from the EA

Requirement;

2. FDA has Gained Sufficient Experience with Nonprovisional SE Reports to Categorically

Exclude all Categories of SE Applications; and

3. Categorically Excluding all Categories of SE Applications Would Reduce Regulatory

Burdens and Promote Efficiency for the Agency and Regulated Industry.

5 79 Fed. Reg, 3,742 (Jan. 23, 2014).
6 See attached ALCS comments to FDA-2013-N-1282 National Environmental Policy Act; Envu~onmental

Assessments for Tobacco Products; Categorical Exclusions. Filed Apr. 8, 2014. Available at

https://www.regulations.gov/document?D=FDA-2013-N-1282-0005.

~ 80 Fed. Reg. 57,531 (Sept. 24, 2015).
g Provisional Products are those first introduced to the market between February 15, 2007 and March 22, 20 Y 1, and

for which an SE report was submitted to FDA by March 22, 20 Z 1. A Provisional SE Report is the marketing

application submitted by a tobacco product manufacturer to FDA's Center for Tobacco Products ("CTP"} under

Section 9I0(a)(2)(B) of the Family Smoking Prevention and Tobacco Control Act (the "Act" or "TCA").

9 Nonprovisional Products are those that were not commercially marketed before March 22, 2011. These products

must receive a marketing order from FDA before they may enter the market. A Nonprovisional SE Report is the

marketing application submitted to FDA's CTP under Section 910(a)(2)(A) of the TCA.

~o An SE Exemption Request is the marketing application submitted under Section 905(j)(3) of the TCA for minor

modifications to products that can be sold under the TCA, and for which a full SE report is unnecessary to ensure

that marketing the product with the minor modification is appropriate for protection of the public health,



I. FDA Should Categoz•ically Excludc all Catcgoi•ies of SE Applications fi•om the ~A
Requirement

Beyond categorically excluding Agency actions related to Provisional SE Repo2~ts, FDA should
provide CEs for FDA actions on: (1) Nonprovzsional SE Reports under Section 910(a)(2)(A) of
the TCA; and (2) SE Exemption Requests under Section 905(j)(3) of the TCA.

A Federal agency can categorically exclude ce~~tain types of actions that they determine, based on
"sufficient experience,"' 1 do not significantly affect the quality of the human envvonment either
individually or cumulatively, Because actions qualifying for a CE should not meet the
"signiftcance" threshold t~~iggering NEPA review, those actions generally do not need an EA or
an EIS undex the statute.12

Federal counts often address the propriety of categorically excluding agency actions from
NEPA's EIS requirement in tex~rns of those actions' effects on the status quo. Courts have
explained that where an agency action would not change the status quo, an EIS is not necessary, t3
FDA's rational in the preamble to the final rule14 categorically excluding Provisional SE Reports
reflects the rationale of those courts. "FDA expects that any new tobacco product that receives
marketYng authorization through any of the available prexnarket pathways will have less — or no
more —environmental impact than do tobacco products currently on the market."'S Courts and
FDA's own analysis, therefore, recognize that CEs are appropriate in situations where the
Agency's actions do not result in a change to the status quo.16

FDA's assessment of reasonably foreseeable envirorunental effects associated with
manufacturing and use of products covered by the CE for Provisional SE Reports applies equally
to Agency actions on Nonprovisional SE Reports and SE Exemption Requests. Fox reasonably
foreseeable impacts associated with product manufacturing, FDA considered the 2011 Toxics
Release Inventory National Analysis and concluded that "the amount of waste released, recycled,
and treated due to the manufacture of all tobacco products on the market is a Exaction of the total
toxic waste released from and managed in industrial facilities in the United States."17 For
possible impacts ficom product use, the Agency considered tobacco product consumption rates,

secondhand smoke from cigarettes and environmental impacts resulting from the use of
smokeless tobacco products and concluded "that any new tobacco pro~'ucts that receive

11 80 Fed. Reg. at 57,534.
12 40 C.F.R. § 1508.4.
13 See, e.g., San Lotus &Delta 11~Iendota YYatej~ Authority v. Jewell, 2014 U.S. App. LEXIS 4781, 173-74 (9th Cir.,

March 13, 2014); Upper• Snake Rtve~• Chapter of 7Y~out Unlimited v. Hodel, 921 F.2d 232, 235 (9th Cir. 1940);

Paciftc Coast Fed' of Fishe~•men's Assns v. DDl, 2014 U.S. Dist, LEXIS 015072, 79-80 (E.D. Cal,, Feb, 6, 2014)

("an action that does not change the status quo cannot cause any change in the environment and therefore cannot

cause effects that require [NEPA] analysis"}.
la 80 Fed. Reg, at 57,533.
is Id
16 See Sierra Club v. Hassell, 636 F.2d 1095, 1099 (5th Cir. 1981); see also Nat Res. Def. Cot~rrcil v. Vaughn, 566 F.

Supp. 1472, 1475-1476 (D.D.C. 1983).
" 79 Fed. Reg, at 3,744 (emphasis added).



marketing authorization through the available p~rthwRys ... would have less or no more

environmental impact than that of tobacco products currently on the market."E8

Because FDA's analysis of reasonably foreseeable impacts from product manufacturing and use

accounted for tb~e entire tobacco product market as well as any new tobacco products entering the

market following FDA actions on Nonprovisional SE Reports and SE Exemption Requests, that

analysis should apply to those FDA actions the same as it does to actions on Provisional SE

Reports,

Other aspects of the rationale underlyiu~g the CE fox Provisional SE Reports also support CEs for

Nonprovisionai SE Reports and SE Exemption Request because FDA's actions on

Nonprovisional SE Reports and SE Exemption Requests are virtually identical to ifs actions on

Provisional SE Repoxts. Nonpxovisional SE Repots differ from Provisional SE Reports in that

Nonprovisional SE Reports concern products not currently on the market. For several reasons,

however, that difference should not cause the Agency's actions on Nonprovisional SE Reports to

significantly affect the quality of the human environment.

First, when FDA makes an SE deter~rnination for a nonprovisional cigarette, that determination is

unlikely to result in a larger overall tobacco product market. A.s with provisional SE products,

the only reasonably foreseeable effect of FDA finding a nonprovisionai product substantially

equivalent would be a potential change in the market share held by the manufacturer, but

otherwise would not change the status 'quo. FDA's actions on Nonprov~sional SE Reports,

therefore, should not result in significant impacts on the quality of the human environment, either

individually ox cumulatively.

