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Primary STN: SE0003730, SEQ003731 Reviewer: Megan Schroeder Ph.D.
New Product Name: Newport Non-menthol Gold Box 100s, Newport Non-menthol Gold Box

Executive Summary

Comparative information
The applicant states that new products SE0003730 and SEG003731 have the
same characteristics as their respective predicate products or do not raise
different questions of public health.

We find several product characteristics related to tobacco addiction to be
different between these new products and their predicate products.

Menthol has been eliminated in the new products as compared to their predicate
products:

» SED003730
mg in predicate product
mg in predicate product
¥mg in predicate product
g in predicate product

predicate products;
s SE0003730

o mg in predicate product,
» SE0003731

o

« SE0003730

These changes were not found to pose different questions of public health.
Comments to be Conveyed to Applicant
Required information - Deficiencies

None: The provided information associated with tobacco addiction is sufficient to
support an SE determination.
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Primary STN: SE0003730, SED003731 - Mega
New Product Name: Newport Non-menthol Gold Box 100s, Newport %ﬁmm&ci Qmﬁ Box

Background

Predicate Product Information
Table 1. Predicate Products

Predicate Product | 2007 Newport Lt M 100 Hard Box
New Product | Newport Non-menthol Gold Box 100s

This predicate product is a mentholated cigarette. The applicant claims that the
predicate productis a gmmifathamd product. CTP's Office of Eamn;mc& and
Enforcement (OCE) has determined that the predicate product is a grandfathered

product.

» ft Non-menthol G‘snk:i Box

This predicate product is a mentholated cigarette. The applicant claims that the
predicate product is a grandfathered product. CTP’s Office of Compliance and
Enforcement (OCE) has determined that the predicate product is a grandfathered
product.

Scope of Review
This review is identifies issues related to nicotine addiction in SE0003730 and
SE0003731. Because these applications are similar in scope, they will be
discussed together in this review.

This Addiction review evaluates whether or not these new products may

influence tobacco initiation, cessation, or other aspects of tobacco dependence
differently than their predicate products.

Evaluation of Submission

Nicotine yieids iri the.
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Primary STN: SE0003730, SE0003731 Reviewer. Megan Schroeder P D.
New Product Name: Newport Non-mentho! Gold Box 100s, Newport Non-mentho! Gold Box

the new products are within the predﬂ;ata products’ p wmiy established

.\ is not significantly
predicate therefore unlikely to raise
diffwant issues of public health relating ta!

Table 2. ﬂicnﬁne Yield in New Products.

yield fmﬁiﬁiﬁy

mnﬁnueﬁ use {Villanti, Rschardsmi Vallone, & Rath 2(213} fﬂanmngﬁa
Hatsukami, Zeller, & Peters, 2011). Fmﬂhfama. menthol asachamtem;ng
flavor may increase the likelihood of initiation and the level/severity of
dependence, and/or decrease the likelihood of nsuccess (Foulds,
Hooper, Pletcher, & Okuyemi, 2010; Ahijevych & Garrett, 2010; Hoffman &
Simmons, 2011; Hoffman & Miceli, 2011). Thus, while thé addition of menthol
may pose different questions of public health as related to addiction, the removal
of menthol as a characterizing flavor between the new and predicate products
compared here does not.

Elimination of menthol was associated with a decrease in ‘
both products. However, it is unlikely that this will affect issues of public health
related to Wﬂﬁi initiation and tobacco addiction.

Conclusions

Lorillard Tobacco Company submitted an SE application for two products,
SE0003730 and SE0003731, for substantial equivalence status. Each new
product has a different predi roduct to which the company claims it is
substantially equivalent. ) (4) does not appear to be different between
the new products and oducts, and therefore is unlikely to raise
different issues of public heaith. Menthol has been removed (and thus ethy!
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Primary STN: SE0003730, SE0003731 Reviawer: Megan Schroeder Ph.D.
New Product Name: Newport Non-menthol Gold Box 1008, Newport Non-menthol Gold Box

alcohol levels have been reduced), however this was not found to raise different
issues related to addiction-related public health questions.

Therefore, it is concluded that both SE0003730 and SE0003731 are substantially
equivalent to the predicate product.
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2™ Cycle Chemistry Review of SE Reports Submitted by
Lorillard Tobacco Company for Conventional Filtered Cigarettes

1. BACKGROUND
1.1. PREDICATE INFORMATION
The applicant has submitted the following predicate products:

Table 1. Predicate Products

Both of the predicate pmdum are conventional filtered cigarettes. The applicant
claims they are grandfathered products. The applicant stated that the predicate
products are no longer on the market.

1.2. BASIS FOR SUBSTANTIAL EQUIVALENCE CLAIM

The applicant claims that the predicate and new products have the same
characteristics (sec. 910(a)(3}(AX1).

1.3. REGULATORY ACTIVITY RELATED TO THIS REVIEW

The applicant submitted original SE Reports on October 12, 2011. FDA's Center
for Tobacco Products (CTP) sent the applicant administrative advice and
information (AVl) request letters for the SE- Reports. In response, the applicant
submitted amendments to the SE Reports in February 2012. Following FDA
review of the original and amended SE Reports, CTP sent scientific A/l letters to
the applicant in Qctober 2012 citing specific deficiencies to be addressed. The
applicant responded to the scientific A/l letters by amending their SE Reports in
December 2012. On February 1, 2013, additional clarifications were requested
through a teleconference with the applicant. The applicant responded with an
amendment dated February 8, 2013.

b i i'sig is the predicate product name provided in SEODG3730, which was compared fo the fiew product in
all characteristics except HPHCs in the original SE Rep .

2007 Newport Lt M 100 Hard Box.

? This is the predicate product name provided in SE0003731, which was compared to the new product in
all characteristics excep

Page 3 of 12
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2™ Cycle Chemistry Review of SE Reports Submitted by
Lorillard Tobacco Company for Conventional Filtered Cigarettes

Table 2. SE Reports Considered in this Review’

Newport Non-Menthol Gold Box 100s | SED003730

| SE0004148
Newport Non-Menthol Gold Box SE0003731 SE0005305
SE0007186

1.4. SCOPE OF REVIEW

This review constitutes the 2™ cycle review of the chemistry issues identified in
SE0003730 and SE0003731. This review focuses on the deficiencies identified in

the scientific A/l letters sent in Odtober 2012, amendments sm&z&a
SE0005305, SE00071885, and SE0007186 (bolded in Table 2 of this review).

2. EVALUATION OF SUBMISSION

24. REQUIRED INFORMATION

This m:;n of the review includes the chemistry deficiencies (required
information)* identified in the A/l letter that FDA sent on October 26, 2012, as well
as the evaluation of the submitted information.

—.

In two parts of your SE reports (Section 4 and Appenéxx C), some quantities of
ingredients are missing or a value was not reported. It is unclear whether these
ingredients were not detected (below the detection ?mit} or were not present.
Explain the missing values or supply the appropriate values.

E

The applicant has adequately addressed this deficiency. The applicant stated
that the quantities of ingredients that were missing or where a value was not
reported is due to the fact that these ingredients or malterials were not present
either in the new products or in the predif:a&e products. The new products do
not contain all ingredients that were used in the mentho

products and do not use FSC cigarette paper. The appli :

lists of mgmciiant and materials with complete information raquesteﬁ by FDA.
The revised lists have bee mined and

: > The amendments submittad in response to our scientific AVl letters are shown in bold
* Note that the numbering of deficiencies in this review aligns with that in the A/l letters.

Page 4 of 12
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2™ Cycle Chemistry Review of SE Reports Submitted by
Lorillard Tobacco Company for Conventional Filtered Cigarettes

The removal of the product is not expected to have an adverse

t on the amount ¢ otine in the product containing
 of total tﬁmﬁn& Overall, there are no differences in identity or
quantities of ingredients and additives between the predicate products and
wrr&gpondmg new products that would raise different questions of public
healt

Deficiency #2

Your SE reports provide information about the tobacco and other ingredients in
the new and predicate products. However, the information provided does not
include sufficient detail to fully identify the composition of the predicate and new
products. We need any other information you may have that uniquely identifies
the tobacco used in the new and p te products. This is the information
that you rely on to ensure that the tobacco used in the new and predicate
products provide the same consumer experience for both products. For
example, if you use a tobacco grading system, it would be helpful 1o know the
tobacco grade (along with an explanation of the grading system) for each
tobacco used in the new and predicate products. For other ingredients, it
would be heipful to know the grade of each ingredient as an example. If this
information is identical for ingredients and additives in the predicate and new
products, provide the information for the new product and a statement that this
information is the same in the predicate product. Lastly, provide this information
for all packaging materials.

The applicant has adequately addressed this de
Tobacco

used in the new product of SE0003730 awaazrs to be identical to
the predicate and new products of SE0003731.

Page 5 of 12
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2™ Cycle Chemistry Review of SE Reports Submitted by
Loriflard Tobacco Company for Conventional Filtered Cigarettes

Table 3. Comparison of Tobacco Grades (SE0003730)*

The buﬂey tobacco from the upper stalk position and the flue-cured tobacco
from the leaf stalk position are generally considered as flavor/modifier grades
that rmpart a specific flavor contribution to the smoke with the desired degree of
irritation®.  On the other hand, the lower stalk position grades are normally
used as fillers that contribute much less to the flavor of the tobacco products.

Therefore, the ﬂbangeﬁ in tobacco grades from flavor graé% to filler grades
and wm versa a mmm impact an the flavor

The position of the leaf on the stalk can influence the chemical levels in
harvested tobacco leaves ma% will wantua&y affect the levels of chemical

constitutes in e smoke®. Itis possib Mmmanmmmdwﬁua
mbscmgraaescarthmeﬁacEmﬁﬁH@m nposition and yield of a

tobacco product. However, as discussed in section 2.2 of this review, the
HPHC composition and yields resulting from the tobacco grade modification
does not seem to be significant. Therefore, the changes in individual tobacco
grades do not appear to raise different questions of public health.

Ingredients other than Tobacco

The applicant stated that all non-fobacco ingredients and materials are identical

in'the new and predicate products, except for the menthol cigarette

gmw; i@g wrap, and tipping paper. Cigarette paper was changed from non-
FSC to FSC Tipping paper was changed from rforated

® Phil Fisher, Tobacco Production, Chemistry and Technology, Chapter 11A, 1989,
. ® A Report of the Surgeon General, How Tobacco Smoke Causes Disease, Chapter 3, P78, 2010,
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2™ Cycle Chemistry Review of SE Reports Submitted by
Lorillard Tobacco Company for Conventional Filtered Cigarettes

rovided information on the grades of the ingredients used in the
; which are either grade or U.8.P. grade. The applicant

appl
cmwsisimﬁm& what we know & :
 in the ﬁﬁ&rdﬁMQppeartﬁﬂm :
products and the identity and quantities of all ingredi
included in the SE Report, the ingredients and additives do not raise different
public health. This portion of the applicant's response is
acceptable.

pr pondi p t rais
egtzestnmw ‘about public health. This portion of the agphcant‘& response is
acceptable.

Overall, there are no differences in the grades of tobacco and non-tobacco
ingredients between the predicate product and corresponding new product that
would raise different questions in public health.

Your SE reports provide TNCO data for the predicate and new products.
However, your SE reports lack information necessary to fully evaluate the data.
Provide the following information about HPHC testing so that we can fully
evaluate the differences in HPHC quantities in the two products:

a. Testing laboratory or laboratories

b. Length of time between date(s) of manufacture and date(s) of
testing

¢. Storage conditions prior to initiating testing

In addition, provide full test data (including test protocols, any deviations from
test protocols, quantitative acceptance {pass/fail) criteria, and complete data
sets) for all testing performed.

Page 7 of 12
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examined and appears fo be Wrxaﬁe The testing laboratories that were
: CO and HPHC data are accredited as satisfying
ith a scope that includes all of the

- analysis in the submission(s). The data
provided by the appis::ani are discussed in section 2.2 of this review.

2.2. REQUESTED INFORMATION

This section of the review includes the chemistry information requested® in the A/l
fetter that FDA sent on October 26, 2012, as well as an evaluation of the

submitied information.

pr a% and new gmdmts withauz infmnatm on the amounts s:zfa
givan RPHC: prwuced under baﬁa intense and non-intense s:mﬂﬂiagxsﬁ HPHC

aaf:.h pmﬁmﬁt Submit test
‘regimen, providing full
test data {including test protocols, deviations from test protocols, quantitative
acceptance (pass/ail) criteria, complete data sets, and summaries of the

resuits) for all testing performed.

Note that the numbering of requested information in this review aligns to that in the Al letters.

L e
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2™ Cycle Chemistry Review of SE Reports Submitted by
Lorillard Tobacco Company for Conventional Filtered Cigareties

The applicant provided TNCO data for the new and m@&mﬂdmg predicate
products in both SE Reports, in response to the deficiency in the A/l letter. The
geﬁmncg in the A/l letter is limited to TNCO and does not include other HP%%(‘;&
ecause
The differences between the new and
ding pr  producis (i.e., addition of FSC paper and removal of
menthol) do not pose any unique public health concerns that would require
itional HPHC data.

is review. This portion of the
apphean%’s r@spnm is amamabt& The HPHC data, including TNCO, provided
by the applicant is examined and discu
HPHC Data for SE0003730
dix 1 of this review summarizes the HPHC and smoke pH data

HPHC Data for SE0003731

Appendix 2 summarizes the HPHC and smoke pH data for the predicate
product and corresponding new product (Newport Non-Menthol Gold Box

Page 9 of 12
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2™ Cycle Chemistry Review of SE Reports Submitted by
Lorillard Tobaceo Company for Conventional Filtered Cigarettes

yields predicate and new w@ﬂum& for SE0003731 that
mmd raise different questions of public health.

3. CONCLUSIONS AND RECOMMENDATIONS

The following SE Reports contains sufficient detail to make a final determination of
substantial equivalence:

1. Newport Non-Menthol Gold Box 100s (SE0003730)
2. Newport Non-Mentho! Gold Box (SE0003731)

In terms of product chemistry, the new and corresponding predicate products for
both SE Reports are substantially equivalent. The compositions of the new and
mm;:mdmg predi roducts are nearly identical with the exception of the

i use of a FSC papet in the new products and the
between the Newport Non-Menthol Gold Box 100s
{5&’2@&(}3}'3&} and its pmﬁmta product. These differences do not appear to have
any significant adverse impact on the smoke compositions and/or yields of the new
products based on the TNCO data provided by the applicant. Overall, the chemistry
review concludes that there are m a&gnﬁ%ar}% ﬁ ferences in the iém or quantities
of ingredients and additives between the predicate and new products that would lead
the new product to raise different qmﬁm crf public health. f a&n@f disciplines also
find these products to be substantially equivalent, FDA should issue Substantial
Equivalence orders allowing marketing of each of these new products.

it is also recommended that the toxicology reviewer evaluate the HPHC data
voluntarily submitted for SE0003730 to determine the relative risk of the new and
predicate products.

4. APPENDIXES

Page 100of 12
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Lorillard Tobacco Company for Conventional Filtered Cigarettes
Appendix 1. Comparison of HPHCs (SE0003730)
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1. SUBMISSION INFORMATION

SIN#:
Submission Type:
Submission Receipt Date:

New Tobacce Product Name:
New Tobacce Category Type:

New Tobaceo Product Code:

Sobmitter’s Name;
Company’s Name (if different):
Contact Enformation:

SE0003730
905(3) Regular Report
10/1372011

Newport Non-Menthol Gold Box 100s
X Cigarette [ Smokeless Tobacco
[ TRYO Tobacco 1 Cigarette Tobacco

Lorillard Inc,

Neil L. Wilcox, DVM, MPH

Senior Vice President & Chief Compliance Officer
714 Green Valley Road

Greensboro, NC 27408

{336) 335-7656

(336) 335-7752 (fax)

nwilcox@lortobco.com

2. DETERMINATION

% Tobaceo product is in compliance with applicable provisions of the FD&C Act.
Tobacco product is not in compliance with applicable provisions of the FD&C Act.

Page 1 of 3




OCE/EMG Compliance with the Act Review Memo STN: SE0003730

3. SIGN-OFF

Compliance Reviewer: Dan-My Chu

Team Leader; Christine M. Smith

Signature
Date: -
Signature

Group Leader: Joanna Weitershausen

Based on a review of the information provided, the Office of Compliance and Enforcement has
determined that the firm is in compliance with section 919 (user fees) of the FD&C Act and the
brandname Newport Non-Menthol Gold Box 100s is in compliance with applicable provisions of the

S ( 2/¢ /rs

Date

Director, Office of Compliance and Enforcement
Center for Tobacco Products

page 2 of 3



OCE/EMG Compliance with the Act Review Memo STN: SE0003730

4. REVIEW OF PROVISIONS

The new tobacco product must comply with all applicable statutory and regulatory requirements. To
determine whether or not the new tobacco product is in compliance with the FD & C Act, a review of
the provisions below was conducted. Sections 903, 907 and 911 were evaluated by examining the
brand name of the tobacco product only. Section 919 was assessed by a review of CTP’s User Fee
arrears listing. Tobacco product packaging, advertising, labeling or warning plan (if submitted) were
not reviewed.

903(ax (1) : The name of the new tobacco product is not false or misleading.
[JNo
CIwa

907(a)(1)}(A) Yes The name of the new tobacco product does not contain a
[ 1 No characterizing flavor.
Cwa

S1I(bY2HA)G) X Yes The name of the new tobacco product does not purport to have
[INo lower risk, less harm, that there ts a reduced level or reduced
CIN/A exposure of or 10 a substance, or that the product or its smoke does

not contain or is free of a substance.

911(b)(2)(A)(ii) B Yes The name of the new tobacco product does not include the
[ INo descriptors “Light,” “Low,” or “Mild” or similar descriptors.
LI N/A

919 >4 Yes The firm was not found on CTP’s arrears list dated January 7, 2013.
[TNo
CIna

page 3 of 3



1. SUBMISSION INFORMATION
STN #:
Submission Type:
Submission Receipt Date:

Tobacco Product Name:

Tobacco Category Type:

Tobacco Product Code;

Submitter’s Name:
Company’s Mame (f different):
Contact Information:

GF1200010
GF Submission
05/04/2012

Newport Lights Menthol Gold Box 100s (also referred to
as 2007 Newport Lights Menthol 100 Hard Box)
Cigarette ["] Smokeless Tobacco

I RYO Tobacco [] Cigarette Tobacco

[ ] Other:

Lorillard, Inc,

Neil L. Wilcox, DVM, MPH

Senior Vice President & Chief Compliance Officer
714 Green Valiey Road

Greensboro, NC 27408

(336) 335-7656

(225)335-7752 (fax)

nwilcox@lortobco.com

2. OCE RECOMMENDATION

GF Status:

Predicate Eligibility:

X1 Established Grandfathered Status
[] Cannot Establish Grandfathered Status

Tobacco product is predicate eligible
[ Tobacco product is not predicate eligible

NOTE: This determination was not based on a review of the characteristics of the tobacco product.




OCE Grandfathered Product Review Memo STN: GF1200010

3. SIGN-OFF

Compliance Reviewer: John Torcivia

Team Leader: Paul Perdue, hr.
Comments:

Group Leader: Joanna Weitershausen
Comments:

Senior Regulatory Counsel: Emil Wang
Comments:

Based on a review of the information provided, the Office of Compliance and Enforcement has
determined that Newport Lights Menthol Gold Box 100s was commercially marketed as of February 15,
2007 and is eligible to serve as a predicate product in a report under section 905()) of the FD&C Act.

Ann Simoneau, J.D./
Director, Office of Compliance and Enforcement
Center for Tobacco Products

page 2 0of 4



OCE Grandfathered Product Review Memo

4 TOBACCO PRODUCT INFQRMATION

The cigarette is lit by the consumcr and smoked

STN: GF1200010

5. REGULATED TOBACCO PRODUCT DETERMINATION

1. Is the product made or derived from tobacco that is
intended for human consumption, including any
component, part, or accessory of a tobacco product
(except for raw materials other than tobacco used in
manufacturing a component, part, or accessory of a

article or product regulated under the Act?
(FD&C Act § 201(rrY4)

tobacco product)?
(FD&C Act § 20(rr)(1))
2. Isthe product a drug, device, or combination product? X
(FD&C Act § 201(rr}(2))
3. Is the product marketed in combination with any other X

4, Isthe product currently regulated under Chapter 1X? If
“yes,” specify the tobacco product category.
(FD&C Act § 901(b))

Tobacco product meets
the definition of
“cigarette” under the Act.

response to Questions 1 and 4 and “No” response to
Questions 2 and 3.).

Does CTP currently regulate this tobacco product? (*Yes”

Cigarette

6. GF EVIDENCE REVIEW
Evidence Damonstratm Commercial Marketm

1.C | Bill of Lading 2/12/2007 | Bill of Lading #4500028511, Page 1‘ NPTLTM
100 BX (12M); UPC#00639 Material#1000094

as‘uf Februa 15 2(}07

2.C Bill of Lading 2/16/2007 | Bill of Lading #4500028613, Page 1; NPT LTM
100 BX (12M); UPC#00639 Material#1000094

Other Evidence Submitted

[ ] In test market
(Not Predicate Eligible)

D Statement 314f2012 Not in test market ““We heﬁ:hy confirm that
(Predicate Eligible) Newport Lights Menthol Gold

Box 100s was not in a test market
as of February 15, 2007. At that
time, the product was sold
nationally.” — Neil Wilcox,
Senior Vice President & CCO
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OCE Grandfathered Product Review Memo

8. CORRESPONDENCE

5/3/2012 Dan-My Chu (CTP,

STN: GF1200010

Email summary of information requested for

QOCE, EMQG) grandfathered application.

B 5372012 Patricia Kovacevic Email acknowledgement of Tab A
(Lorillard) correspondence

C 5/4/2012 Patricia Kovacevic Email requested for grandfathered review for
{Lorillard) Newport Lights Menthol Gold Box 100s. Email

contained (1) cover letter dated 5/4/2012 from
Neil Wilcox, (2) evidence for commercial
marketing of grandfathered products, and (3)
statement product was not in test market as of
February 15, 2007,
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1. SUBMISSION INFORMATION
STN #:

Submission Type:
Submission Receipt Date:

Predicate Name:

Predicate Category Type:

Predicate Product Code:

New Tobacco Product Name:
New Tobacco Category Type:

New Tobacco Product Code:
Submitter’s Name:

Company’s Name (if different):
Contact Information:

Related Submissions

2. OCE RECOMMENDATION

SE0003730
D 905(j) Report []1905(j) Exemption
October 13, 2011

Newport Lights Menthol Gold Box 100s (also
referred to as 2007 Newport Light Menthol 100 Hard

Box)
X Cigarette [] Smokeless Tobacco

[ 1RYO Tobacco [ ] Cigarette Tobacco

Newport Non-Menthol Gold Box 100s

X Cigarette ] Smokeless Tobacco
] RYO Tobacco [] Cigarette Tobacco

I—l Other:

Lorillard Inc.

Neil L. Wilcox, DVM, MPH

Senior Vice President & Chief Compliance Officer
714 Green Valley Road

Greensboro, NC 27408

(336) 335-7656

(225) 335-7752 (fax)

nwilcox@lortobco.com

GF Determination for GF1200010

Record.

Record.

tobacco product.

GF Status 2007 Newport Light Menthol 100 Hard Box:
X] Established Grandfathered Status as per GF1200010. Please see iTRAC for Admin Record.

[[] Grandfathered Status was denied as per [STN]. Please see iTRAC for Admin Record.
Predicate Eligibility 2007 Newport Light Menthol 100 Hard Box:
X Tobacco product is predicate eligible as per GF1200010. Please see iTRAC for Admin

[] Tobacco product is not predicate eligible as per [STN]. Please see iTRAC for Admin

NOTE: The original GF determination was not made based on a review of the characteristics of the

page 1 of 2




OCE 905(j) Consult Memo: GF Review STN# SEG003730

3. SIGN-OFF
Compliance Reviewer: Dan-My Chu
Comments:

905(j) Coordinator: Dina Raafw
Comments:

Team Leader: Paul Perdue, Jr.
or
Group Leader: Joanna Weitershausen

Based on a review of the information provided, the Office of Compliance and Enforcement has determined that
2007 Newport Light Menthol 100 Hard Box was commercially marketed as of February 15, 2007 and is eligible
to serve as a predicate product in a report under section 905(j) of the FD&C Act.

imoneat, J.D. 7 Date”
Direetor, Office of Compliance and Enforcement
Center for Tobaceo Products
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DEPARTMENT OF HEALTH & HUMAN SERVICES Food and Drug Administration
Center for Tobacco Products
m ni Science

Suhmmed by Lanlﬁarci Tobacco Company for
Conventional Filtered Cigarettes

Applicant | Lorillard Tobacco Company
_Status | m&ﬁiﬁr

Team Leader: Sabina Reilly

Concur
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2™ Cycle Engineering Review of SE Reports Submitted by
Lorillard Tobacco Company For Conventional Filtered Cigarettes
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g Review of SE Reports Submitted by
Lorillard Tobacco Company For Conventional Filtered Cigarelles

1. BACKGROUND

1.1, PREDICATE INFORMATION
The applicant has submitted the following predicate products:

Table 1. Predicate Products

Py . “Mﬂm' it bl :
" Product ID | Mmmmﬁ?m {i}?glwzoa

Both of the predicate products are Conventional Filtered Cigarettes. The
applicant claims they are grandfathered products. CTP's Office of Compliance
and Eﬁfmmm {OCE) has determined that the predicate products (i.e., those
called gra sred products by the applicant) are grandfathered praém::ts The
applicant stated that the predicate products are no longer on the market.

1.2. BASIS FOR SUBSTANTIAL EQUIVALENCE CLAIM

The applicant claims that the pfﬁdfcai& products and corresponding new
products have the same ¢ha aristics (sec. 910(a)(3)AX)).

1.3. REGULATORY ACTIVITY RELATED TO THIS REVIEW

On October 21, 2011, the applicant submitted the two original SE Reporis listed
in Table 2 of this review. The applicant was sent an administrative advice and
information (A/l) request letters for these SE Reports. In response, the applicant
submitted amendments to the original SE Rapmis {m Table 2 of this review).
Following our review of the original and amended SE Reports, another scientific
A/l letter was sent 1o the applicant dated October 26, 2012 citing specific
deficiencies to be addressed. The applicant responded to the Scientific A/l
letters by amending their SE Reports (see Table 2 of this review). On February
1, 2013, additional clarifications were requested through a teleconference with
the applicant. The applicant responded on February 08, 2013, with amendments
that were not assigned STNs prior to finalizing this review.

! This is predicate product name provided in SE0004148 (response to administrative Al letter).
SE0003731 stated predicate product name as “2007 Newport Lt M 100 Hard Box " It is assumed that the
?f@me products identified i SE0003731 and SE0D04149 are the same product.

This is predicate praduct name provided in SE0004148 (response to adminisirative Al letter).
SE00037231 stated predicate product name as "2007 Newport Lt M 80 Hard Box." It is assumed that the
predicate products identified in SE0003731 and SED004148 are the same product.

Page 3 of 13
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2™ Cycle Engineering Review of SE Reports Submitted by
Lorillard Tobacce Company For Conventional Filtered Cigarettes

Table 2. SE Reports Considered in this Review®

SE0003730

Newport Non-Menthol Gold Box | SE0003731

SE0007186

14. SCOPE OF REVIEW

This review is the 2™ cycle review of the engineering issues identified in
'SE&&&&?S{E and SED003731. This review focuses on the deficiencies identified
in the scientific A/l letter dated Oclober 26, 2012, and the amendments to
SE0005253, SE0005305, SEO0D7185, and SE0007186 (bolded in Table 2 of this
review).

2. EVALUATION OF SUBMISSION
21. REQUIRED INFORMATION

This &e@ﬁmn of the review includes the engineering deficiencies {raqmrecs
information)® identified in the A/l letter dated October 26, 2012. This review

addresses those engineering deficiencies and any other engineering issues
identified in the amendments SE0005253, &Emw& SEQ007185, and
SE0007186.

3 The amendments submitted in response to our scientific A/l letters are shown in bold.

* Note that the numbering of deficiencies in this review aligns to that in the Al letter. Also, note
that the deficiencies addressed in this review are those identified in the October 10, 2012
enginesring reviews.

Page 4of13
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2™ Cycle Engineering Review of SE Reports Submitted by
Lorillard Tobacco Company For Conventional Filttered Cigarettes

Deficiency No. 4

Your SE [Rleport includes design features in the predicate and new products.
However, your SE [R]eport does not provide sufficient detail on product
design to fully identify the predicate and new produicts. Provide a
comprehensive description of the predicate and new products including, but
not limited to, the following:

a. Schematics of the complete product;

b. Schematics of(sub) components of the product, identify and quantitate
the portions of the papers and/or components to which the porosity
values apply;

Cigarette nominal diameter (mm);
Cigarette burn rate(s);

Cigarette puff count;

‘@mm* length (mm);
Filter de {mgfm;}

[ co rod ;:a::kmg density,
Tobacco filler weight (mg).

Tobacco filler cut width {cutsfin);

Filter resistance to draw/pressure drop (mm H20);

. Open cigarette resistance to draw/pressure drop (mm H20);

Units of measure for all specifications; and

Porosity for both banded and non-banded sections of FSC ("LIP")

paper (CU).

Provide clear identification of the changed elements, such as FSC compliant
paper, and explain whether these changes raise new questions of public
health. if the design is identical for the new products and respective predicate
products, provide the information for the new products and a statement that
the design is identical for the predicate products.

Evaluation

The applicant has adequately addressed this deficiency. The applicant, as
shown in Table 3 of this wv%ew gﬁfnwﬂw d%&ﬂﬁ parameters (specifications)

FAITFTCOREN AP

P ;
changecé eiamm and schematics of the new and preétwﬁa pmﬂuds

As shown in Table 3 of this review, ﬁ*za dm‘arenaes in %s@n”parameism

Page 5 of 13
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2™ Cycle Engineering Review of SE Reports Submitted by
Lorillard Tobacco ﬁampany For Conventional Filtered Cigarettes

4) The decrease in the open cigarette draw resistance was
ed due to the increased ventilation in the new products. The pressure
drop across the filter shows some increase. The differences do not raise
different questions of public health.

However, we identified a few discrepancies in SEQ005305 (amendment to
SE0003731) and SE0005253 (amendment to SE0003730). CTP
communicated the findings to the applicant on February 1, 2013. The
applicant submitted amendments SE0D07 186 and SE0007 185 to address the
discrepancies as summarized below:

SE0005305 (amendment fo SE0003731):

Discrepancy #1; ’%’m “Tobacco rod packing density” from “Table 4a:
Parameter Comparison” (p 00027} appears to be incorrect, since the
density as calculated by CTP staff differs from that provided in the
amendment.