Second, for cigarettes and smokeless tobacco products, our EAs have shown no anticipated

environmental effects or impacts as a result of the manufacture, use, disposal, energy

consumption or release of the products into the environment. The amount of waste generated by

a new tobacco product would be a miniscule firaction of the total waste disposed of annually in

the United States. Finduag[s] of No Significant Ympact ("FONSI") by FDA are warranted. As

such, no additional environmental protection measures or alternative actions are necessary to

address changes in environmental impact between our new and predicate products. Our analyses

suppo~~t FDA's conclusion that "any new tobacco product that z•eceives marketing authorization

through any of the available premarket pathways will have less — or no more —environmental

impact than do tobacco products currently on the market."19

Third, FDA's SE determination for Nonprovisional SE Reports is based on the same standard as

its determinations for Provisional SE products. That standard, set forth in the TCA's definition

of SE, will help ensuY•e that agency actions on Nonprovisional SE Reports will not exceed

NEPA's significance threshold.20 The SE standaad limits FDA's SE determinations to only those

products that: (a) have the same characteristics as a predicate product (i. e., materials, ingredients,

design, composition, heating source or other features); or (b) have different characteristics, but

~g Id. at 3,745 (emphasis added).
19 80 Fed. Reg. at 57,533.
28 TCA §§ 910(a)(3)(A)-(B).
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do not raise different questions of public health.21 As a result, the SE standard itself wi11 help

prevent FDA's actions on Nonprovisional SE Repoxts fiom significantly affecting the quality of

the human environment. FDA's extraordinary circumstances review, requiring NEPA review in

the rare case where the Agency's action on a "substantially equivalent" product may have

significant environmental impacts, will further ensure protection of the quality of the human

envu onment.

Fourth, for SE Exemption Requests, the reasonably foreseeable environmental effects would be

even less significant. As with FDA's actions on Provisional and Nonprovisional SE Reports, the

environmental effects of the Agency's actions associated with SE Exemption Requests would be

limited by decreasing cigarette sale volumes, the operation of FDA's extraordinary

circumstances review and the circumstances appropriate for granting SE Exemption Requests.

For example, FDA may only exempt a proposed tobacco product from the substantial

equivalence requirements of Section 910(a)(3) of the TCA if it represents a "minor modification"

of a tobacco additive in a tobacco product that can be sold under the TCA, and an SE Report "is

not necessary to ensure that permitting the tobacco product to be marketed would be appropriate

for protection of the public health."22 Because SE exemptions are appropriate only in limited

circumstances, FDA's actions granting SE exemprions do not alter the status quo and cannot

significantly affect the quality of the human environment for purposes of NEPA.

Finally, categorically excluding Agency actions associated with I~onprovisional SE Reports and

SE Exemption Requests would be consistent with FDA's regulatory approach to premarket

clearances and approvals for other product categories regulated by the Agency. Nearly every

other category of FDA-regulated products benefits from CEs that cover all classes of similar

agency actions as long as each sunilar class of actions independently meets the criteria for a CE.

For each of those categories of products, FDA has taken the reasonable position that NEPA

analysis is not necessary if the Agency actions for a product type aye not expected to increase

overall use of the product.Z3

Limiting CEs to only some FDA SE actions is not necessary given that none of FDA's three

possible affirmative SE actions is expected to significantly affect the quality of the human

environment individually or cumulatively. Accordingly, the tluee FDA SE actions all should

receive the same treatment that FDA accords similar actions for products in other industries with

coverage under a CE.

ai .Id
22 TCA § 905(j)(3).
23 See, e.g., 21 C.F.R. §§ 25.15(c) (Agency actions that "do not significantly affect the quality of the human

Environment" are ordinarily excluded), 25,30(k) (labeling changes that do not affect levels of use are categorically

excluded); 25.31(a) (new drug approval applications that will not "increase the use of the active moiety" are

categorically excluded), 25.31(g) (bioequivalence determinations for human drugs and comparability determinations

for biologics are categorically excluded), 25.32(fl (determinations that food is GRAS are categorically excluded if it

is already marketed for the proposed use), 25.33(a) (new animal drug approval applications that will not increase use

are categorically excluded), 25.34(b) (device classification determinations that will not increase or expand the use of

the device are categorically excluded), 25,34(d) (class III medical device approvals are categorically excluded if the

device is of the same type and use of a previously approved device), 25.34(fl (restricted device regulations that will

not expand or increase the use of the product are categorically excluded).



By amending 21 C.F.R. Part 25 to categorically exclude a.11 SE actions,2~ FDA would reduce

paperwork and dewy, and benefit the public interest by eliminating unnecessary NEPA analyses,

thereby allowing the Agency to focus its resources on actions that are expected to signifcantly

affect the quality of the human environment.25 Finally, as a safeguard, FDA would retain the

authority to require NEPA analysis based on extraordinary circumstances for all actions that are

subject to a CE.

II. FDA has Gained Sufficient Experience with Nonprovisional S~ Repo~•ts to

Categorically Exclude alt Categories of SE Applications

In 2015, in declitung to categorically exclude Nonprovisional SE Reports and SE Exemption

Requests,26 FDA explained that it "expects that any new tobacco product that receives marketing

authorization through any of the available premarket pathways will have less — or no more —

environmental impact than do tobacco products currently on the market. Howevex, FDA does

~aot yet leave data to determine whether these [SE] actions, in the aggregate, will significantly

impact the environment."27 The Agency also noted that "at this time, FDA is not yet able to

effectively evaluate whether these classes of action will Lead to a larger overall tobacco product

market or expand tobacco product consumption ... FDA will continue to monitor submissions

and will consider issuing a new proposed rule if the Agency determines that additional tobacco

product actions should be categorically excluded."28

Since 2015, FDA has received thousands of Nonproviszonal SE Reports and issued final actions

on nearly 2,000 Nonprovisional SE Reports,29, 3o The Agency should now have data sufficient to

"determine whether these [SE] actions, in the aggregate, will significantly impact the

environment."31 To the best of our knowledge, FDA has never denied a Nonprovisional SE

Report or SE Exemption Request on the basis of the product's environmental impact. That fact

alone demonstrates that nonprovisional products and those dete~~nined to be exempt for the SE

requirements do not present any different environmental impacts fxom provisional products, and

thus should be categoa7cally excluded fiom the EA requirements.