Applicant Response: Lotiilard submitied amended Table 4a with revised
“Tobacco Rod Packing Density” values to correct “a calculation error” in
SE0005305.

Discrepancy #2. The “Filter resistance fo draw/pressure drop (mm H,0)"
from “Table 4a: Parameter Comparison” (p 00028) appear to contain a
typographic error, since two decimal points are included in the value
provided for the drawlpressure drop in Table 4a.

Applicant Response; Lorillard submitted amended Table 4a with a rawsed
“Filter Tip Pressure Drop (Measured During Smoke Analysis)” va
gorrect “a typographical error” in SEOD05305.

pancy #3. “Figure 4a: Subject Schematics - Product and Sub-

Gmmm&s {p ﬂﬂm} W fwo LIP paper spacing designs for the new
band widm and the amﬁaf‘ has

... . - - - = .. =

Applicant Response: Lorillard submitted amended Table 4a with revised
“Cigarette Paper LIP Band Width and Band Spacing” values to reflect the
two types of FSC cigarette paper for the new product of SE0003731. The
amended Table 4a appears to be consistent with Figure 4a.

Page 8 of 13
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2™ Cycle Engineering Review of SE Reports Submitted by
Loriltard Tobacco Company For Conventional Filtered Cigarettes

253 (amendment to SE0003730):

Discrepancy #4: “Figure 4a: Subject Schematics - Product and Sub-
G‘amnanm (p 99934 shows two LIP
orod ) band width, and the other has

¢ is not consistent
| design, but notan

Applicant Response: Lorillard submitted amended Table 4a with revised
“Cigarette Paper LIP Band Width and Band Spacing” values to refiect the
two types of FSC cigarette paper for the new product of SE0003730. The
amended Table 4a appears to be consistent with Figure 4a.

Discrepancy #5: “Figure 4c: Predicate Schematics -Product and Sub-
Components” (p 00037), shows two LIP paper spacing designs for the

predicate product. However, elsewhere in the SE Repaﬁ you state that
predicate product uses non-LIP cigarette paper.

Applicant Response: Lorillard submitted new Figure 4c showing non-LIP
cigarette paper to replace the original figure that had been included as a
duplicate of Figure 4a in SE00052563 “in error.”

After evaluating the aforementioned amendments, this reviewer determined
that the applmant adequately addressed discrepancies 1-5 listed formerly
identified in Deficiency No. 4 of this review.

Page 7 of 13
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[2™ Cycle] Engineering Review of SE Reports Submitted by
Lorillard Tobacco Company For Conventional Filtered Cigarettes

Your SE [R]eport provides values for some design features (e.g., porosity). In
order o assess these values, additional information about product design
testing and correlation studies is requested. Provide full test data (including
test protocols, quantitative acceptance (pass/ail) criteria, data sets, inherent
report data {i.e. sampling report) and a summary of the results) for all testing
performed, or supplied by the manufacturer or supplier.

Evaluation

The applicant has adequately addressed this deficiency. The applicant
provided product design testing information for both SE Reports.

The applicant supplies full test daia and/or summaries for many of the design
features listed in “Table 4a P: sr Comparison” of the amendments and
described in Table 3 of this review. Table 5a of the SE Reports titled “Subject
and Predicate Component Comparison” provides additional information for
some design features. The applicant provided calculated values or explained
when data and summaries where unavailable for a design feature.

For amendment SE0005253 design features, the full data and summaries are
provided primarily in appendixes 3k (summaries), 31 (full data), 3s (summary)
and 3t (full data). For amendment SE0005305 design features, the full data
and summaries are provided primarily in appendixes 3k (summaries), 31 {full
data), 3p (summary) and 3q (full data).

For the amendments to both SE Reports, some full data, such as puff count,
ted in ihe smoke study Wﬁﬁ xes. F‘ax the amendments to both SE

Animportant aspect of the review involves ensuring that design parameter
data is accurate. However, when reviewing the amendments, we identified a
few discrepancies that need clarification. For both SE Reports, the data in
Table 4a, Appendix 31, and Appendix 3k do not appear to be consistent with
each other.

Page 8 of 13
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[2™ Cycle] Engineering Review of SE Reports Submitted by
Lorillard Tobacco Company For Conventional Filtered Cigarettes

For the amendments to both SE Reports, Appendix 3k contains tables that
summarize the new product data from Appendix 31. Table 4a. appears to be
the compiled data from the summary tables of Appendix 3k (See Figure 1 of
this review).

Table 4a. (Design Parameters)

Appendix 3k (Summary Tables)

Appendix 31 {New Product Test Data)
Figure 1: Data Flow

’Ihe mgarette mﬁght and eihm daia in Appendix 3k ﬁid not @arreiata with data
ided i 4a : ‘

Accuracy of the design parameter data Is integral to identification and .
evaluation of the new and predicate products. The data and summaries help
verify the accuracy and determine if the design difference raise different
questions of public heaith.

Therefore, a conference call was held on February 1, 2013, between the
applicant and CTP staff to communicate the discre s of Deficiency No.
5, identified in this review, to the applicant. On Fabmary 8, 2013, the

appimﬁt submitted an amendment to address the dim‘epansm (SEOD07185
and SEDDOT1886).

For both SE Reports, the applicant subm%ﬁ corractions for the following:
1. “Table 4a: Parameter Comparison..;"
2. Appendix 3k summary tables;
3. Appendix 31 individual sample data.

The a@phr:a corrected a number of values in Table 4a. This resulted in the

e " The differences between values are considered
minor and do not raise different questions of public health.

Page 10 0f 13
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y For Conventional Filtered Cigarettes

After reviewing the amendment, this reviewer determined that the applicant
adequately addressed the discrepancies formerly identified in Deficiency No.
5 of this review.

Your SE [Rleport includes specifications describing the ventilation of the new
‘and predicate product(s). Your SE [Rleport states that the increased
ventilation is required to "maintain TNCO values” that otherwise change with
ihfe use Q‘f FSC paper technology. However, it appears that the increased

“supporting and clarifying the need for the '? 5 ) ventilation at
the levels specified.

Evaluation

The applicant has adequately addressed this deficiency. The applicant states
that the ventilation changes were necessitated by the change to FSC paperin
the new pmﬁucﬁ from the mw&n@nmf m~F$§G papet‘ of the predicate

In the amendment to SE0003730, the applicant stated that the

design process was performed for (Newport MwM &oki Bm:
d&stgn pmduﬁi mearﬁy identical to the new produ

mm values are bemean
when compared fo the predicate product. These difféerences do not raise
different questions of public health and support the apﬁﬁgants claim.

In the amendment to SE0003731, the applicant stated that the same type of
i (bY@ process described earlier was performed for (Newport Menthot Gold

Page 110of 13
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[2"™ Cycle] Engineering Review of SE Reports Submitted by
Lorillard Tobacco Company For Conventional Filtered Cigarettes

Box), a c&essgn product nearly identical to the new product. The applicant
TNCO results for the new product

These differences do not raise

Your SE report includes packaging schematics. However, packaging
rmmmnﬁ Eﬁ the schematics and p&&i@gmg mat&na& wesﬁlm included. In

: i rm&ashed Pr 1otal
(colored) of packam' for the ptwmte amf new pmduciﬁ that includes
dimensio agir

the new ;rraduats amﬁ a statement that tﬁ@ information is zdenfmal inrfhe
predicate products. ?rwm a complete list of all mmgnmants of packaging
(film, foil, tear tape, blanks, inks, adhesives, efc.}, provide side-by-side
comparison of the packaging identifying each change.

Th@ applicant has adeguﬁ{aiy addressed this de? iciency. For both the m

2.2. REQUESTED INFORMATION

This section of the review includes the engineering information requested® in the
Al letter that FDA dated October 26, 2012. This review addresses those
engineering request and any other issues related to engineering identified in the
amendments SE0005253, SE0005305, SE0007 185, and SE0007186.

e

s Note that the numbering of requested information in this review aligns to that in the Scientific
Al letter. Also, note that the issues addressed in this review are those identified in the
October 10, 2012 engineering reviews.

;f;
-
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Lorillard ‘?nbam Gmpany F’or Conventional Filtered Cigareites
uest No. 9

Your SE [R]eport does not include any information about shelf life for the
predicate or new products. Additional information about shelf life is needed to
understand specifically how the shelf life is determined for the predicate and
new products. Provide detailed shelf life testing including test protocols,
quantitative acceptance criteria and a summary of results for all shelf life
testing performed. Additionally, provide a description of how the shelf life is
indicated on the products. If the shelf life testing s identical for the predicate

3. CONCLUSIONS AND RECOMMENDATIONS

The foliowing SE Reports contains sufficient detail to make a final determination of
substantial equivalence:

1. Newport Non-Mentho!l Gold Box 100s (SE0003730)
2. Newport Non-Menthol Gold Box (SE0003731)

In terms of product design, the new and mmsmnﬁmg predicate products are
subs&am;aﬂy equivalent. The primary difference in product design between the new

srresponding predicate products is use of fire standard compliant (FSC) paper
in the new prﬂdﬁcts With this design difference, other desi ters were
modified in the new product to provide compara
mainstream smoke in the new and predicate products. The éﬁstgn of the new
products compared to the corresponding predicate products does not raise different
questions of public health, If other disciplines also find these products to be
substantially equivalent, FDA should issue Substantial Equivalence orders allowing
marketing of each of these new products.

Page 13 of 13



Environmental Assessment for Market
Authorization of “Newport Non-Menthol
Gold Box 100s” Found Substantially
Equivalent to “2007 Newport Lights
Menthol 100 Hard Box”

¥

Prepared by Center for Tobacco Products
US Food and Drug Administration
June 4, 2013




This environmental assessment (EA} is for “Newport Non-Mentho! Gold Box 100s,” which is the subject
of the original SE report SEOBD3730. This report was amended with additional submissions and
comrmunications numbered SE00D4148, SEODOSIS3, SEDDO7185, SEON07199, and TCO000337.
information present in the EA is based on the submissions, unless noted or referenced otherwise. This
£A has been prepared in accordance with 21 CFR 25.40 as part of a submission under section 905(j} of
the Federal Food, Drug, and Cosmetic Act (FDEC Act).

1. Name of Applicant: Lorillard Tobacco Company

2. Address: ﬁ‘i& Green Valley Rd, Greenshoro, NC 27408
3. Manufacturer: Lorillard Tobacco Company

4. Description of the Proposed Action:

The proposed action Is 1o Issue a market authorization under section 910(a){2) of the FD&C Act for the
introduction of a new product, “Newport Non-Menthol Gold Bux 100s,” into interstate commerce. The
Agency has found the new product to be “Substantially Equivalent” to a product that was on the market
as of February 15, 2007 {"grandfathered product”), the “2007 Newport Lights Menthol 100 Hard Box”.
Additionally, based on SEOD03730 and SE0004149, Lorillard claims that the new product is “essentially

3 U except for the elimination of
menthol in the tiew product. e

Identification of the new tobucco product that is the subject of the proposed sction:
Type of Tobacoo Product: Cigarette

Trade name of the new product: Newport Non-Menthal Gold Box 100s
Brand name: Newport

Subbrand {brand variant): Non-Mentho! Gold

Size: 100 mm cigarette length {rod+ filter).

Format; Hard boxpack

Cuantity: 20 dgarettes in each pack, 10 packs percarton

UBC Number: 0-26100-00572-1

FOA-assigned TP number: TR-D004208

Grandfathered Product: 2007 Newport Lights Menthol 200 Hard Box

Requested action: Anorder finding “Newport Non-Menthol Gold Box 100s” substantially equivalent to a
predicate tobacco praduct, “2007 Newport Lights Menthol 100 Hard Box.”

Need for action: Lorillard wishes to introduce into commercial marketing the new tobacco product
"Newpart Non-Menthol Gold Box 100s,” which Is substantially equivalent to the "2007 Newport Lights
Menthol 100 Hard Box”.



anufocture: The tobacco product will be manufactured at Lorillard Tobacco Company's
facility in North Cfamilﬁa, USA. ‘Based on EPA's Toxics Release Inventory {TRI) Program, Lovitlard’s North
Carofina facility is at 2525 E Market St Greensboro, NC 27401

Location of use: The tobacco product will be distributed and sold nationally to consumers for use as a
cigarette. Based on the National Adult Tobacco Survey,” the distribution of cigarette users is similar to
the population distribution in the US,

Location of disposal: The used cigarettes will be disposed of in the same manner as are other marketed
cigarettes through deposit inmunicipal solid waste landfills or as litter. The distribution of waste from
disposal should correspond to the pattern of product use {i.e. match the population distribution in the
us).

Muodification identified as compored to the grandfothered product and o product currently on the
maerket: The modification of the grandfathered product to create the new gmﬁm involves 8 switch to
Fire Standards Compliant ("FSC") papers and the removal of menthol. M

in materials used are in the confidential Appendix attached to the EA,

Using Eysfemﬂm provided in

The difference &ﬁim%ﬂ the new product and
the currently marketed pmdm principally involves removal of menthol. Differences in materials used
are described in the confidential Appendix attached to the EA,

Lorillard states that, "they use industry standard boxes, cartons, and cases to package its products. Each
pack of cigarettes consists of twenty mgamtes wrapped in foil. The box is then constructed around the
foil-wrapped cigarettes. A paperboard inner frame is added during the box {:ﬁmtmm toaidin
structural support. The finisbed box is then wrapped with film with tear tape added to aid in the
removal of the film to access the product. Ten finished packs are then inserted into a carton container,
The carton containers are then inserted into a corrugated case for transportation.” The packaging
materials used are common in the industry.  Based on Lorillard’s statement it appears there are no
changes in packaging materials between the grandfathered or provisional products and the new
product.

5. Environmental introduction due to the Proposed Actions

JoesTRIS mmmm 2;&;2&13} Tr

‘ King B, Db, S50, aod Tennm, Whd, 2040 "Cotverd Tolooo Use Arpnng Adulty I the United Sty
Piadices Frony the Mational Adult Tobaco Survey,” Amercan Jogrmal of Public Health,

sy



1) Environmentol introduction as o result of monufacture

Existing condition- in 2007, US tobacco manufacturers produced 468 3 billion cigarettes and
exported 102 billion.' Seventy-three tobacco production establishments are registered as
manufacturing facilities under section 905 of the FDRC Act. Most of these establishments are located in
the Southeastern region of the United States, with several in the Northeastern region, and a few in the
remaining regions of the US. There are a total of thirty-eight manufacturing establishments in Florida,
North Carolina, Tennessee, and Virginia registered under section 905 of the FD&C Act.' Based on the
analysis done using EPA’s TRI program, ® in 2011, US tobaceo manufacturers released 467,000 pounds of
ammonia and 252,000 pounds of nicotine and salts to the air;® 46,000 pounds of ammonia to the land’;
200 pounds of ammonia and 300 pounds of nicotine and salts to the water;® 32,533 pounds of ammonia
and 402,644 pounds of nicotine and salts transferred to Publicly Owned Treatment Works {(POTWs) or
an off-site location.”

Based on Lorillard’s 2011 annual report, Lorillard’s Greensboro, North Caralina manufacturing plant has
a production capacity of approximately 50 billion cigarettes per year, ¥ 1n2011, based on TR reports
Lorillard submitted to EPA, Lorillard release

2 Tﬁbamx ﬁaﬁmﬁeﬁ a&z&a{mm 24, 2&?1 E!%%‘mnic: &;}ﬂaaiﬁ asa;wrt: fmm the Economic Research Semi@m

* The estimation is done by using the Toxics Release Inventory (TRI), a dataset (hittp://www epa gov/tri/) compiled
by the U.S. Environmental Protection Agency (EPA). This database allows users to mtrfm infamaﬁnn on toxic
chemicals handled by many facilities across the US, Including details on quantities of chemicals managed through
disposal or viher releass, myairm energy recovery of treatment, Data associated with the tobaceo
manufacturing industry Is retrieved by using North American Industry O cation Sustem {NAIDS) codes

beginning with 3122, Motall tmtk: release data of tobaceo manulacturesare im:iudeﬁ inthe database. The
database includes information from any facility that {1} fells within & TRIreportable industry sector or is federally-
owned oroperated: (2] has 10 oy more full-time [oF eguivalent] emplovess; and (2} manufactures, processes or
aﬁwwise uses iM?ﬁui a TREM&& ciwnﬁa:ai

i an armount above the TRI

* bt e dodliard corsispsontent/opleads 201 208 o riliard AR Fioal TorWEB gt (Acessed o 21/2043




R T i ssult anufacture- Waste generated as a result of manufacture of
the new smwiutt is smm aazw m he reieaséd o the environment, POTWSs, and fandfills in the same
manner as the other products in the same facility and in a similar manner to other tobacco produicts
manufactured in the US.

Lorillard states that, “Both the [2007 Newport Lights Menthol 100 Hard Box] and the new products
provide [virtually] the same blend of tobaccos, virtually the same additives, [virtually] the same
packaging materials, and physical characteristics that are either identical or functionally
indistinguishable, including characteristics such as cigarette length, cigarette paper weight, cigarette rod
length, finished tobacco blend weight, pack moisture, circumference, tipping paper width; plug wrap,
fitter tip length, tip pressure drop, and base paper weight.” The Agency has found the new product to
be substantially equivalent to the “2007 Newport Lights Mentho! 100 Hard Box” from a public heaith
point of s‘ziaw. Mﬁmw@ the new mﬁﬁﬂfﬁ:ﬁ: m a removal '

. 4), and an exchange of FCS
mr compared to "2007 %&W L&hﬁ mmiwi 100 Hard Box", @m@, the new product has a removal

compared to “Newport Menthol Gold Box 100s.” The?gfm%, no new
substances are anticipated to release into the environment as a result of manufacture of the new
product.

Based on information in the confidential Appendix attached to this EA, the new product Is anticipated to
compete, replace, or substitute with non-menthol cigarettes currently on the market. Therefore, the
introduction of the new product is not expected to significantly affect the current manufacturing waste
frors non-menthol cigarette production,

Furthermore, the projected market volume for the new product is fess than 1% of the total cigarettes
manufactured in the US based on infarmation from USDA’s tobacco manufacture outldok in 2007, the
most recent accurate manufacture information available. Therefore, the material mass anticipated to
be released into the environment as a result of manufacture due to the proposed action is negligible
compared to that of all cigarettes in the US.  Virtually no environmental introduction is anticipated to
exist due to the manufacturing of the new product.

Therefore, the environmental introduction as a result of manufacture due to the proposed action is
negiigible, if any.

2} Environmentol intrpduction as o result of use

%& - mf@m _. P forme pa
ﬁ"!’fzi&@am%:!mimskﬁi}s&ﬁ?mmmm 24, 3007, Blectrone Outlock Beport fron the Boongmic Bogearch Smvies,
USBA, Bitn fusda nan ragll sdufusda/curnent/ I8 TE80094, ot Acceiied ve /132018




Existing condition- Total cigarette use continued an 11-year downward trend with a 2.5 percent
decline from 2010 to 2011."° The Centers for Disease Control estimates that 292.7 billion cigarettes
were consumed in 2011,

When consuming (using] cigarettes, the users release environmental tobacco smoke {secondhand
smaoke} to the environment. Secondband smoke is classified as a Class A carcinogen by EPA, and EPA
identifies it as 2 cause of poorindonr air guality. 4 study enoutdoor secondhand tobacco smoke has
shown that during periods of active smoking, peak and average outdoor secondhand tobacco smoke
levels near smokers are equivalent 1o indoor secondhand 1obacno smoke concentrations levels,
However, outdoor secondhand tobacco smoke levels approached zero at distances greater than

approximately 2 meters from a single cigarette and dropped almuost instantly after smoking activity
ceased.

When gsing cigarettes, the users inhale the mam stream smoke and they alse miﬁazﬁ tamcm :;;;eﬂﬁc
mtmsaminas through excretion into the water. }“hfz changes

(the Agency has found the new pmduz.& o @a mbsiam«atﬁ« muwai&m tothe “Em? New;mrz L;ghts
Memhﬁi 10(3 Hard Bﬁ fmm @ public healt

o)

, §) compared to “Newport
M&mﬁal Gold 100s.” Therefore, no new substancesare anﬁﬂma’ieﬁ 1!::% bereleased into the enwvironment
&% 3 vesult of use of the new product,

" http:/fwww cdegay/media

12/p0B02 twobacco consumption.btrel {Accessed on 2/1/2013 )

¥ hetp:/ flarmpropress.co rv-decline-cigarette consumption-slows-2012-9-64691 (Accessed on 2/7/20133

1 Klepeis, NE, O, WR, & Switzer, P, Real-Time Measurenient of Dutdoor Tobacoo Sruke Barticles, Jourmpl of the
Bir & Woste Monopgeaeit Associntion, {2007} 52:5,522:534
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Based on information in the confidential Appendix attached to this EA, the new product is anticipated to
compete, replace, or substitute with non-menthol cigarettes currently on the market. Therefore, the

introduction of the new product is not expected to increase use of non-menthol cigarettes,

Furthermore, the projected market volume for the new product is less than 1% of the total cigarette
consumption in 2011 as noted. The smoke generated as a result of use is negligible compared to that of
total cigarettes anticipated in the US. Therefore, the material mass anticipated to be released into the
environment as a result of use is negligible compared to that of all cigarettes in the US.

Invsum, virtually no environmental introduction is anticipated to exist as a result of the use of the new
roduct due to the proposed action. Accordingly, the enviroranental introduction as & result of use is
negligible due to the proposed action, if any.

3} Introduction of cigarettes into the environment os o result of disposal ofter use by consumers

Existing condition- The existing environmental consequence resulting from disposal from-use of
cigarettes is discarded cigarette filters. Cigarette filters most commonly wmaiﬁ celiulose acetate” and
may persist under normal environmental conditions for 18 months to 10 years.”® As much as 766,571
metric tons of cigarette filters are discarded as litter worldwide per year. Discarded cigarette filters are
carried as runoff from streets to drains, to rivers, and ultimately to the ocean and its beachis and are
found to be the most collected item in beach clean-ups and litter surveys. ¥ Evidence has shown that
cigarette butts (smoked filter + tobacto} are the most prevalent items éimrﬁm& in urban areas onto
roads and streets™

Cigarette filters were found fo be a point source for metal contamination itter, based on 2 study
performed to assess the gradual release of multiple metals from the cigarette filters over a 34-day study
period”’ Studies on the ecotoxicity of discarded cigarette filters also have shown the potential existing
environmental consequence resulting from disposal of cigarette filters. The LGy, for leachate from

At of Health and Human Services. Reduding the health consequences of smoking: 25 years of
progress. A report of the Surgeon General, 1989, Rockville, Maryland: Public Health Service, Centers for Disease
Control, Office on Semoking and Health, 1589, {DHHS Publication No {CDC) 898411

* Ach A, Blodegradable plastics based on cellulose acetate. Jowrnal of Macromolecular Schence: Pure and Applied
Chemistry, {1993} A30:733-40,

" Senith, EA arid Novotny, TE., 2011, Whose butt I§ it? Tobacco industry research about smokers and tigarette butt
waste, Toboceo Control, 200 Sip.1)H2-18.

* Pepariment for the Environment, Food and Rural Affairs of UK. Preventing cigarette itter In Enpland: puldelines
for local authorities DEFRA 2007

B Moo, TW: Potls, G5, 2001, Analysts of sietals laached from smeked digaretie i, Tabaecs Control
2%ap. B0,




smoked cigaretle butls was approximately one cigarette butt/l for both the marine topsmelt (Atherinops
affinis} and the freshwater fathead minnaw (Pimephales promelas).”

Wire it v ym use ~ After using the new product, the
users mar; dwp@m th& ctg&r&t’te buttﬁ am;f 53&1&5 as muﬂmuaf sofid waste [MSW) or as litter, However,
as discussed, the manufacturer states that the new product is "essentially identical” to “2007 Newport
Lights Menthol 100 Hard Box” and “Newport Menthol Gold 100s” and the FDA has found the new

product substantially equivalent to “2007 Newport Lights Mmthni 100 Hard Box” frov a public health
point of view. Moreover, the new product has a removal of (BI G

). and an exchange of FCS

\ . compared to Newport Menthol Gold. Therefore, no new substances are
an&sgmai&d 1o Em released into the environment as a result of disposal from use.

Based on information in the confidential Appendix to this £A, the new praduct is anticipated to
compete, replace, or substitute with non-menthol cigareties currently on the market, Using the
projected market volume for the new product, the Agency estimates the amount of waste generated
from using the new product, assuming 20% of the projected market volume is disposed of as solid
waste, Fmti‘mr calcudations show the amount of solid waste generated as @ result of disposal from use
to be & negligible fraction of municipal solid waste (MSW) generated in 2010, Therefore, the solid
waste generated as 3 result of use 15 negligible compared to that of MSW inthe US. Furthermore, as the
product is anticipated to compete, replace or substitute for other non-menthol cigarettes, the new
product is not expected to increase the total MSW.

Thie environmental introduction as a result of disposal fram use by consumers is negligible, if any.

6. Fate of new materials released into the environment due to the proposed action: No new
chemicals are anticipated to be released into the environment due 1o the proposed action because
the new product has a removal of ingredients and an exchange of FSC paper compared to 2007
Newport Lights Menthol 100 Hard Box;” and a removal of ingredients compared to "Newport
Menthol Gold 100"

Furthermpre, the material mass released to the environment due to the proposed sction is
negligible, if any, as discussed.

7. Environmenial effects of the released cigarette: Because the concentrations of materials
anticipated to enter the environment due to the proposed action are minuscule, if any, the
environmental effects of the matetials are negligible compared to those of marketed cigarettes.

Y Staughter, £; Gersberg, RM; Watanabe, K; Rudolph, §; Stransky, C; Novotny, TE, 2011, Toxicity of cigarette butis,

Clissleciiaas by eaoeii e v pad resbeenion W%, Yodmeesy Convod, 2005w hiandae

b
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8. Use of resources and energy: The new product is anticipated to compete, replace, or substitute with
non-menthol cigarettes currently on the market as noted. Furthermore, the market volume of the
new product is a negligible fraction of that of all cigarettes manufactured in the US in 2007,
Accordingly, the use of resources and energy due to the proposed action is negligible,

9. Mitigation: No adverse environmental effects are identified based upon our review of the available
data and information for the new product and its proposed use as a cigarette. Therelore, no
mitigation measures are to be discussed. Furthermore, the manufacturer’s facility has reported air
releases under the Clean Air Act and has permits to discharge to water under the local, state, and
Federal relevant environmental regulations,

ives to the proposed action:

Ahernotive A {No oction glternative]: the no-action alternative is to not allow the product to be
marketed in the US. The environmental impact is virtually not changing the existing condition due to the
manufacture, use, and disposal from use of the tobacco product.

Alternotive B (Proposed action): There is virtually fio environmental effect due to the proposed
action of authorizing the new product and the assotiated manufacture, use, and disposal from use of
the new tobacco product. ‘

Therefore, the difference of environmental impacts of these two alternatives is negligible, if any.

11. Confidential Appendix:

Appendix 1: Modification of the New Product, Newport Non-Menthol Gold Box 100s, to
Grandfathered Product, 2007 Newport Lights Menthol 100 Hard Box”

Agpendix 3: Confidential business information: first and fifth year market volume projections
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Appendix 1: Modification of the New Product, Newport Non-Menthol Gold Box 100s, to
Grandfathered Product, “2007 Newport Lights Menthol 100 Hard Box”

Product Attributes

3) Exchange
4) White tipping paper to cork-and-white and.
tipping paper weight

1} Changes of less than

2] Changes of less

o various tobacco blends

10
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Appendix 3: Confidential business information: first and fifth year market volume projections
In thelr response, SEQD07199, dated February 12, 2013, Lorillard stated that, “Newport Non-
Menthol Gold Box 1005 is intended to compete with other non-menthol cigarettes currently on the
market.” They also stated, *'Newport Non-Mentho! Gold Box 1005’ Is not reasonably expected to

increase the total market volume for non-menthol cigarettes.”

They further stated that, “"Newport Non-Menthol Gold Box 100s’ market volume is projected to
urits {cigarettes) in the first year {first 12 months) ani units [cigarettes) in
the fifth year, Please note that brand volume projections are usually revised annually based on actual

sales and market dynamics.”



FINDING OF NO SIGNIFICANT IMPACT
FOR

Market Authorization of “Newport Non-Menthol Gold Box 100s”
Found Substantially Equivalent to “2007 Newport Lights Menthol
100 Hard Box”

The Center for Tobacco Products of the Food and Drug Administration (FDA) has carefully
considered the potential environmental impact of this action and has concluded that this action
will not have a significant effect on the quality of the human environment. Therefore, an
environmental impact statement is not required. The evidence supporting this finding is
contained in the attached environmental assessment, dated June 4, 2013, which is available to the
public upon request. The agency prepared the environmental assessment under the Council on
Environmental Quality's regulations (40 CFR 1500-1508) implementing the National
Environmental Policy Act.

Date: June 4, 2013

David Ashley, PhD

Director
OfTice of Sciey
Center for Tobacco Products
Food and Drug Administration
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Submitter’s Name:

Company’s Name (if different):
Contact Information:

SE0003730
905(j) Regular Report
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Newport Non-Menthol Gold Box 100s

X Cigarette [] smokeless Tobacco
[JRYO Tobacco ] Cigarette Tobacco
B9 ]
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Senior Vice President & Chief Compliance Officer
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2. RECOMMENDATION

D> Tobacco product is in compliance with applicable provisions of the FD&C Act.

Tobacco product is not in compliance with applicable provisions of the FD&C Act.




OCE/EMG Compliance with the Act Review Memo STN: SE0003730

3. SIGN-OFF

Compliance Reviewer: Dina Raafat Date: 6/19/13
Initials: DR

Based on a review of the information provided, the Office of Compliance and Enforcement has
determined that the firm is in compliance with section 919 (user fees) of the FD&C Act and the brand
name Newport Non-Menthol Gold Box 100s is in compliance with applicable provisions of the FD&C

61913

Date

Center for Tobacco Products

4. ADDITIONAL INFORMATION

dated 6/2/13.
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Primary STN # SEO003730 Reviewer: D, Portnoy
New Product Name: Newport Non-Menthol Gold Box 100s

EXECUTIVE SUMMARY

On October 12, 2011, Lorillard Tobacco Company submitted a report in accordance with section
905(j): Report Preceding Introduction of Certain Substantially Equivalent Products into Interstate
Commerce. On December 3, 2012 Lorillard Tobacco Company submitted an amendment in
response to the AT letter dated October 26, 2012.