24 Correspondingly, the Agency would need to remove the requirement to perform an environmental assessment for

SE Exemption Requests in 21 C,F,R. § 1107.1(b)(9).
25 In its justification of its CE for Provisional SE Reports, FDA states that "this rule would benefit the

public health by allowing both FDA and indusriy to better focus their resources on other matters that could have a

direct impact on public health." 79 Fed. Reg, at 3,747.
Z6 80 Fed. Reg, at 57,533.
27 Id (emphasis added).
281d, at 57,534 (emphasis added).
29 The PRA Notice indicates that "based on actual report data from fiscal year (FY) 201 S to FY 2017, on average

FDA estimated it received approximately 260 premarket review of new tobacco PMTAs...3,601 provisional reports

intended to demonstrate the substantial equivalence of a new tobacco product (SEs)...2,375 regular SE reports...101

exemption from substantial equivalence requirements applications .. , and 27 modified risk tobacco product

applications..." 83 Fed. Reg, at 26,480.
3 Total final agency action on nonprovisional SE Reports FY2015 — 516, FY20I6 — 612, FY2017 — 717, FY2018

152. Available at
https://www.accessdata.fda.gov/scripts/fdatrack/view/track.cfin?program=ctp&status~ublic&id=CTP-OS-total-

provisional-SE-since-Program-Inception& —AIl
hops://www.accessdata.fda. ov/scripts/fdatrack/view/track.cfin?program=ctp&status~ublic&id=CTP-OS-total-

re~ular-SE-since-Program-Inception&fv=2018
3 ~ 80 Fed. Reg. at 57,533.
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In conjunction with our own SE submissions, we have supplied FDA ~vith extensive infoi~rnation

and analyses showing that, even under worst case scenarios, no significant environmental

impacts are associated with the requested Agency action on our Provisional and Nonprovisional

SE Reports,32 In granting market orders on our Nonprovisional SE Reports, FDA has made

FONSIs and has not required preparation of an EIS for any of our applications.

Beyond our SE Reports, FDA has reviewed hundzeds of additional EAs33 since 2015. These

reviews support the Agency's prior conclusions "that any new tobacco products that receive

marketing authorization through the available pathways ... would have less or no more

environmental impact than that of tobacco products currently on the market,"3a and "the amount

of waste released, recycled, and treated due to the manufactwre of all tobacco products on the

market zs a fraction of the total toxic waste released from and managed in industx~al facilities zn

the United States."35 Accordingly, FDA should categorically exclude Nonpxovisional SE

Reports and SE Exemption Requests.

III. Categoxical~y Excluding all Categories of SE App~~cations Would Reduce

Regulatory Burdens and Promote Efficiency for the Agency and Regulated Industry

In January 2018, FDA opened a docket entitled "Review of Existing Center for Tobacco

Products Regulatory and Infoi~nation ColXection Requirements."36 This docket reflected the

Administration's focus on seducing burdens and increasing efficiency in the regulatory process.

We filed comments to that docket in which we argued that categorically excluding all classes of

SE applications would make the regulatory process less burdensome and nr~ore efficient.37

In the PRA Notice, FDA estimated the EA reporting burden fox tobacco products to be 80 hours

on average per EA, with 5,832 total annual E.A.s fox a cumulative annual burden of 466,560

hours.38 This estimate, while low, is still a significant burden on FDA. and industry that provides

no corresponding environmental benefit. The estimated burden on tobacco products is also

significantly greater than the burden estimated for any of the other FDA-regulated product

categories analyzed in the PRA Notice including; human drugs, medical devices, biological

32 Our consultant, ERM, has prepared all of the EAs for our SE Reports that include both Nonprovisional and

Provisional SE Repo~~ts for both cigarettes and smokeless tobacco products. EYtM's April 1, 2014, memorandum,

summarizes its approach and conservative assumptions for conducting our EAs. ERM concluded that, even under

worst case scenarios, no significant environmental impacts were associated with the requested Agency action on our

Provisional and Nonprovisional SE Reports. This memorandum is available in our attached comments.
33 FDA provides a tracker of SE marketing orders available at

https://www.fda. ~o baccoProducts/Labeling/TobaccoProductReviewEvaluation/ucm339928.hhn#2
3a 79 Fed. Reg. at 3,745,
3s Id at 3,744 (emphasis added).
36 82 Fed. Reg. 42,501 (Sept. 8, 2017). This docket was part of the Agency's implementation of executive Order

13,771 entitled "Reducing Regulation and Controlling Regulatory Cost" and Executive Order 13,777 entitled

"Enforcing the Regulatory Reform Agenda."
37 See Docket No, FDA~2017-I~-5095 (82 Fed. Reg, 42,501, Sept. 8, 2017) —Comments on "Review of Existing

Center for Tobacco Products Regulatory and Information Collection Requirements." Filed Feb. 5, 2018. Available at

hops://www.re~ulations.gov/document?D=FDA-2d 17-N-5095-0026.

38 83 Fed. Reg. at 26,481.
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products and animal drugs.39 FDA should categorically exclude all SE marketing orders to

reduce paperwork and delay and benefit the public interest by eliminating unnecessary NEPA

analyses. Doing so would allow FDA to "better focus their resources on other matters that could

have a direct impact on public health,"ao

IV. Conclusion

We urge FDA to categoz~cally exclude all categories of SE applications from the EA requirement

to help drive simplicity and efficiency into FDA's SE processes; drive down costs for both FDA

and regulated entities; and help "FDA to focus its environmental resources on situations likely to

have an effect on the environment — a key goal of NEPA and CEQ."41

We appreciate the opportunity to submit these comments. If you have any question or need any

additional information, please contact me at (804} 335-2879.

Since~•ely,

C~ ~~~~~

39 
Id. at 26,479-81.

40 79 Fed. Reg, at 3,747.
4 ~ Id. at 3,747-8.
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Accordingly, we propose that the Agency revise the proposed rule to provide CEs fox all classes

of actions involving an affii~rnative SE determination or the g~•antiiig of an SE exemption unde~~

the rDCA,. In addition, we urge the Agency to xevise its descriptions of the extraordinary
circumstances appIicab~e to the new CEs so that the descriptions more closely follow the

language of tho rEgulations codifying them.2

I. Introduction.

Categorical exclusions apply to cafe~or~es of agency actions that have been determined not to

have a significant effect on the quality of the human envXronment either xndividual~~ or

cumulatively. Because actions qualifyuag for a CE should not meet the "signifiicance" threshold

triggering National Environmental Policy Act ("NEPA") review, those actions generally do not

need an environmental assessment ("EA") or an environmental impact statement ("EIS") under

the statute.3

Federal counts often address the propt~iety of categorically excluding agency actions from ~I~PA's

EIS requirement in terms of those actions' effects on the status quo. Courts have explained that

where an agency action would not change the status quo, an EIS is not necessary.4 Courts,

therefore, reco~ize that CEs are appropriate in situations where the agency action does not result

in a change to the status quo,s rDA's proposed CE for actions on Provisional SE Reports

reflects the rationale of those courts.