The applicant is seeking an order to introduce a new product, Newport Non-Menthoel Gold Box
100s, as a substantially equivalent product to the grandfathered preduct Newport Lights Menthol
Gold Box 100s, info interstate commerce.

Modifications to the product include modifications of the materials and ingredients. The new
product does not have menthal as a characterizing flavor. The applicant posits that although
menthol was removed between the new product and the predicate product, the products are
substantially equivalent and any differences do not raise different questions of public health.

In the cover letter, dated October 12, 2011, sent with the report the applicant states that "a
summary of the relevant health information for the subject product will be made available upon
request pursuant to Section 910(a)(4) of the FDCA."

fad



Primary STN # SE0003730 Reviewer: D. Portnoy
New Product Name: Newport Non-Menthol Gold Box 100s

EVALUATION OF CONSUMER INFORMATION

1.1 Scope of Review

This review assesses the substantial equivalence of Newport Non-Menthol Gold Box 100s in
relation to Newport Lights Menthol Gold Box 100s (predicate product) based on the consumer
information provided in the application. The review does this by examining the following parts
of the application:

e Health Information Summary

e Change in characterizing flavor

1.2 Review of Consumer Information

Health Information Summary

On the cover sheet for the original SE submission dated October 12, 2011, and again in the
amendment dated December 3, 2012 the applicant states that a summary of health information
will be provided upon request.

Change in characterizing flavor

A change from the predicate product, which contains menthol, to the new product, which does
not contain menthol, poses an issue from a social science perspective regarding whether the
change raises different questions of public health specifically with respect to the impact of a new
non-menthol product on initiation of tobacco use. This review primarily focuses on youth and
young adults as initiation of established smoking occurs almost exclusively before the age of 25.
In the process of addressing the issues, we reviewed the peer-reviewed literature, public
documents, and FDA’s internal review of menthol.

Approximately half (46%) of all current youth and young adult cigarette smokers smoke menthol
cigarettes according to data from the 2004 National Youth Tobacco Survey, with similar findings
in 2008 among youth smokers.'? The appeal of menthol cigarettes, especially among youth, has
been linked to their portrayal in marketing as having a smoother taste and being less harsh,
which may be appealing to newer smokers or those curious about experin1en1ation.3’4’5 Direct
data on the appeal of non-menthol cigarettes as compared to menthol cigarettes as it relates to
initiation is less available. A review of tobacco industry documents found that menthol cigarettes
were marketed as being implied to be healthier and that they were targeted to those consumers
that would not otherwise progress to regular smoking, including young smokers and those that
do not like regular cigarettes ° A second piece of indirect evidence on the influence of menthol
on cigarette initiation comes from an economic analysis of pricing of menthol and non-menthol
cigarettes. Tauras et al. used data from over 57,000 smokers from the TUS-CPS to examine
preference of menthol versus non-menthol cigarettes.” That analysis suggested that from an
economic point of view, smokers of non-menthol cigarettes are less likely to substitute their
cigarettes for menthol cigarettes than the reverse. A survey of current adolescent and adult
smokers in 2010 found that among menthol smokers, if they were no longer able to obtain
menthol cigarettes, they reported that they would most likely try te quit smoking/smoke less or
seek out alternative sources of menthol. such as in a smokeless tobacco product”. In that study,



Primary STN # SE0003730 Reviewer: D, Portnoy
New Product Name: Newport Non-Menthol Gold Box 100s

over 80% of menthol smokers reported that they would be willing to try a non-menthol cigarette,
suggesting that in the absence of a menthol cigarette, current menthol smokers might be willing
to swifch to a non-menthol cigarette, although this study did not directly address initiation of
smoking.

In sum, menthol cigareties are used more frequently by youth and young adult smokers than
adult smokers, especially youth and young adults that have smoked for less than a year,
suggesting they appeal to youth and may be associated with increased initiation as compared to
non-menthol cigarettes. However, there is limited data that directly compares initiation of
menthol versus non-menthol cigarettes. DiFranza found that among 120 participants that
initiated cigarette use during a 30-month follow-up assessment, and could remember their first
cigarette, 42% reported that their first cigarette was menthol.” However it is suggested that newer
tabacco users may start with a menthol product and then later switch to a non-menthol

product.™

The evidence for initiation of menthol cigarettes, especially among youth and young adults,
suggests that the new product (non-menthol) is not likely to have a negative impact on initiation
rates compared to the predicate (menthol) product and does not raise different questions of public
health beyond those of the predicate product. However these questions should also be referred to
an addiction reviewer to evaluate the impact on the likelihood of initiation, level of dependence
and cessation.

OUTSTANDING ISSUES

2.1 Issues

» None identified.

2.2 letter Ready Comments
s N/A

CONCILUSIONS

Based on the inclusion of a statement that a health information summary will be made available
upon request, and consideration of the public health impact of the removal of menthol as a
characterizing flavor, we have resolved the questions raised by the introduction of Newport Non-
Menthol Gold Box 100s into interstate commerce that would preclude an order finding Newport
Non-Menthol Gold Box 100s substantially equivalent to Newport Lights Menthol Gold Box 100s
from the social science perspective,
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1. Executive Summary

1.1 Conclusions Based on All Information Submitted By Applicant

SE0003730

Toxicological Evidence supports a determination of SE

[[] Toxicological Evidence does not support a determination of SE

["] Insufficient toxicological information to support a determination of SE

- Comments: Based on the supplied HPHC information and the limited
risk calculation conducted.

SEQ0003731

4 Toxicological Evidence supports a determination of SE

[] Toxicological Evidence does not support a determination of SE

[C] insufficient toxicological information to support a determination of SE
Comments: No comment

1.2 Deficiencies and Information Required to Resolve Deficiencies

1.2.1 Based on Initial Reviews

« No deficiencies were identified or conveyed from Toxicology
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1.2.2 Based on Second-Cycle Reviews
e None

1.3 Comments to be Conveyed to the Applicant
+ None

1.4 Overview of Product History

SE0003730 SEQ003731
A. Predicate product negmaa product
a. Trade Name: Newport Lights Trade MName: Newport Lights
Menthol Goid Box 100's (2007 Menthol Gold Box (2007 Newport
Newport Light Menthol 100 Hard Lt M 80 Hard Box)
Box) b. Type: Cigarette
b. Type: Cigarette ¢. FDA-tracking #: TP-00042089
¢. FDAlracking # TP-0004208 d. Company Reference ldentification
d. Company Reference ldentification Number: 2000314; UPC 0-26100-
Number: 2000241, UPC 0-26100- 00576-9
005721 e. Characteristics as of February 15,
e. Characteristics as of February 15, 2007
2007
C. New Product D. Egg;g uct
a. Trade Name. @ Newport Non- Trade Name: Newport Non-
Menthol Gold Box 100's Menthol Gold Box
b. Type: : Cigarstie b. Type:: Cigarette
¢. FDA-racking # None identified ¢. FDA-tracking #: None identified
d. Company Reference Identification d. Company Reference ldentification
Number: 2003806, UPC 0-26100- Number: 2003805; (PIN 0-26100-
00661-2 00660-5)

1.5 Significant Changes in Ingredients and Constituents ldentified by

InitialToxicology/Chemistry/Engineering Review

s The new products, Newport Non-Menthol Gold Box 100’s (SE0003730) and
Newport Non-Menthol Gold Box (SE0003731), contain the following changes
compared to the predicates, Newport Lights Menthol Gold Box 100's and

Newport Lights Menthol Gold Box, res;}ectlveiy
o Removal of menthol, (b) (4}
o Decrease in ethyl alcoho
cigarette; -
o Lorillard cigarette paper (b)}.(4)
paper (0} 4} F
paper { b

o Tt;}pf

o Anew campnnen’t, (B} (4)

1.6 Current Outstanding Issues

4@4,,

. in the cigarette paper.

« Toxicology had no outstanding issues that needed to be addressed by the

applicant during the first review of their submission.
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« Toxicology has no outstanding issues from review of the supplemental
information that was supplied by the applicant.

1.7 Overall Summary and Conclusions

The new products and predicates were described in Tcxmotcgy revi ew number 1 The
primary changes are removal of menthol, ()4} = L !
reduction of ethyl alcohol and the change to a new type of mgaret'ta paper and tspptng
paper, including addmg (b) to the CIgarette paper In addltxcn the new preduct
contatns (b}(‘i«“ ' g <

- ‘and the predlcate praduct is not feported tc ccntam ( m'the
compcment c:garette paper. Scientific publications on fire-safe paper by (T heophﬂus et
al 2007 Mlsra et at 2005, and June eta 2011) and lzterature dlscuss:n (b) (4

rewewed and the review noted it is reascenabte ta prcceed with the use of the fire safe
cigarette paper instead of the conventional cigarette paper.

A scientific Al letter was sent to the applicant on October 26, 2012 and the applicant
replied on December 6, 2012. Smoke constituents, including some HPHCs, were
voluntarily submitted by the applicant in the initial submission and the applicant's reply
to FDA communication. In the applicant's reply HPHCs were reported for the new
products in SE0003730 and SE0003731. This information for the predicate was only
submitted in SEQ003730. The Chemistry reviewer summarized the appropriate HPHC
data and met with the Toxicology reviewer regarding concerns about the HPHCs. Based
on the submission of this HPHC information, the Toxicology reviewer proposed a limited
risk calculation could be used to compare the risk impacts to the user of the new
product compared to the predicate product in submission SE0003730. The abbreviated
HPHC listing provided by the applicant is comparable for the new product and predicate
in SEC003730 but not in SE0003731. As such, the new product in SEQ003730 can be
evaluated in this risk model. The risk of new product in SEQ003731 compared to its
predicate, however, cannot be evaluated.

A simplified risk calculation is provided with the following assumptions:

* In the interest of protecting the public health, conservative estimates are applied;

+« The complete set of HPHCs were not measured and as such, some HPHC information is
missing,

» When HPHCs are measured and a value was reported as below the quantitation limit the
lower limit of quantitation (LOQ) is used as a conservative estimate for the concentration
(note that no HPHC measured was reported as below detection limit),

« The central tendency reported for each HPHC represents an appropriate average
concentration absorbed by the consumer and represents the central tendency in a
normal distribution;

» The risk estimation is based on a pack-a-day smoker who initiated at 12.5 years and
continued smoking until 70 years,

* The smcker is assumed to take 9 puffs per cigarette at 2.4 seconds per puff,
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« Dosimetry of each HPHC has not been estimated differently based on physicochemical
properties (i.e. particle vs. gas) or target organ endpoint (i.e. portal-of-entry effects vs,
systemic effects),

» The appropriate dosimetric adjustment factor for the animal to human extrapolation for
the paint of departure to establish an inhalation unit risk value as established by the
given agency (i.e. EPA, CALEPA) is appropriate and is assumed to result in less
variabllity than the intraspecies uncertainty factor (assumed to be 10);

« The causal modeling of exposure resulting in adverse health events is based on the
health endpoints reported by the agencies vetting the dose-responsa relationship and
resulting inhalation unit risk;

» Dose-response effects are based on the presumption that the critical toxic effect is of
concern and prevention of a critical effect also prevents all other toxic events;

+ In the absence of human dose-response relationships an animal model presents an
appropnate paradigm for the human patholegical endpoint;

= Some data is missing. for example some HPHCs lack a well-described dose-response
relationship,

« Cancer and non-cancer endpoints have been separated;

» Cancer risk is assumed to be independent and additive for each HPHC;

« Carcinogenesis is assumed to be a non-threshold event and non-cancer effects ara
considered to be threshold events:

« Though non-cancer spans numerous endpoints and target organs, the effects are
considered independent and additive for each HPHC;

Metals are assumed to be inorganic and in a bicavailable form;
The external concentration is a surrogate for the absorbed dose and 100 percent of each
HPHC is absorbed,;

¢ The smoking regimes means for the 1SO Method and the Canadian Intense (Cl) method

will serve as the boundaries for risk;

Radioactive compounds have not been evaluated in this risk analysis;

Cancer risk and hazard quotient calculations are based on basic methodologies in EPA’s
RAGS Part F (EPA. 2009) with assumptions inherent in inhalation dosimetry (EPA,
1994),

i Dose-response relationships are typically based on animal exposure which is a
result of intermittent not continuous dosing and as such may be more reflective of
the intermitient exposure experienced by smokers than by air constituents, as an
HPHC may not be at steady-state with the chemical level in the blood of the
smoker,

= The periodic measurements in the animal studies used to derive dose-response
relationships are considered to be measured at appropriate periods to reflect the
cause and effect of the given chemical,

o Pharmacokinetic and  physiologically-based  pharmacokinetic  models
appropriately measure the uptake and disposition of each chemical;

= The extrapolation of the blood concentration of the chemical or metabolite in the
animal to the blood concentration in the human is considered a surregate for the
target tissue dose which results in an adverse event;

o Percent blood flow to any respiratory/pulmonary compartment is independent of
species and metabolic parameters scale in the same way as the alveolar
ventilation rate,;

« The estimate of risk is based on the inhalation of mainstream smoke from the given
cigarette with a range of risk reported — the collection of smoke using the ISO methed
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serves as the lower bound of exposure and the collection of smoke using the Cl method
serves as the higher bound of exposure;

« A user is assumed to initiate smoking at 12.5 years old and to smoke one pack a day
(i.e. 20 cigarettes) for a lifetime (i.e. 70 years or 57.5 years of exposure) taking a 2.4
second puff from a cigarette and a total of 9 puffs (US EPA, 2008, SAMHSA, 2008;
0SG. 2004; Zacny & Stitzer, 1994; Caraballo et al, 2006, US EPA, 1988, US EPA,

1997).
ICR = IUR*EC for Cancer Risk
and
HQ = EC/(RfC*1,000) for Noncarcinogenic Risk
Where

EC = (MSC*ET*EF*ED)/AT; ET = CPD*PC*DT

ICR = inhalation Cancer Risk (probability)
RfC = Reference Concentration (mg/ m*)*

EC = Exposure Concentration (ug/m?)
*Note: 1,000 pg/mg unit conversion is required

MSC = Mainstream smoke concentration (pg/cig)
ET = Exposure time (hours/day)

EF = (days/year}

ED = Exposure Duration (years

AT = Averaging Time (days)

CC = Cigarettes consumption (cig/day)
PPC = Puff count (puffsicigarette)
DT = Drag time (hours/puff)

The complete equations are as follows:
ICR = |UR x [(MSC*{CPD*PC*DT PEF*ED)/AT]
And
HQ = [(MSC*{ CPD*PC*DT }'EF*ED)YATYRFC

A risk assessment was completed comparing the Predicate Newport Lights Menthol
Gold Box 100s to the New Product Non-Menthol Gold Box 100's and the carcinogenic
and noncarcinogenic risks are noted below (Figures 1 and 2) — SEQ003730. Smoke
contains 88 HPHCs and the applicant reported concentrations for 42 of these
constituents. Of the 42 constituents that are reported, some do not have dose-response
data. As such 23 carcinogenic risks and 11 noncarcinogenic risks could be calculated.
Risk could be calculated for HPHCs considered a greater concern (Fowles & Dybing,
2003 - ie. 1,3-butadiene, acrylonitrile, arsenic, acetaldehyde, benzene, etc. for
carcinogens and acrolein, acetaldehyde, formaldehyde, cadmium, chromium, and
acrylonitrite for noncarcinogens). The World Health Organization (WHO) recommends
that seven constituents are considered the ‘most hazardous' in cigarette smoke and
these include acetaldehyde, acrolein, benzene, benzo(a)pyrene, 1,3-butadiene, carbon
monoxide, and formaldehyde (WHO, 2008) and risk could be estimated for six of these
(not CO). The initial list of WHO criteria constituents also includes acrylonitrile, 4-
aminobiphenyl, 2-aminonaphthalene, cadmium, catechol, crotonaldedhyde, hydrogen
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cyanide, hydroquinone, nitrogen oxides, NNN, and NNK (WHO, 2008) and risk could
be estimated for ten of the sixteen (not CO, catechol, HCN, hydroquinone, NOx, or
NNK). The WHO recommends a list to target lower concentrations and the constituents
are NNK, NNN, acetaldehyde, acrolein, benzene, benzo(a)pyrene, 1,3-butadiene,
carbon monoxide, and formaldehyde (WHO, 2008) and a risk could be estimated for
seven of the nine constituents {not NNK or CO). While risk could not be calculated for
all 89 HPHCs the coverage represented 25 percent of the total HPHCs with over 50
percent of the WHO recommended constituents, The risk could be estimated for
HPHCs representative of different chemical classes and for different health effects (both
carcinogenic and noncarcinogenic) which for now, is appropriate coverage
representative of the public health impact of these cigarettes.