II. FDA's Proposed Categorical exclusion of Actions on Provisional S~ Reports is

Appropriate.

As described in the Notice, FDA proposes to issue a CE for Agency actions belated to making SE

determinations fog• "provisional"tobacco products. "Provisional" tobacco products are those that

first entered the marketplace or were modified between Feb~~uary 15, 2007, and Ma~.•ch 22, 241 l.,

and for which an SE repots was submitted to FDA by March 22, 2011.6 These products may

remain on the market unless FDA issues an order that they are not substantially equivalent to a

tobacco product or products marlceted in the CJnited States as of February 15, 2007. 'W'e agree

that the Agency's SE determinations on Provisional SE Reports should be covered by a

categorical exclusion.

2 Compare 79 Fed. Reg, 3742, 3746 (descriptions) to ~1 C.F.R. ~ 25.21(a) and (b) (regulations).

3 40 C,F.R. § 1508.4.
~ See e.g., San Louis &Delta Mendota Water Authority v. Jewell, 2014 U.S. App, LEX[S X781, 173-74 (9th Car.,

March ] 3, 201 ~); Upper Snake River Chapter of Trout Unlimited v. Model, 92I F.2d 232, 235 (9tt~ CIr. 1990); Pacific

Coast Fed'n of Fishermen's Assns v. DOI, 2014 U,S. Dist. LEXIS 015072, 79-80 (E.D. Cal., Feb. 6, 2014) ("an

action that does not change the status quo cannot cause any change in the environment and thec~efore cannot cause

effects that require [NEPA] analysis").
5 See Sierra Club v. Hassell, 636 F,2d 1095, 1099 (5th Cir. 1981); see also Nat Res. Def. Council v. Vaughn, 566 F.

Supp. 1472, 1475-1476 (D,D.C. 1983).
6 21 U.S.C. § 38'll~a)~2)(B)•
~ Id



FDA correctly ~•ecognizes in the Notice that xts actions related to Provisional SE Reports will not
si~nificant~y affect the quality of the human environment individually or cumulatively.
Determining that a "provisional" tobacco product is substantially equivalent fox purposes of
Section 910(a)(2)(B) simply allows that pxoduct to re~nnain on the ma~•ket.8 By thei~~ nature,

"provisional" tobacco products axe the products currently being manufactured, used and

ultimately disposed. They are part of the environmental baseline —indeed, some of these

products could have been on the market for over seven years,

An FDA determination allowing a product that already is on the market to xernain there will

neither increase overall consumption of tobacco p~~oducts ~n the United States, no~~ alter
consumption trends,9 As a result, FDA's actions on Provisional SE Reports will not alter the
environmental impacts cur~•ently associated with the manufacture, use, or disposal of tobacco

products. In other r~vords, FD,A's actions on Provisional SE Reports will not significantly affect

the quality of the human environment because they do not alter the status quo.

XII. I'I~A Also Should Issue Cis for the Other Classes of Agency Actions InvoXv~ng

"Substagtial~y equivalent" Tobncco Products.

In addition to providing a CE for Agency actions related to Provisional SE Reports, FDA should
provide CEs for two other types of FDA actions: (l) Agency actions onNon-Provisional SE
Repo~~ts under Section 910(a)(2)(A) of the FDCA; and (2) Agency actions on SE Exemption
Requests under Section 905(j)(3) of the FDCA.

FbA's assessment of reasonably foreseeable environmental effects associated with manufactu~~ing

and use of products covered by the proposed CE for Provisional S~ Repot~ts applies equally to
Agency actions on Non-Provisional SE Repot~ts and on SE Exemption Requests. For z~easonably

foreseeable irnpacks associated with product manufacturing, FDA conside~•ed the 2011 Toxics

Release Inventory ("TRI") National Analysis and concluded #hat "the amount of waste released,
recycled, and treated due to the manufacture of all tobacco ~roducls on the market is a fraction of

the totaX toxic waste released fiom and managed in indushial facilities in the United States,"
lo

For possible impacts from product use, the Agency considered tobacco product consumption
rates, secondhand smoke from cigarettes, and environmental impacts resulting from the use of
smolceless tobacco products and concluded "that Rt~y ~te►v tobacco ,~~•udr~cts that ~~~ceive
marketing authorization through the ava~lrcble,~ntl'i~vays" would have less or no more
envi~~orunental impact than that of tobacco products cuz~~~en~ly on the market."li Because FDA's
analysis of reasonably foreseeable impacts fiom product manufacturing and use accounted fo1• the
entire tobacco product market as weU. as any new tobacco p~~oducts entering the ma~•ket following
FDA. actions on Non -Provisional SE Reports and SE Exemption Requests, that analysis and the

B Id.
9 The FDA correctly observes that tobacco product consumption in the United States is steadily decreasing. ►See 79
FR 3742, 375 (Jan. 23, 2014). Agency determ3natlons allowing "provisional" SE products to remain on the market
would not affect this bend.
10 79 Fed, Reg, at 3744 (emphasis added),
~ ~ !d, at 3745 (emphasis added).



proposed CF should apply to those types of FDA actions the same as it applies to rDA actions on

Provisional SE Reports.

Other aspects of the rationale underlying; FDA's proposed CE for P~~ovisional SE Reports also

support CEs for Non-Provisional SE Repa1-ts and SE Exemption Requests because FDA's actions

on Non-Provisional SE Reports and on SE Exemption Requests are vi~~tually identical to its

actions on Provisional SE Repo~•ts. Non-Provisional SE Reports differ from Provisional SE
Repo~~ts in that Non-Provisional SE Reports concern products not currently on the market, ror
several ~~easons, however, that di~~erence should not cause the Agency's actions on Non-
Provisional SE Reports to significantly affect the quality of the human environment.

First, when ~'DA makes an SE determination for anon-"provisional" tobacco product, that
determination is unlikely to result in a larger overall tobacco product market. As wit~i
"proviszanal" 5E products, the only reasonably foreseeable effect of rDA finding a non-
"provisional" product substantially equivalent to a predicate product o~• products would be a
potential change in the market share held by the manufacturer, but otherwise would not change

the status quo. FDA's actions onNon-Provisional SE Reports, therefore, should not result in
significant impacts on the quality of the human environment, either individually or cumulatively.

Second, FDA's SE determination for Non-Provisional SE products is based on the same standard

as its determinations fox Provisional SE products, That standard, set forth in the ~DCA's

definition of SE, will help ensure that agency actions on Non-Provisional S~ Reports will not

exceed NEPA's significance threshold.12 The SE standard limits FDA's SE determinations to

only those products that: (a}have the same characteristics (r. e., materials, ingredients, design,

composition, heating source or other features); ox (b) do not raise different questions of public

health compared to the predicate p~•oduct ox products,13 As a result, the S~ standard itself will

help prevent FDA's actions on Non-Provisional SE Reports from significantly affecting the

quality of the human environment. FDA's extraordinary circumstances review, requiring NEPA

review in the rare case where the Agency's action on a "substantially equivalent" product may

have significant envia•onmental impacts, will fui~her ensure protection of the quality of the Human

environment.

Finally, ouz experience providing environmental assessments for all of our Non-Provisional SE
Reports suppo~~ts the conclusion that "substantially equivalent" tobacco products aze unlikely to
result in significant environmental effects. Our consultant, ERM, has prepared all of the EAs for
our SE Reports that include both Non~Provisional and Provisional S~ Reports for both cigarettes
and smokeless tobacco products, ERM's April 1, 201.4, memorandum summa~•izes its approach
and conservative assumptions for conducting our EAs.I'~ ERM concluded that, even under vvorst-
case scenarios, no significant environmental impacts were associated with the requested Agency
action nn our Provisional and Non-Provisional SE Reports.

12 21 U.S.C. § 387j(a)(3)(A)-(B).
"See Id,
14 Attached as Appendix A.
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ror SE Exemption Requests, the reasonably foreseeable envi~•onmental effects would be even less
significant. As with FDA's actions on Provisional and Non~Piovisional SE Repo~~ts, the
environmental effects of the Agency's actions associated with SE Exemption Requests would be
limited by the decreasing total tobacco product consumption, the definition of "substantial
equivalence" undea• the FDCA, and the ope~~at~on of FDA's ext~~aoxdinary circumstances review.
And, those effects would be limited further by the circumstances appxop~~iate fo~~ granting SE
Exemption Requests.

FDA may exempt a proposed tobacco product fiom the substantial equivalence requirements of
Section 910(a)(3) of the FDCA only if it represents a "minor• modif cation" of a tobacco additive
in an existing tobacco product and an SE xepox~ "is not nec~ssaxy to ensure that permitting the
tobacco product to be marketed would be appropi7ate fox protection of the public health,s15
Because SE exemptions are app~opx~ate only in limited circumstattces, FDA's actions granting SE
exemptions do not alter the status quo and cannot significantly affect the quality of the human
envu~onment for purposes of NEPA.

Finally, authorizing CEs for Agency actions associated with Non-Provisional SE Repot~ts and S~
Exemption Requests, in addition to issuing a CE for Provisional SE Reports, would be consistent
with FDA's regulatory approach to pxemarket clearances and approvals for other product
categories regulated by the Agency. Nearly every other category of FDA-regulated products
benefits from CEs that cover all classes of similar agency actions as long as each similar class of
actions independently meets the criteria for a CE. Foz~ each of those categories of products, FDA
has Taken the reasonable position that NEPA analysis is not necessary if the agency actions for a
product type are not expected to increase overall use of the produet.16

Limiting CEs to only some FDA SE actions is not necessary given that none of FDA's three
possible affirmative SE actions is expected to increase overall use of the product types in question
or expand tobacco product consumption, and none is expected to significantly affect the quality of
the human environment individually or cumulatively. The three FDA SE actions all should
receive the same treatment that FDA accords similar actions for products in other industries with
coverage under a CE.

~s 2l U.S,C. § 387e(j)(3)•
16 See, e.g., 21 C.F,R. §§ 25.15(c) (agency actions that "do not significantly affect the quality o~the human
environment" are ordinarily excluded), 25.30(k) (labeli~~~ changes that do not affect levels of use are categorically
excluded); 25.31(a) (new drug approval applications that will not "increase the use of the active moiety" are
categorically excluded), 25.31(8) (bioequivalence deteaninationsfor human drugs and comparability determinations
for biologics are categorically excluded), 25.32(fl (determinations that food is GRAS are categorically excluded if it
is already marketed for the proposed use), 25.33(a) (new animal drug approval applications that will not increase use
are categorically excluded), 25.34(b) (device classification determinations that will not increase or expand the use of
the device are categorically excluded), 25.34(d) (class III medical device approvals are categorically excluded if the
device is of the same type and use of a previously approved device), 25.34(fl (resh~icted device regulations that will
not expand or increase the use of the product are categorically excluded),



The Agency should amend its P~•oposed Rule to include CEs in 21 C.F.R. Part 2S fox all SE

actions, including Non-Provisional SE Reports and SE Exemption Requests, ~~ Such CEs would

reduce paperwork acid delay, and benefit the public interest by elimznat~ng unnecessary NEPA

analyses, thereby allowing the Agency to focus its resources on actions that are expected to

significantly affect the quality of the human environment.18 Fittally, as a safeguard, FDA would

retain the authority to require NEPA analysis based on extraordinary circumstances fox all actions

that az~e subject to a CE.

IV. Y+'DA's nescriptions of Applicable ~xtr~o~•dinary C~rcutnstances ~Lould Morc

Closely 'Track the Language in its Regulations.

'The Notice explains that FDA has identified in its regulations several examples of extraordinary

circumstances in which a pa~~ticular action would be ineligible for a CE. It then discusses two

examples in particular that FDA states are applicable to tobacco products, and descixbes how

those extraordinary circumstances would apply in the context of the proposed tobacco product

CEs. Unfortunately, those descriptions ate far broader than the promulgated extraordinary

circumstances they attempt to describe, which could cause the exceptions to swallow the pules.