IO TEEY

In the risk model, a linear no-threshold model, carcinogenicity is expected to be one of
the most sensitive predictors for adverse health events over a lifetime. The inhalation
model estimates risks for a range of different types of PAHs with 2 to 6 rings and a

nge of molecular weights from 128 to 278. The model incorporates the impact of

i 4
which provides a representative PAH profile for the new product and the predicate.

1 . A As the risk estimation
for the representative group of PAHs provides evidence of substantial equivalence and
the remaining PAHs are neither HPHCs listed by the FDA nor classified as class 1 or 2
carcinogens by IARC, the increases (and decreases) of the remaining PAHs is
considered of lesser concern.




TR g () (@)
| 0 1O 95001 ua- dmaN BWEN 19nPoId MeN
X O [CUIUSIN-UON HodmaN 9 SO0 XCg PIoD JOUIUBN-UON U0 .

O4d *mmwmmwwyemu& pUCLUARY Jomalnay LELE0003S-0ELE0003S (NS Aewid



() (a)

X0g PIOD [OUIUBN-UON LOAMaN 9 SO0L XOF PIOD [OUIUSIN-UON HOdMIN 1BWIBN JONPoid MaN
Qud ‘1afes ) d puowdey amainey LELEO00TS-0E££0003S INLS AtBuitid



Primary STN: SE0003730-SECQ003731 Reviewer. Raymond P. Yeager, PhD
New Product Name: Newport Non-Menthol Gold Box 100s & Newport Non-Menthol Gold Box

,, « , g%:Fugure.-s 1 and 2) Some risk is considered
low enough to be of lesser concern based on the assumption above, and this is for
carcinogenic risks below 1 x10® and hazard quotients less than 1.0. A view of the
fingerprint of HPHCs for the predicate and the new product appears to be substantially
similar in the estimation of carcinogenic and noncarcinogenic risk. The sample
populatxan of HPHCs for which risk could be estimated appe to be representative of
several chemical ctass&s of HPHCS for both cafcmogemc L S

i . ')). The sample HPHC population for
is representa e of chemical class and health effects for
the FDA HPHC list and WHO recommended constituents and the risk estimated seems
reasonably representative for the impact the HPHCs could have on a user.

The toxicology reviewer considers the overlapping risk of these representative HPHCs
as supportive of a determination that SE0003730, the new product Non-Menthol Gold
Box 100s, is substantially equivalent to the predicate Newport Lights Menthol Gold Box
100s,

As previously discussed, there was insufficient information for HPHC levels for
SE0003731; therefore a comparable risk analysis could not be conducted. Though a
risk assessment could not be performed, there are minimal changes in the new product,
as was discussed in the first Toxicology review, including a change to fire-safe paper
and the removal of menthol and decrease in ethanol. From a toxicological perspective it
is reasonable to proceed with the expectation that the use of fire safe paper and the
elimination of menthol and reduction of alcohol do not raise new toxicological issues.
Based on the evidence provided, Toxicology supports a determination that the new
product in SE0003731, Newport Lights Non-Menthol Gold Box, is substantially
equivalent to the predicate, Newport Lights Menthol Gold Box.

1.8 Appendices
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1. SUBMISSION INFORMATION

STN #:
Submission Type:
Submission Receipt Date:

New Tobacco Product Name:
New Tobacco Category Type:

New Tobacco Product Code:
Submitter’s Name:

Company’s Name (if different):
Contact Information:

SE0003731
905(j) Regular Report
10/13/2011

Newport Non-Menthol Gold Box
B4 Cigarette [T Smokeless Tobacco
(] Cigarette Tobacco

Loritlard Inc.

Neil L. Wilcox, DVM, MPH

Senior Vice President & Chief Compliance Officer
714 Green Valley Road

Greensboro, NC 27408

(336) 335 - 7656

(336) 335 - 7752 (fax)

nwilcox/@lortobco.com

2. RECOMMENDATION

Tobacco product is in comphiance with applicable provisions of the FD&C Act.

Tobacco product is not in compliance with applicable provisions of the FD&C Act.




STN: SE0003731

OCE/EMG Compliance with the Act Review Memo

3. SIGN-OFF

Date: 5/14

Compliance Reviewer: Dina Raafat
Signature:

Based on a review of the information provided. the Office of Compliance and Enforcement has
determined that the firm is in compliance with section 919 (user fees) of the FD&C Act and the brand
name Newport Non-Mentho! Gold Box is in compliance with applicable provisions of the FD&C Act.

5//%/2/&)/3

Pate

Christine M. Smith
Branch Chief, Office of Compliance and Enforcement

Center for Tobacco Products

4. ADDITIONAL INFORMATION

-Descriptid LE G Lo
The firm was not found on CTP’s arrears list

dated 5/6/2013.
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1. SUBMISSION INFORMATION
STN #:
Submission Type:
Submission Receipt Date:

Predicate Name:

Predicate Category Type:

Predicate Product Code:

New Tobacco Product Name:
New Tobacco Category Type:

New Tobacco Product Code:
Submitter’s Name:

Company’s Name (if different):
Contact Information:

Related Submissions

2. OCE RECOMMENDATION

SE0003731
X 905(j) Report [1905(j) Exemption
October 13, 2011

Newport Lights Menthol Gold Box (also referred to
as 2007 Newport Light Menthol 80 Hard Box)

X Cigarette [ ] Smokeless Tobacco
] RYO Tobacco [] Cigarette Tobacco
[ ] Other:

Newport Non-Menthol Gold Box

X Cigarette [ ] Smokeless Tobacco
[ ] RYO Tobacco [] Cigarette Tobacco
[ ] Other:

{b) (4)

Lorillard Inc.

Neil L. Wilcox, DVM, MPH

Senior Vice President & Chief Compliance Officer
714 Green Valley Road

Greensboro, NC 27408

(336) 335-7656

(225) 335-7752 (fax)

nwilcox@lortobco.com

GF Determination for GF1200009

Record.

Record.

tobacco product.

GF Status 2007 Newport Light Menthol 80 Hard Box:
X] Established Grandfathered Status as per GF1200009. Please see iTRAC for Admin Record.

[] Grandfathered Status was denied as per [STN]. Please see iTRAC for Admin Record.
Predicate Eligibility 2007 Newport Light Menthol 80 Hard Box:
X] Tobacco product is predicate eligible as per GF1200009. Please see iTRAC for Admin

[] Tobacco product is not predicate eligible as per [STN]. Please see iTRAC for Admin

NOTE: The original GF determination was not made based on a review of the characteristics of the

page 1 of 2




OCE 905(j) Consult Memo: GF Review STN#: SEOO003730

3. SIGN-OFF
Compliance Reviewer: Dan-My Chu Date: ¢, /y9/1.2.
Comments: Signapy

905(j) Coordinator: Dina Raafat
Comments:

Team Leader: Paul Perdue, Jr.
or
Group Leader: Joanna Weitershausen

Based on a review of the information provided, the Office of Compliance and Enforcement has determined that
2007 Newport Light Menthol 100 Hard Box was commercially marketed as of February 15, 2007 and is eligible
(0 serve as a predicate product in a report under section 905()) of the FD&C Act.

B¢ 3

Ann Simonead, J.D.
Director, Office of Compliance and Enforcement
Center for Tobacco Products

4/ EEE

Date”

page 2 of 2



1. SUBMISSION INFORMATION
STN #:
Submission Type:
Submission Receipt Date:

Predicate Product Name:
Package Type/Size:
Predicate Product Category Type:

Predicate Product Code:

New Tobacco Product Name:
Package Type/Size:

New Tobacco Product Category Type:

New Tobacco Product Code:

Submitter’s Name:
Company’s Name (if different):
Contact Information:

SE0003731
X 905(j) Report
October 13, 2011

[(]905() Exemption

Newport Lights Menthol Gold Box

Box/80mmy/20 Cigarettes per Pack

4 Cigarette [] smokeless Tobacco
CIRYO Tobacco [[] Cigarette Tobacco

Newport Non-Menthol Gold Box
Box/80mm/20 Cigarettes per Pack

X Cigarette ] smokeless Tobacco
(] RYO Tobacco [ Cigarette Tobacco

) 4)'

Lorillard Tobacco Company

Lorillard, Inc.

Neil L. Wilcox, DVM, MPH

Senior Vice President & Chief Compliance Officer
714 Green Valley Road

Greensboro, NC 27408

Phone: (336)335-7656

Fax: (225)335-7752

nwilcox(@lortobco.com

2. SUMMARY

This information is an addendum to the existing OCE Review Memorandum for SE0003731. The
information included provides package type and size for both the predicate and new tobacco products.

Page 1 of 2



905() Consult Memo: GF Review Addendum

3. SIGN-OFF

STN: SE0003731

Compliance Reviewer: Sarah Walinsky

Team Leader: Christine Smith

4. ADDITIONAL INFORMATION

le L W)icox I)VM
MPH
Senior Vice President
& Chief Compliance

10/12{2011 '

Officer, Lonillard, Inc.

=
%

i Substantlal Equwalence Product Submlssmn for

Newport Non-Menthol Gold Box providing the

length of the predicate and new tobacco products.

B 2/10/2012
MPH

Senior Vice President
& Chief Compliance

Neil L. Wilcox, DVM,

Officer, Lorillard, Inc.

Response to information request by CTP/OS for
Newport Non-Menthol Gold Box providing the
number of cigarettes per package. (Included
within SEO004148 which amends SE0003731).
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Environmental Assessment for Market
Authorization of “Newport Non-Menthol
Gold Box” Found Substantially Equivalent
to “2007 Newport Lights Menthol 80 Hard
Box”

Prepared by Center for Tobacco Products
US Food and Drug Administration

June 4, 2013



This environmental assessment {EA) is for “Newport Non-Menthol Gold Box,” which is the subject of the
original SE report SE0003731. This report was amended with additional submissions and
communications numbered SEQ0C4148, SE0005305, SEC007186, SEC007199, and TCOOD0337.
Information present in the EA is based on the submissions, untess noted or referenced otherwise. This
EA has been prepared in accordance with 21 CFR 25.40 as part of a submission under section 905(j} of
the Federal Food, Drug, and Cosmetic Act (FD&C Act).

1. Name of Applicant: Lorillard Tobacco Company

2. Address: 714 Green Valley Rd, Greensboro, NC 27408
3. Manufacturer: Lorillard Tobacco Company

4. Description of the Proposed Action:

The proposed action is to issue a market authorization under section 910(a)(2) of the FD&C Act for the
introduction of a new product, “Newport Non-Menthol Gold Box,” into interstate commerce. The
Agency has found the new product to be “Substantially Equivalent” to a product that was on the market
as of February 15, 2007 {“grandfathered product”), the “2007 Newport Lights Menthol 80 Hard B;}x"
Addiﬁcnaléyg based on SEDQOB?B? and 550004]48 Loril !ard cfatms that the new product is(b) (4) |
LTI asthe (b) (4) itk

mentho in the new product

except for the ehmmatzon of

("1 y
‘b
)

tdentification of the new tobucco product that is the subject of the proposed actfon.
Type of Tobacco Product: Cigarette

Trade name of the new producl: Newport Non-Menthol Gold Box
Brand name: Newport

Subbrand {brand vartant}: Non-Mentho! Gold

Size. 100 mm cigarette length {rod+ filter),

Format: Hard box pack

Quantity: 20 cigarettes in each pack, 10 packs per carton

UPC Number: 0-26100-00572-1

FDA-assigned TP number: TR-0004208

Grandfathered Product: 2007 Newport Lights Mentho! 80 Hard Box

Requested action: An order finding “Newport Non-Menthol Gold Box” substantially equivalent to a
predicate tobacco product, “2007 Newport Lights Menthol 80 Hard Box.”

Need for action: Lorillard wishes to introduce into commercial marketing the new tobacco product
“Newport Nan-Menthol Gold Box,” which is substantially equivalent to the “2007 Newport Lights
Menthol B0 Hard Box".



Location of manufacture: The tobacco product will be manufactured at Lorillard Tobacco Company's
facility in North Carolina, USA. Based on EPA’s Toxics Release inventory {TR1) Program, Lorillard’s North
Carolina facility is at 2525 £ Market St Greenshoro, NC 274012

Location of use: The tobacco product will be distributed and sold nationally to consumers for use as a
cigarette. Based on the National Adult Tobacco Survey,” the distribution of cigarette users is similar to
the population distribution in the US.

Location of disposal: The used cigarettes will be disposed of in the same manner as are other marketed
cigarettes through deposit in municipal solid waste landfills or as litter, The distribution of waste from .
disposal should correspond to the pattern of product use {i.e. match the population distribution in the
Us).

Modification identified as compared to the grandfothered product and a product currently on the
market: The modification of the grandfathered product to create the new product involves a switch to
Fire Standards Compliant ("FSC"} papers and the removal of menthol. Modifications related to changes
in materials used are in the confidential Appendix attached to the EA.

Using information provided in (b)(4) :
pmduct attr:hutes, praduct contents ofTNCO and pmduct mgredients of the new product to “(bY{4)

b . The difference between the new product and the
currentty marketed prsduct pﬁnci;;aﬂv :rwotves removal of menthol. Differences in materials used are
described in the confidential Appendix attached to the EA. :

. the Agency compares the
%

Lorillard states that, “they use industry standard boxes, cartons, and cases to package its products. Each
pack of cigarettes consists of twenty cigarettes wrapped in foil. The box is then constructed around the
foil-wrapped cigarettes. A paperboard inner frame is added during the box construction to aid in
structural support. The finished box is then wrapped with film with tear tape added to aid in the
removal of the film to access the product. Ten finished packs are then inserted into a carton container,
The carton containers are then inserted into a corrugated case for transportation.” The packaging
materials used are common in the industry.  Based on Lorillard’s statement it appears there are no
changes in packaging materials between the grandfathered or provisional products and the new
product.

5. Environmental Introduction due to the Proposed Actions

1

http://iaspub.epa govienvi e{efﬂg&gﬁgqueﬂ trizfac_search=primary name&fac valuesLorliian ggm
=Beginning+With&postal ¢ location address=&add searc e=Beginning+ With& name=8cou
me=z8state code=&sic types Egggma&sm code to=&naics typeszEqual+to&nalcs to=8chem namm
ch=Beginning+With&cas num=&program search=2&page no=1&output sgl swilch=TRUEBTreport=18database t
ype=TRIS {Accessed on 2/6/2013.)