FDA's regulations define the first extraordinary circumstance as "[actions for which available

data establish that, at the expected level of exposu~•e, there is the potential for serious harm to the

envi~~onment."19 The Agency significantly expands on this in the Notice, however, It states that

this extraordinary circumstance would preclude use of a CE "[i]f any tobacco product submission

indicates that the action could result in the exposr~re of sribsta~ices har»tfirl to some ~iiologicnl

t»eclianissf~s or systems in the e~tvi~ortment."20

FDA's regulations dune the second extraordinary ci~•cumstance as

[a]ctions that adversely affect a species or the critical habitat of a species

determined under• the Endangered Species Act or the Convex►tion on International
Trade in Endangered Species of Wild Flora and Fauna to be endangered oa~
t~ueatened or wild flora or fauna that are entitled to special protection under some
other• Federal ~aw.21

But in its proposal, the Agency paraphzases the rule and significantly expands upon its scope by
stating that this exfx~aordinary circumstance would preclude the use of a CE "[iJF any tobacco
product submission indicates that the action . . .may cause harm to a protected or endangered
species ...."22

'~ Correspondingly, the Agency would need to remove the requirement to perform an environmental assessment for
SF Exemption Requests in 2l C,P.R. § 1147.1(b)(9).
~ $ In its justification of its proposed CE for Provisional SE Reports, FDA states that "this rule would benefit the
public health by allowing both FDA and industry to better focus their resources on other matters that could have a
direct impact on public health." 79 Fed. Reg. at 3747.
19 21 C.F.R. § 25.21(a) (quotedut the Notice at 79 Fed. Reg. 374b).
20 79 red. Reg, at 3746 (emphasis added).
z t 21 C.F.R. § 25.21(b).
22 79 FR at 3746,



Yn each case, FDA's description of the extraordinary circumstance and its applicability in the
context of tobacco product re~ulat~o~ does far beyond the actual language of that extzaordix~ary
ci~~cumstance in the Agency's regulations. That regulatory language is important because it
provides •express standards and cz~iteria. The descriptions of the extrao~~dinary ci~~cumstances in
the Proposed Rule, though, would inject ambiguities and ba~oad genez~alizations into the NEPA
process, To correct these p~•oblems, FDA should replace the descriptions of 21 C.F.R.
§§25.21(a)-(b} found u~ tie Notice with desci7ptions that more closely follow the language o~the
Agency's ~•egulations.

Finally, in evaluating the use of extraordinary circurc~stances, the Agency should not engage in a
"worst case" analysis of low probability events.23 An effect is "reasonably foreseeable" only i~ xi
is "sufficiently likely to occur that a person of ordinary prudence would take it into account ~n
reaching a decision."24 Revising the descriptions of the tvvo extraordinary cizcumstances
discussed above will better• enable FD,~, to comply with these standards as part of its analysis.

Conclusion

We appreciate the opportunity to submit these comments. We look fo~~ward to further
opporhinities to work with the FDA as ~t revises its NEPA implementing regulations to
categorically exclude certain actions related to tobacco products.

Sincerely,

.~~~~. ~~

James E. Dillard III

Attachment

23 Robertson v. Methow Valley Citizens Council,'390 U,S. 332, 355-56 ( 989) (NEPA "does not mandate that
uncertainty in predicting environmental farms be addressed" through cor~ectural "worst case" nn~lysls). Rather, the
correct level of review is based on the long-standing principle that an agency must only evaluate impacts detei~nined
to be "reasonably foreseeable." Village oEBensenville v. FAA, 4S7 F.3d 52 (D.C. Cir, 2006); Airport Impact Relief,
Inc. v. Wyklo, 192 F.3d 197 (1st Cir. 1999).
24 Gulf Restoration Network v. Dept of'1'ransp., X52 F.3d 362, 368 (5th Cir. 2006).
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To: Altria Client Se~•vices on behalf of Philip Morris USA

and US Smokeless Tobacco Company (LJSSTMC)

1011 fi. Main Sheet
Suite 227
Richmond, VA 23219-3537

Donna D. Morrall Ph.D.From:
Salvatore T. Giolando, Ph.D.

(804) 420-3665
(804) 253-1091 (fax)

Date: 1 Apx~12014

Subject: Federal Register Vol. 79, No. 15/Thursday, January

23, 2014/Proposed Rules, National Environmental ~ _

Policy Act; Envi~.~orunental Assessments for Tobacco y~

Products; Categorical Exclusions, 21 CFR Part 25 ~.l~ ~

[Docket No. FDA-2013-N-1282]

At the request of Altria Client Services (ALCS), Environmental Resources

MaYlagement, Inc,, (ERM) is summarizing below the findings of the numerous

environmental assessme~its we prepared in support of cigarette and smokeless

tobacco product substantial equivalence repoxts. After compiling and analyzing the

best available science for the products addressed in each of those reports, we

concluded in each instance that the req~.tested FDA action would pose no significant

environmental effects, even when applying extremely conservative assumptions.

Tobacco Product Envi~onmenfal Assessments

ERM has developed environmental assessments, at the request of ALCS, Eox Altria

Group Inc. {Altria) on behalf of Philip Morris USA (PM USA) and US Smokeless

Tobacco Company (USSTC) to compXy with 21 CFR Part 25 when submitting

Substantial Equivalence Reports for both "pxovisional" tobacco producEs and non-

"provisional" tobacco products under Section 910(a) (2) (A) and (B) .of the Federal

Food, Drug and Cosmetic Act ("TOGA"). Using a very conservative set of

assumptions, all EAs developed fo~~ the cigarette and smokeless products resulted in a

concluszori in each assessment that a "Finding of No Sigruificant Impact" was

warranted due to the absence of significant environmental effects associated with

manufacture, use and disposal of the products.

ERM conducted the environmental assessments in accordance with 21 CFR ~§ 25.20

and 25.40 and xeXevant aspects of the FDA's technical guidance documents} including

the Guidance for Industrt,/: Environmental Assessment of Drug a~zd Biologics Applications,

Sectiofi ~TII.A.2 (ju1~,1998). ERM used an extremely conservative set o~ assunnptions

for all EAs to help assure that any uncertainties were outweighed by double and

triple counting of pa~oduct volumes and by assuming that each product would be

A memberoE the Gnvi~onmenfal
Resources Management Group
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int~~oduced into environmental matrices where it would be unlikely to be introduced.

For example, ERIV.~ assumed that the entire production volume of each product would

be introduced into commerce and enter the environment. ERM ~urfiher assumed that

there would be no metabolism or sxgruficant environmental depletion of each

product's ingredients that would mitigate toxicity once they entered the environment.

Then ERM iden ' 'ed the individ~xal ingredients (by CAS number•) in each product

and analyzed each ingredient for any potential impact on the atmospheric, aquatic,

and terrestrial environments.

ERM's assessments also considered potential impacts from product use, disposal

and misuse by applying similarly conservative assumptions. For example ERM

assumed that the entire production volume of each product would enter the aquatic

environment through misuse even tough only a small proportion of sonne

ingredients 1ike7y wi11 enter the aquatic environment through human excretion or

environmental transport. For the terrestrial assessment, the non-burned

constituents of each producfi should all be disposed of to landfilY. However, some

improper use does occur. Therefore, ERM assessed the impact of non-burned

constituents to land by assuming that the entire production volume for each

product would be improperly disposed of on land and by assessing the potential

impact if individual units of the improperly disposed of product would be

dropped, unused, onto the ground. In addition, burned constituents of each

product are considered to go to air, Iand, and landfill as either gases or ash. When

properly used, the majority of aslt should be disposed of to landfill. However, some

ash does go into the air, and some ash is improperly disposed of to the ground.

Thus, ERM's assessmenEs consei^vatively assumed that air and land would be

exposed to ash firom fhe entire production volume o~ each product. Further, land

exposure to burned constihxents is unlikely except for ash. However, during

smoking, burned constituents do enter' the filter. Because filters are in some

ittstances improperly disposed of, we also have calculated the concentration of the

total production volume of burned constituents that could potentially go to land

due to improper disposal of filters, Finally, we considered the potential for the

entire unused pxoduct to be disposed o~ as another assumption in the

environmental assessmettts.

Finally, ERM's assessments For cigarette pxoducts also considered the reasonably

foreseeable impacts to air resulting from the combustion of tobacco pro~.uct

constituents, including banded paper, the ingredient package, adhesives, and

monogram ink, Again, we used an extremely conservative set of assumptions in

estimating the chemical composition of the combustion by-product (which is

sunilar to burning wood) and the levels of ash and carbon monoxide released into

the air. The assessments each found that, even with these conservative estimates,

exposure levels to ca~.~bon monoxide were several orders of magnitude Lower than

the Recommended Exposure Limits set by the National Institute of Occupational

Safety and Health and that ash exposure was negligible. The extremely low
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concentration in die air of by-products produced from the burned constituents of

tobacco products, combined with the expectation that there would be minimal and

temporary exposare to smoke in the environment, provides the basis for f~.e

conclusion that the burning of tobacco products would not have a significant

environmental effect.

Even with these very conservati~re assumptions, ERM concluded in each assessment

{for both provisional and non-provisional Substantial Equivalence Reports) that the

requested action would not pose the risk of significant environmental effects and that

a Pxnding o~ No Significant Impact was warranted.

~ ., , '~
~ `~

Donna Moxxall, Ph.D.
Senior Project Manager,
ERM Global Product Stewardship

Salvatore T. Giolando, Ph.D.
Partner in Charge,
ERM Inc,

Attachments:
CV of Dx, Donna Morrall
CV of Dr. Salvatore Giolando
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Dr,l7onna Morrall is a Senior Project Manager within
ERM based in Cincinnati, Ohio. She has more than 20
yeaxs o£ experience in environmental monitoring, risk
assessment, environmental toxicology, and insilico
modeling,

Donna brings diverse industry experience yin global
product stewardship (15 of those years at Procter &
Gamble Co.), with a focus on environmental risk
assessment and the development of ~omputafional
nnvdels to predict perfornnance and safety. Donna has
extensive experience in the development of aquatic
monitoring pzograms to support chemical safety, She
also has designed, managed and helped implement
global modeling and paining programs focused on
integrating the process of chemical design, product
performance, safety and consumer accept~r►ee.

Daxula is well versed in the use of QSAR/S.AR and
weight a£ evidence modeling related to international
regulatory compliance issues and is familiar with
USBPA TSCA and FIFRA ; fiU REACH, CLP, Dangerous
SuUstances, Dangerous Preparations, end Safety Daka
Sheets, She has extensive experience working with
international multistakeholder teams.

Professional Affillatlons &Registrations
• The Society of Toxscoiogy and Chemishy (SETAC)

Fields of Competence
~ Sheam Ecology
• Data analysis and experimental design
~ Environmental anc~ Human Risk Assessment
~ Computational modeling (QSAR/SAR/S~m~larlty

analysis/Domain analysis/Systems Modeling)
~ Global TZegulatory Compliance (e,g., ~U' REACH and

CLP, TSCA, PIFRA, etc,)
~ Te~httical External Relations and Communications

Key Industry Sectors
Consumer Products

o Chemicals

Education
o B.A. Wittenberg University U,S.A,,1984

M.S, Michigan Technological Univ. LJ.S.A.,1986
T'h.D, Virginia Technologflcat Univ. U.S.A., 1990