* King B.A,, Dube. S.R., and Tynas, MA., 2012 "Current Tobacco Use Among Aduits in the United States:
Findings From the National Adult Tobacco Survey,” American Journal of Public Health,



1) Environmental introduction as a result of manufacture

Existing condition- In 2007, US tobacco manufacturers produced 468.3 billion cigarettes and
exported 102 billion.> Seventy-three tobacca production establishments are registered as
manufacturing facilities under section 905 of the FD&C Act. Most of these establishments are located in
the Southeastern region of the United States, with several in the Northeastern region, and a few in the
remaining regions of the US. There are a total of thirty-eight manufacturing establishments in Florida,
North Carolina, Tennessee, and Virginia registered under section 905 of the FD&C Act.* Based on the
analysis done using EPA’s TRI program,® in 2011, US tobacco manufacturers released 467,000 pounds of
ammonia and 252,000 pounds of nicotine and salts to the airf 46,000 pounds of ammeonia to the land’;
200 pounds of ammonia and 300 pounds of nicotine and salts to the water;? 32,533 pounds of ammonia
and 402,644 pounds of nicotine and salts transferred to Publicly Owned Treatment Works {(POTWSs) or
an off-site location.”

Based on Lorillard's 2011 annual report, Lorillard’s Greenshoro, North Carolina manufacturing plant has
a production capacity of approximately 50 billion cigarettes per year. ¥ n 2011, based on TRI re;}orts
Lorillard submttted to EPA, Lorillard released {Eﬁ Y

* Tobacco Outlook/TBS-263/October 24, 2007, Electronic Qutiook Report from the Economic Research Service,
USDA, http://usda.mannlib.cornell.edu/usda/current/TBS/TBS-10-24-2007 pdf {Accessed on 2/11/2013).

* hitp://www.fda.gov/Forindustry/FDAeSubmitter/ucm 189469 htm

® The estimation is done by using the Toxics Release Inventory {TR!), a dataset (http://www.epa.gov/tri/} compiled
by the U.S. Environmental Protection Agency (EPA). This database allows users to retrieve information on toxic
chemicals handled by many facilities across the US, including details on quantities of chemicals managed through
disposal or other release, recycling, energy recovery or treatment. Data associated with the tobacco
manufacturing industry is retrieved by using North American Industry Classification System {NAICS} codes
beginning with 3122, Not all toxic release data of tobacco manufactures are included in the database. The
database includes information from any facility that {1} falls within a TRI-reportable industry sector or is federally-
owned or operated; (2] has 10 or more full-time {or equivalent] employees; and (2} manufactures, processes or
otherwise uses (MPOU] a TRi-listed chemical

http:/fweww epa.gav/triftrichemicals/listchangas/TRiListChangesUpdate 11282011 pdf) in an amount above the TRi
reporting threshold during a calendar year.

® hitp://oaspub epa.gov/enviro/ef metadata_html.tri page?p column name=air lotat_release

" http://oaspub epa gov/enviro/ef metadata_htmltri_page?p column names=land total release

® http://oaspub.epa gov/envirofef metadata htmltri_page?p column nameswater total release

? hitp://oaspub.epa gov/envirofef metadata html.tri page?p column name=off site total transters

Tty S orilard comy/wo-content/uploads/2002/04 tonillard AR Fingl forWid pdf Lhcesssed on 2/1/201




Environmental introduction as a result of manufacture- Waste generated as a result of manufacture of
the new product is anticipated to be released to the environment, POTWs, and landfills in the same

manner as the other products in the same facility and in a similar manner to other tobacco products
manufactured in the US.

Lorillard states that, “Both the [2007 Newport Lights Menthol 80 Hard Box] and the new products
provide [virtually] the same blend of tobaccos, virtually the same additives, [virtually] the same
packaging materials, and physical characteristics that are either identical or functionally
indistinguishable, including characteristics such as cigarette length, cigarette paper weight, cigarette rod
length, finished tobacco blend weight, pack moisture, circumference, tipping paper width, plug wrap,
filter tip length, tip pressure drop, and base paper weight.” The Agency has found the new product to
be suhstsntzalig equivalent to the “2007 Newport Lights Menthol 80 Hard Box” from a public heaﬁh

L ! ‘and an exchange nf F-E:ﬁ
pa;;er compared to “2()(}? Newpm ughts Mentﬁni 80 Han:i aax“ And the new product has a removal
) i [ andafB}@) | id
i campared to “b&awport Menthol GaEd Bex Therefore, no new substances are
antu:;pated to re!e'ase: into the environment as a result of manufacture of the new pmdutt

Based on information in the confidential Appendix attached to this EA, the new product is anticipated to
compete, replace, or substitute with non-menthol cigarettes currently on the market. Therefore, the
introduction of the new product is not expected to significantly affect the current manufacturing waste
from nan-menthol cigarette production,

Furthermore, the projected market volume for the new product is less than 1% of the total cigarettes
manufactured in the US based on information from USDA’s tobacco manufacture outlook in 2007, the
most recent accurate manufacture information available. Therefore, the material mass anticipated to
be released into the environment as a result of manufacture due to the proposed action is negligible
compared to that of all cigarettes in the US. Virtually no environmental introduction is anticipated to
exist due to the manufacturing of the new praduct,

Therefore, the environmental introduction as a result of manufacture due to the proposed action is
negligible, if any.

2} Environmental introduction us a result of use

“http:/foaspub.epa.gov/enviro/tri formr partone v2.get details7rpt year=2011&fac id=27420LRLLR2525E&ban
flag=Y {Accessed on 2/7/2013))

2 robaceo Outlook/TBS-263/0ctaber 24, 2007, Electronic Outlook Report from the Economic Research Sesvice,

USDA, http://usda.mannlib. cornell.edufusdafcurrent/TBS/TBS-10-24-2007. pdf (Accessed on 2/11/2013).




Existing condition- Total cigarette use continued an 11-year downward trend with a 2.5 percent
dectine from 2010 to 2011." The Centers for Disease Control estimates that 292.7 billion cigarettes
were consumed in 2011.%

when consuming (using) cigarettes, the users release environmental tobacco smoke {secondhand
smoke) to the environment. Secondhand smoke is classified as a Class A carcinogen by EPA, and EPA
identifies it as a cause of poor indoor air guality. A study on outdoor secondhand tobacco smoke has
shown that during periods of active smoking, peak and average outdoor secondhand tobacco smoke
levels near smokers are equivalent to indoor secondhand tobacco smoke concentrations levels.
However, outdoor secondhand tobacco smoke levels approached zero at distances greater than
approximately 2 meters from a single cigarette and dropped almost instantly after smoking activity
ceased.

when using cigarettes, the users inhale the main stream smoke and they also release tobacco specific
nntrosammes threngh excrenan into the water. ** The changes of{b) (4)

cigarette when compared to either “2007 Newport Lights Menthol
. The minor difference of constituents is negligible from

an enwrnnmental perspec’twe

Environmental introduction as a result of use- When using the new product, the users are
anticipated to release secondhand smoke to the air and tobacco specific nitrosamines to the water
thrnugh excretion. However, as discussed, the manufacturer states that(b) 4) ‘

7 to “2007 Newport Lights Menthol 80 Hard Box" and (B)(4) = = . . = " and the
Agency has found the new product to be substantially equivalent to the “2007 Newport Lights Menthol
80 Hard Box” from a publtc health point of view. Mcreever, the new product has a removal of (b) |
¢ g a (b) {4) ,

‘ ‘ anei an exchange cf FSC paper cempareﬁ ta “zﬂ{)‘f Newport Lnghts N‘Eenthol 80 Hard 30;: "
:‘&nd the new product has a removalof (b) (4) = .

e ‘and a(b) (4) . f« . compared to "Newpart Menthol
Gokc! ” Therefore no new substances are antrcnpated tu be released into the enviranment as a result of
use of the new product.

¥ http://www.cdc gov/media/releases/2012/p0802 tobacco consumption.html (Accessed on 2/1/2013.)

* htp://farmprogress.com/story-decline-cigarette-consumption-stows-2012-9-64691 (Accessed on 2/7/2013.)

¥ Klepeis, NE, Ott, WR, & Switzer, P, Real-Time Measurement of Outdaor Tobacea Smoke Particles, fournal of the
Air & Waste Management Associgtion, (2007) 87:5, 522-534

1% N [ . . .
® Andra and Wlakris, fobacoo-specific nitrosamines in watel: An unegpiored eovipor et hosiih rigk,
Emdronmental International, {2011} 37:412-317.



Based on information in the confidential Appendix attached to this EA, the new productis anticipated to
compete, replace, or substitute with non-menthol cigarettes currently on the market. Therefore, the
introduction of the new product is not expected to increase use of non-menthol cigarettes.

Furthermore, the projected market volume for the new product is less than 1% of the total cigarette
consumption in 2011 as noted. The smoke generated as a result of use is negligible compared to that of
total cigarettes anticipated in the US. Therefore, the material mass anticipated to be released into the
environment as a result of use is negligible compared to that of all cigarettes in the US.

In sum, virtually no environmental introduction is anticipated to exist as a result of the use of the new
product due to the proposed action. Accordingly, the environmental introduction as a result of use is
negligible due to the proposed action, if any.

3} Introduction of cigarettes into the environment as a result of disposal after use by consumers

Existing condition- The existing environmental consequence resulting from disposal from use of
cigarettes is discarded cigarette filters. Cigarette filters most commonly contain cellulose acetate’ and
may persist under normal environmental conditions for 18 months to 10 years.” As much as 766,571
metric tons of cigarette filters are discarded as litter worldwide per year. Discarded cigarette filters are
carried as runoff from streets to drains, to rivers, and ultimately to the ocean and its beaches and are
found to be the most collected item in beach clean-ups and litter surveys. ¥ Evidence has shown that
cigaretté butts (smoked filter + tobacco) are the most prevalent items discarded in urban areas onto
roads and streets’

Cigarette filters were found to be a point source for metal contamination fitter, based on a study
performed to assess the gradual release of multiple metals from the cigarette filters over a 34-day study
period.® Studies an the ecotoxicity of discarded cigarette filters also have shown the potential existing
environmental consequence resulting from disposal of cigarette fiiters. The LCy, for leachate from

7 US Department of Health and Human Services. Reducing the heaith consequences of smoking: 25 years of
progress, A report of the Surgeon General, 1989. Rockville, Maryland: Public Health Service, Centers for Disease
Cortrol, Office on Smoking and Health, 1989, {DHHS Publication No {CDC) 89-8411.}

™ ach A. Biodegradable plastics based on cellulose acetate. Journal of Macromolecular Science: Pure and Applied
Chemistry. (1993) A30:733-40.

* Srnith, EA and Novotny, TE,, 2011, Whose butt is it? Tobacca industry research about smokers and cigarette butt
waste, Tobacco Contral, 20{ Sup.1):1249.

® pepartment for the Enviranment, Food and Rural Affairs of UK. Preventing cigarette litter in England: guidelines
for local authorities DEFRA 2007

! pmoerman, IW; Potts, GE., 2011, &nalysis of metals leached from smoked cigarette litter, Tobaceo Control,
Z0(Sup. 11130-135.



smoked cigarette butts was approximately one cigarette butt/I for both the marine topsmelt {Atherinops
affinis) and the freshwater fathead minnow (Pimephales promelas).”

Environmental introduction as a result of disposal from use — After using the new product, the
users may dispose the cigarette butts and ashes as municipal solid waste (MSW} or as litter. However,
as discussed, the manufacturer states that the new product Is "essentially identical” to “2007 Newport
Lights Menthol 80 Hard Box” and “Newport Menthol Gold” and the FDA has found the new product
substantially equivalent to “2007 Newport Lights Menthol 80 Hard Box” from a pubhc health pamt of
utew Moreover, the new pmduct has a remavat cf (b) (4) R
3 : ‘a(b) @) L . and an exchange of FCS
paper mmpared ta 2007 Newport Etghts Menthel 8{} Hard Box And, the new product has a removal

i : : ‘anda’’ T (b))
Ll compared tc Newport Menthnl Gcki Therefore no new substances are
anticipated to be re%eased into the environment as a result of disposal from use.

Based on information in the confidential Appendix to this EA, the new product is anticipated to
compete, replace, or substitute with non-menthol cigarettes currently on the market. Using the
projected market volume for the new praduct, the Agency estimates the amount of waste generated
from using the new product, assuming 20% of the projected market volume is disposed of as solid
waste. Further calculations show the amount of solid waste generated as a result of disposal from use
to be a negligible fraction of municipal solid waste (MSW} generated in 2010.” Therefore, the solid
waste generated as a result of use is negligible compared to that,of MSW in the US. Furthermore, as the
product is anticipated to compete, replace or substitute for other non-menthol cigarettes, the new
product is not expected to increase the total MSW,

The environmental introduction as a result of disposal from use by consumers is negligible, if any,

6. Fate of new materials released into the environment due to the proposed actian: No new
chemicals are anticipated to be released into the environment due to the proposed action because
the new product has a removal of ingredients and an exchange of FSC paper compared to "2007
Newport Lights Menthol 80 Hard Box;” and a removal of ingredients compared to "Newport
Menthol Gold.”

Furthermore, the material mass released to the environment due to the proposed action is
negligible, if any, as discussed.

7. Environmentai effects of the released cigarette: Because the concentrations of materials
anticipated to enter the environment due to the proposed action are minuscule, if any, the
environmental effects of the materials are negligible compared to those of marketed cigarettes.

:“3 SlaughtefeE;Gmab@rg RM; Watanabe, K; Rudolph, J; Stransky, C; Novomy} TE, 2011, oniciry of cigarette butts,
st thedr chembos oo sals, to manne and freshvearer ish, Toloeen Tontrad, 20{Sup1h55050

23 BN 3 ;
nttpfAeswe 2pa podfoswironhes/munelpalipubsfmey SR D SR TR ER Pt et te) b ie B



Use of resources and energy: The new product is anticipated to compete, replace, or substitute with
non-menthol cigarettes currently on the market as noted. Furthermore, the market volume of the
new product is a negligible fraction of that of all cigarettes manufactured in the US in 2007.
Accordingly, the use of resources and energy due to the proposed action is negligible.

Mitigation: No adverse environmental effects are identified based upon our review of the available
data and information for the new product and its proposed use as a cigarette. Therefore, no
mitigation measures are to be discussed. Furthermore, the manufacturer’s facility has reported air
releases under the Clean Air Act and has permits to discharge to water under the local, state, and
Federal relevant environmental regulations. ™

10. Alternatives to the proposed action:

Alternative A {No action aiternative): the no-action alternative is to not allow the product to be

marketed in the US. The environmental impact is virtually not changing the existing condition due to the
manufacture, use, and disposal from use of the tobacco product.

Alternative B (Proposed oction): There is virtually no environmental effect due to the proposed

action of authorizing the new product and the associated manufacture, use, and disposal from use of
the new tobacco product.

Therefore, the difference of environmental impacts of these two alternatives is negligible, if any,

11. Confidential Appendix:

Appendix 1: Modification of the New Product, Newport Non-Menthol Gold Box, to Grandfathered
Product, “2007 Newport Lights Menthol 80 Hard Box”

Appendix 2: {B)§
EREA:

Appendix 3; Confidential business information: first and fifth year market volume projections

M peport based on TRL
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Appendix 1: Modification of the New Product, Newport Non-Menthol Gold Box, to Grandfathered
Product, “2007 Newport Lights Menthol 80 Hard Box”

Modiﬂcatton

Product Attributes 1x (b) (4)

5@” Bl
3} Exchange ok Fire Sta dard& Compluant ("FSC") paper
4) White tipping paper to cork-and-white and decrease offl

tipping paper weight

Product Constituents 1) Changes of less than (B}

B 2) Changes of less than (B} cigarette of tar, mcotme CO (TNCO)
Product Ingredients 1) (b)(4) of b} mg/cigarette of bY@

(BT

2) Removal of (B}

3) Changes within (b

‘cig of various tobacco blends ;
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Appendix 3: Confidential business infarmation: first and fifth year market volume projections
in their response, SE0007199, dated February 12, 2013, Lorillard stated that, " Newport Non-
Menthol Gold Box’ is intended to compete with other non-menthol cigarettes currently on the market.”
They also stated, “’Newport Non-Menthol Gold Box' is not reasonably expected to increase the total
market votume for non-menthol cigarettes.”

They further stated that, “’Newport Nan-Menthol Gold Box' market volume is projected to be
(BY@J 71 units (cigarettes) in the first year (first 12 months) and (B) (4); | (cigarettes) in the
fifth year. Please note that brand volume projections are usually revised annually based on actual sales
and market dynamics.”




FINDING OF NO SIGNIFICANT IMPACT
FOR

Market Authorization of *Newport Non-Menthol Gold Box”
Found Substantially Equivalent to “2007 Newport Lights Menthol
80 Hard Box™

The Center for Tobacco Products of the Food and Drug Administration (FDA) has carefully
considered the potential environmental impact of this action and has concluded that this action
will not have a significant effect on the quality of the human environment. Therefore, an
environmental impact statement is not required. The evidence supporting this finding is
contained in the attached environmental assessment, dated June 4, 2013, which is available to the
public upon request. The agency prepared the environmental assessment under the Council on
Environmental Quality's regulations (40 CFR 1500-1508) implementing the National
Environmental Policy Act.

Date: June 4, 2013

David Ashley, PhD
Director
Office of Scienc ’
Center for Tobaccd Products
Food and Drug Administration




1. SUBMISSION INFORMATION
STN #:
Submission Type:
Submission Receipt Date:

Tobacco Product Name:

Tobacco Category Type:

Tobacco Product Code:

Submitter’s Name:
Company’s Name (if different):
Contact Information:

GF1200009
GF Submission
05/04/2012

Newport Lights Menthol Gold Box (also referred to as
2007 Newport Light Menthol 80 Hard Box)

X Cigarette [] Smokeless Tobacco
[J RYO Tobacco [ Cigarette Tobacco
[] Other:

b4

Lorillard, Inc.

Neil L. Wilcox, DVM, MPH

Senior Vice President & Chief Compliance Officer
714 Green Valley Road

Greensboro, NC 27408

(336) 335-7656

(225) 335-7752 (fax)

nwilcox/@lortobco.com

2. OCE RECOMMENDATION

GF Status:
[] Cannot Establish Grandfathered

Predicate Eligibility:

X] Established Grandfathered Status

Status

X] Tobacco product is predicate cligible
[[] Tobacco product is not predicate eligible

NOTE: This determination was not based on a review of the characteristics of the tobacco product.




QCE Grandfathered Product Review Memo

3. SIGN-OFF

STN: GF1200009

Compliance Reviewer: John Torcivia

Date: Hj29l2evL
Sign ;

Team Leader: Paul Perdue, Jr.
Comments:

Date: $/2#/72¢.1
Signatijj o

Group Leader: Joanna Weitershausen
Comments:

Senior Regulatory Counsel: Emil Wang
Commients:

Based on a review of the information provided, the Office of Compliance and Enforcement has
determined that Newport Lights Menthol Gold Box was commercially marketed as of February 15, 2007
and is eligible to serve as a predicate product in a report under section 905(j) of the FD&C Act.

o

Ann Simoneau, J.D.
Director, Office of Compliance and Enforcement
Center for Tobacco Products

page2of 4



OCE Grandfathered Product Review Memo STN: GF1200009

‘4 | I‘()BACCOMPRODUCI" INFORMA l"lON

The c:garette is llt by the consumer cmd smoked

5. REGULATED TOBACCO PRODUCT DETERMIN AT[ON

m- (}a«tie:s
1 1Is the product made or derived from tobacco that is X
intended for human consumption, including any
component, part, or accessory of a tobacco product
(except for raw materials other than tobacco used in
manufacturing a component, part, or accessory of a
tobacco product)?
(FD&C Act § 201(rrX(1))
2. Is the product a drug, device, or combination product? X
(FD&C Act § 201(rr)(2))
3. Is the product marketed in combination with any other X
article or product regulated under the Act?
(FD&C Act § 201(rr}(4))
4. s the product currently regulated under Chapter [X? If X Tobacco product mects
“yes,” specify the tobacco product category. the definition of
(FD&C Act § 901(b)) “cigarette” under the Act.
Does CTP currently regulate this tobacco product? (“Yes” | X Cigarette
response to Questions 1 and 4 and “No” response to
Questions 2 and 3.).

6. GF EVIDENCE REVIEW
Evndence Demonstratlng Commerclal Marketm  as ‘of Februarzl 2007

. B i Date oo L 4
I.C Bill of L. ading 2/12/'7007 B]H of L. admg #4500028517 Page 1 ‘\JPI LTM
80 BX (12M); UPC#00349 Material#1000072
2.C Bill of Lading 2/16/2007 | Bill of Lading #4500028613, Page 1; NPTLTM

80 BX (12M); UPC#00349 Matcrial#1000072

Other Evidence Submitted

N/A
7. PREDICATE ELIGIBILITY EVIDENCE REVIEW
Tabh Type af Date Test mmsum 4
D Statement 5/4/2012 @ Not in test market *“We hereby confirm that
(Predicate Eligible) Newport Lights Menthol Gold
' Box was not in a test market as of
[T i test market February 15, 2007. At that time,
(Not Predicate Eligible) | the product was sold nationally.”
. — Neil Wilcox, Senior Vice
| President & CCO. Newport

page 3 of 4



OCE Grandfathered Product Review Memo STN: GF1200009

Lights Menthol Gold Box is also
known as NPL LT M 80 BX and
is a hard box.

8.

CORRESPONDE

5/3/2012

x o F 3

NCE

(Lorillard)

Dan-My Chu (CTP, Email summary of information requested for
QCE, EMG) grandfathered application.

B 5/312012 Patricia Kovacevic Email acknowledgement of Tab A
(Lorillard) correspondence

C 5/4/2012 Patricia Kovacevic Email requested for grandfathered review for

Newport Lights Menthol Gold Box. Email
contained (1) cover letter dated 5/4/2012 from
Neil Wilcox, (2) evidence for commercial
marketing of grandfathered products, and (3)
statement product was not in lest market as of
February 15, 2007.

page 4 of 4




1. SUBMISSION INFORMATION

STN #:
Submission Type:
Submission Receipt Date:

New Tobaceo Product Name:
New Tobacco Category Type:

New Tobacco Product Code:
Submitter’s Name:

Company’s Name (if differcnt):
Contact Information:

SE0003731
905(j) Regular Report
10/13/2011

Newport Non-Menthol Gold Box

™ Cigarette [C] Smokeless Tobacco
[[]1 RYO Tobacco [ Cigarette Tobacco
(b) (4)

Lorillard Inc.

Neil L. Wilcox, DVM, MPH

Senior Vice President & Chief Compliance Officer
714 Green Valley Road

Greensboro, NC 27408

(336) 335 - 7656

(336) 335~ 7752 (fax)

nwilcox/@lortobco.com

2. RECOMMENDATION

X Tobacco product is in compliance with applicable provisions of the FD&C Act.

Tobacco product is not in compliance with applicable provisions of the FD&C Act.




OCE/EMG Compliance with the Act Review Memo STN: SE0003731

3. SIGN-OFF

Compliance Reviewer: Dina Raafat

Date: 6/19/13
Initials: DR

Based on a review of the information provided, the Office of Compliance and Enforcement has
determined that the firm is in compliance with section 919 (user fees) of the FD&C Act and the brand
name Newport Non-Menthol Gold Box is in compliance with applicable provisions of the FD&C Act.

619.13
Date

Division Director, Office of Compliance and Enforcement

Center for Tobacco Products

4. ADDITIONAL INFORMATION

| Peseription .

The firm was not
dated 6/2/13.
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Primary STN # SE0003731

Reviewer: D. Portnoy

New Product Name: Newport Non-Menthol Gold Box

‘Submission.
Primary STN

: .

%

SEG003731 amended by SE0005305

Submission Date

December 3, 2012 | FDA Receipt Date | December 10, 2012

Applicant

Lorillard, Inc.

Purpose

4] Introduction of New Product [ Modification of Existing

Product

Scope of Review

To determine whether the predicate and new product are substantially
equivalent in terms of consumer perceptions.

Information
Reviewed

[ Label [_]Marketing [ ] Sensory Perception Studies | | Risk
Perception Studies [ ] Health Information Summary

Recommendation

New Product

Sll@staniialig Egui\?al‘en;’

Newport Non-Menthol Gold Box

Name

Predicate Product

Name
Package Size | Hard box pack, 20 cigarettes in each pack, 10 packs per carton
Product 1D | 2000314 (reference ID # internal)/ TP-0004209
Product Category Cigarette L] Roll-Your-Own [_] Cigarette Tobacco
(] Smokeless (] Pipe Tobacco [_] Hookah Tobacco
U] Cigars (] Bidis [[] Kreteks
[]ENDS [] Other
Product Sub- | Filtered (Combustion)
Category
Product Use For Consumer Use | For Further Manufacturing
Product Type mponent { | Part

"Newport Lights Menthol Gold Box

Package Size

20 cigarettes in cach pack. 10 packs per carton

CTP/OS

Team Leader name: Conrad Choiniere, Ph.D. Signature: “C0

CTP/O

Concur

Date: é;[{%/@l ~ “

[INon-concur (sec separate memo) /
/




Primary STN # SE0003731 Reviewer: D. Portnoy
New Product Name: Newport Non-Menthol Gold Box
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Primary STN # SEQ003731 Reviewer: D. Portnoy
New Product Name: Newport Non-Menthol Gold Box

EXECUTIVE SUMMARY

On October 12, 2011, Lorillard Tobacco Company submitted a report in accordance with section
905(j): Report Preceding [ntroduction of Certain Substantially Equivalent Products into Interstate
Commerce. On December 3, 2012 Lorillard Tobacco Company submitted an amendment in
response to the Al letter dated October 26, 2012.

The applicant is secking an order to introduce a new product, Newport Non-Menthol Gold Box,
as a substantially equivalent product to the grandfathered product Newport Lights Menthol Gold
Box, into interstate commerce.

Modifications to the product include modifications of the The applicant posits that although
menthol was removed between the new product and the predicate product, the products are
substantially equivalent and any differences do not raise different questions of public health

in the cover letter dated October 12, 2011, sent with the report, the applicant states that "a
summary of the relevant health information for the subject product will be made available upon
request pursuant to Section 910(a)(4) of the FDCA."



Primary STN # SE0003731 Reviewer: . Portnoy
New Product Name: Newport Non-Menthol Gold Box

EVALUATION OF CONSUMER INFORMATION

1.1 Scope of Review

This review assesses the substantial equivalence of Newport Non-Menthol Gold Box in relation
to Newport Lights Menthol Gold Box (predicate product) based on the consumer information
provided in the application. The review does this by examining the following parts of the
application:

¢ Health Information Summary

¢ Change in characterizing flavor

[.2 Review of Consumer Information

Health Information Summary

On the cover sheet for the original SE submission dated October 12, 2011, and again in the
amendment dated December 3, 2012 the applicant states that a summary of health information
will be provided upon request,

Change in characterizing {lavor

A change from the predicate ;:srcduat which contains menthol, to the new product, which does
not contain menthol, poses an issue from a social science perspective regarding whether the
change raises different questions of public health spemﬁealiv with respect to the impact of a new
non-menthol product on initiation of tobacco use. This review primarily focuses on youth and
young adults as initiation of established smoking occurs almost exclusively before the age of 25.
In the process of addressing the issues, we reviewed the peer-reviewed literature, public
documents, and FDA’s intemnal review of menthol.

Approximately half (46%) of all current youth and young adult cigarette smokers smoke menthol
cxgarcttes according to data from the 2004 National Youth Tobacco Survey, with similar findings
in 2008 among youth smokers. The appeal of menthol cigarettes, especially among youth, has
been linked to their portrayal in marketing as having a smoother taste and bein g !t:ss harsh

which may be appealing to newer smokers or those curious about experimentation.”** Direct
data on the appeal of non-menthol cigarettes as compared to menthol cigarettes as it relates to
initiation is less available. A review of tobacco industry documents found that menthol cigarettes
were marketed as being impliced to be healthier and that they were targeted to those consumers
that would not otherwise progress to regular smoking, including young smokers and those that
do not like regular cigarettes .* A second piece of indirect evidence on the influence of menthol
on cigarette initiation comes from an economic analysis of pricing of menthol and non-menthol
cigarettes. Tauras et al. used data from over 57,000 smokers from the TUS-CPS to examine
preference of menthol versus non-menthol cigarettes.” That analysis suggested that from an
economic point of view, smokers of non-menthel cigarettes are less likely to substitute their
cigarcttes for menthol cigarettes than the reverse. A survey of current adolescent and adult
smokers in 2010 found that among menthol smokers, if they were no lonsor able 1 ebtain
menthol cigarettes, they reported that they would most lkely ry to gmt someking/simcke less or
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seek out alternative sources of menthol, such as in a smokeless tobacco pmductgk In that study,
over 80% of menthol smokers reported that they would be willing to try a non-menthol cigarette,
suggesting that in the absence of a menthol cigarette, current menthol smokers might be willing
to switch to a non-menthol cigarette, although this study did not directly address initiation of
smoking.

In sum, menthol cigareites are used more frequently by youth and young adult smokers than
adult smokers, especially youth and young adults that have smoked for less than a year,
suggesting they appeal to youth and may be associated with increased initiation as compared to
non-menthol cigarettes. However, there is limited data that directly compares initiation of
menthol versus non-menthol cigarettes. DiFranza found that among 120 participants that
initiated cigarettc use during a 30-month follow-up assessment, and could remember their first
cigarette, 42% reported that their first cigarette was menthol.” However it is suggested that newer
tobacco users may start with 2 menthol product and then later switch to a non-menthol

product, ™

The evidence for initiation of menthol cigarettes, especially among youth and young adults,
suggests that the new product (non-menthol) is not likely to have a negative impact on initiation
rates compared to the predicate (menthol) product and does not raise different questions of public
health beyond those of the predicate product. However these questions should also be referred to
an addiction reviewer to evaluate the impact on the likelihood of initiation, level of dependence
and cessation.

OUTSTANDING ISSUES

2.1 1ssues
« None identified.

2.2 Letter Ready Comments
e N/A

CONCLUSIONS

Based on the inclusion of a statement that a health information summary will be made available
upon request, and consideration of the public health impact of the removal of menthol as a
characterizing flavor, we have resolved the questions raised by the intreduction of Newport Non-
Menthol Gold Box into interstate commerce that would preclude an order finding Newport Non-
Menthol Gold Box substantially equivalent Newport Lights Menthol Gold Box from the social
science perspective,
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