languages
a English, native speaker
« Italian, conversational
o Spanish, muumal

~~~ ~ „--;',<~ ~a r,



Key Projects:

Modelling and development of environmental
monitoring plans fo euppor~ chemical safety
Read across and QSA1Z strategies

o Preparation for 2013 Reacts IZegistraHons
a Preparation of technical dossiers and CSRs
4 Technical and Toxicological sappoi~t for key

global cusEomere

Industry Experience:

Environmental Impacf

environmental impact pxoj~cts included local and global
efforts, Impacts such as fishing, land use, and sewage
treatment plant effluents were evaluated. Effects were
evaluated in relation to populations, geomorphology,
aquahe shucture, material transport and processing, and
toxicity. Selected studies include:
• Completing a field study of trictosan loss rates in

river water.
• Conducting monitoring studies to determine

remvva] rates of chemicals by sewage treatment
plants and release rates to the envaronmen~.

o Using changes in biota to determine of zones of
impact for risk assessment,

• Understandingphysicat and biological Iinkages
within stream geomorphic hierarchies to predict
the distribution of solutes and aquaflc organisms;

o IdenEifying factors affecting ammonium uptake
in streams - an inter-biome perspective,

• Identi#ying factors contributing to the collapse of
lake herring populations in Lake Superior; and

• Determining effects of forest disturbance on
paxticulate organic matter budgets of small
streams.

Data Analysis and Experimental Design

Data mining and analyai~s efforts are critical precursors to
environmental risk assessment and modeling, They
allow efficient use of available data prior to spending
effort developing new information. Data Q/A is
imperative #or the development of quality models.
Laboratory and field protects utilized classic

experimental design procedures as well as SAS JMP
Design of ~xperunents (DOES techniques. Data
clevel~pment projects included:

o Design of a database to house a large body of
envlr~nemental toxicity data and transfer from a
text based system;

6 Mining of datasets fog similarity analysis and
"readover" opportunities, and training and test
sets far models;

• Design of a data collection program to support
an integrated series of models designed to
develop new chemistries and optimize consumer
product performance; and

~ Comparison o£ similarity and substrucEure
analysis procedures and development of
guidance on when and how each procedure
should be used,

Risk Assessment and Wazard Communication

Risk assessment and hazard commwnica~ion projects
ranked across consumer product chemistries such as
surfactants, metals, chelants, polymers, dyes, amines,
nutrients, etc. Risk assessments were conducted for
individual companies as well as part of trade and
indushy associations. Much of this work is confidential
but efforts of note include:

• Bvaluatoin of methods for calculating surfactant
lag P values and then use in risk assessments
and models.

• Runnuig experimental streann studies on high
volume surfactants and selected polymexs.
These studies were supported with sEable isotope
(13C and 1~I~ research to #rack chenvical fate and
inte~~ated with stable isotope studies used to
demonstrate comparability between natural and
experimental streams for environmental risk
assessment.

• Development of concepts and methods for
assessing solute dynamzcs (Solute work group).

~ Using stable isotopes tracers to predict the fate
and effects of natural and man-made materials
on shearn biota.
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Computational IYlodeling

Mocielin.g projects xanged from the evaluation of
regulatory models, sae of available models to pzedict the
propert-i~s or to~city of a single ingredient to the
development of complex integrated sets o~
environmental and product performance models.
Modelling effoz is included developing modeling
progc~ams and implementation plans #or a consumer
products division to guide their efforts to optimize
chexx►ical performance and minimize toxicity. examples
of projects include:

Development of models based on surfactant
properties and data to optimize consumer
product formulations;

~ Predicting the effects of copper Eoxicity to algae
in Lake ecosystems;

~ Developing a genetic algoxlthm to predict tie
toxicity of surfactants to algae;

Q Identifying Acute and Chronic Aquatic Toxicity
Structure Activity Relationships for Alcohol
EthoxylaEe Surfactants;
Development of a coordinated suite o~
approaches (similarity analysis, substructure
search, domain analysis, nearest neighbor
evaluation) to predict aromatic amine
rnutagenicity and carcinogenicity;

~ EvaXuation of EPT SuiteTM fax use with specific
classes of compounds;
Using QSAR for the design and opHmiza#ion of
latirtd~:y brighteners;

o Developing gu~ldance on techniques fox the use
of domain analysis;

~ Development o~ a new weight of evidence
approach to building chemically-intuitive
predictive models building techniques to
detezmine effective vEiriable selection and
reduction approaches;

ti Development of Kish population models (Lake
Superior Coregonus artedi.i) and si~eam
ecosystem models;

o IdenHHcation of ecological applications of genetic
pxogamming: predicting organism distributions
in complex phyg3cal habitats;

Fusing of genetic algorithms and genetic
programming techniques for symbolic
regression;
Development of state of the art ecological
modeling by Genetic Algorithms; and
Applying the results from a variety of Genetic
Algorithm applications to show the robustness of
the appxoach.

OCTOF~ER 2013 DONNA M~RRALL



~all~~.t~~e r.~'e ~n~~a~dl~, ~~~.e~.
Associate Partner

Dr. Giolando is based in our Cincinnati, Ohio office.

Dr. Giolando brings aver 25 years of global industry and
consulting experience, currently as an EIZM Partner
focusing on Global PxoducE Stewardslup and integrated
product support across the ERM business lines. He holds
a I3S iri Chemistry and a Ph.D. in Environmental Health.
His career is highlighted b~ Y0+years in industry
working for the Procter &Gamble Company managing
global product safety and regulatory compliance foY
numerous brands and innovative technologies during
tenures in both Cincinnati and Brussels, Belgium.

Since 2002 SaI has been developing domestic and
international product stewardship programs with several
multi--national clients, especially in the area of EU
REACH regulation, He will be focused on develop9ng a
NorEh American Center of Excellence in global pxoduct
stewardship, product safeky and global regulatory
compliance progiams as he integrates his
Cincinnati/North American team with the existing
Global ERM team collaborating in this area.

Dr. Giolando is an internaEi~nally recognized and
respected GPS experk and a proven leader with vision
and key insights jnto GPS emerging markets. In additzon
to GPS professional services, Sal's speci6ic areas of
technical expertise include: Strategic GPS planning and
pxogram implementation; EU REACH and relaEed
international chemical product regulatory schemes;
TSCA, the Globally Harmonized System for Hazard
Ctassificzation and Labelling(GHS); Sustainability; Risk
Assessment; Industrial I-hygiene, ExpasurE Assessment;
Government Relations; Bioavailability; and
Environmental Fate/Modeling.

Professional Afflltations &Registrations
Merr~ber, Society for Environmental Toxicology and
Chemishy
Member, American Chemical Society

Fields of Competence
ProducE Stewardship

o Peformance Assurance
A Strategic Plaruiing
~ Industrial Hygiene
• REACH CLP & Chemicll Control

Environmental Fate/Modeting
BioavailabiIity

s Risk Assessment/Management

Education
• Ph.D., Environmental Health, University of
Cincuu~ati, College of Med~cine,1991

• Appointed Graduate Scholar in Biotechnology, 1989
~ B.S., Chemistry, Canisius College, 1986

Languages
e English, native speaker
s Conversational French

Key industry Sectors
Consumer ProducEs, Industrial Chemicals,
Pesticide/Biocide, Oil &Gas, Aviation, Automotive,
Pharmaceurical, Pood Contact, ~3ltteries and
$lectrOn~CS

Certification and Training
Certified Hazardous Materials Manager, CHMM
#2204 -1990 and 1991
Certified OSHA, Competent Person -Asbestos
Abatemen# Contractor/Supervisor,1990
Industrial Hygienist in Training 1990
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