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C DEPARTMENT OF HEALTH & HUMAN SERVICES
Food and Drug Administration
Center for Tobacco Products
9200 Corporate Boulevard
Rockville, MD 20850
June 25, 2013

NOT SUBSTANTIALLY EQUIVALENT

Submission Trackmg Number (STN): ®r @)

(b) (4)

by
Dear()()

We have completed our review of your Report Preceding Introduction of Certain Substantially
Equivalent Products into Interstate Commerce (SE Report), submitted under section 905(j) of the
Food, Drug, and Cosmetic Act (FD&C Act), for the following tobacco product:

Applicant: (b) (4)

Tobacco Product Name': R

Tobacco Product Category: Cigarette

Tobacco Product Sub-Category: Filtered Conventional Cigarette
Package Size: 20 cigarettes

Package Type: 3 .; (b) (4)

We have completed the review of your SE Report and have determined that it does not establish

@ tgl?({)the product specified above is substantially equivalent to the predicate tobacco product,

. We have described below our basis for this determination.

1. Your SE Report provides information about tobacco and ingredients added to tobacco
in the new and predicate tobacco products. However, the information provided does
not include sufficient detail to fully identify the composition of the predicate and new
tobacco products.

2. Your SE Report does not identify any other type of tobacco other than (b) 4)
4) This level of detail does not fully identify the tobacco used in the new and
predicate tobacco products. Furthermore, your SE Report states that both the new
and predicate tobacco products contair(®) (4) obacco at an{P) (4)
(b) (4), This amount of tobacco needs confirmation

! Brand/sub-brand or other commercial name used in commercial distribution



(b) (4)
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3. Your SE Report lists many ingredients as present in. b :

(b

because it is substantially
(700 - 900 mg/cigarette).

han what is contained within other brands of cigarette

appears to be incorrect because the reported values for some 1ngred1ent quantities are

(b) (4)

is not clear what the total refers to. For example the quantlty of - »
is listed as - (@) (4) Does the @ (b} refer to the amount added to tobacco? Your SE
Reports also lists many of the 1néred1ent e ‘ 5 (b) (4)but
needs to list actual quantities.

Your SE Report does not provide any information on the HPHCs present in the
smoke or filler of new or predicate products. Minimally, your SE Report must
provide data comparing the levels of tar, nicotine, and carbon monoxide in the

mainstream smoke of the predicate and new tobacco products.

Your SE Report includes design parameters for the predicate and new tobacco
products. However, your SE Report does not provide sufficient detail on product
design to fully identify the predicate and new tobacco products. Your SE Report did
not provide an adequately comprehensive description of the predicate and new
tobacco products including, but not limited to, lacking the following:

a. Graphical representation of the cigarette (including the direction of fade
on the tipping to indicate the color on the mouth end);
Cigarette Weight (mg);
Cigarette Resistance to Draw (mm H,0);
Puff Count;
Bum Rates (s);
Tobacco Filler oven volatiles (OV) or moisture (%);
Tipping Paper Ventilation (%);
Tipping Paper Length (mm);
Filter Length (mm);
Filter Efficiency (%) - If no filter efficiency data is available for the
products, please include information sufficient to show that the cigarette
filter is unchanged (denier per filament, total denier, etc.);

k. Filter (Plug) Pressure Drop (mm H,0); and
In addition, verify that the tobacco weight is: ( b){ ) per stick. Your SE Report did not
provide full test data (including test protocols quanﬁtative acceptance (pass/fail)
criteria, data sets and a summary of the results) for all testing performed for each
design parameter listed above.

T E@ e a0 o

Your SE Report indicates that there is a changern the( ! (‘

(b) 4) for the predrcate tobacco product in ‘b) (4)0f your SE Report is
“described s (b) (4)Howeyer the information needs clarification because the
material specrﬁcatron from; : ( )(4)of your SE Reportis () ‘(4)
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(b) (4)

(b) (4) and the paper ingredients in
fora  (b)(4)

(b)j(4)3f your SE Report appear to be

8. Your SE Report provides a detailed listing of ingredients in (B) Byt
include levels used for the predicate and new tobacco  products. The values provided
® @ ‘Accurate
product specifications are requlred to perform relevant evaluation of the data.

4 o
9. Your SE Report, 1n( ) @ -
®@) ..~ Thescdatacannotbe
interpreted without a listing of the total mass.

10. Your SE Report includes the addition of constituents that are listed in the Hazardous
Substances Data Bank with known toxicities. But, your SE Report does not address
all such constituents/substances and why these do not raise new issues of public
health. These include, but may not be limited to, (°) (4)

(b) (4) ‘
(’b) Also, it is not clear why the increase of (b) (4)
does not cause the new product to raise different questlons of public health.

11. The scientific literature shows that( ) (4) nfluences the way individuals perceive
products, including tobacco products. Research shows that nfluences consumer
perceptions of harm, flavor and taste of cigarettes, which in turn may influence the
likelihood of product use and 1n1t1at10n of cigarette smokmg However, your SE
Report . (b) (4) ; :

(b) (4) '

12. Your SE Report does not include sufficient information needed in order for us to

make a determination as to whether or not the tobacco product you have referenced as
a predicate is predicate-eligible (grandfathered). The evidence you provided did not
indicate specific dates in which commercial marketing of these products occurred in

( [t)I)l?;)Jmted States. The information you prov1ded for these submissions consists of a
(b) (4) . However, this information does not
establish that the products were commercially marketed in the United States as of
February 15, 2007.

You have failed to provide sufficient information to support a finding of substantial equivalence;
therefore, we are issuing an order finding that this new tobacco product is not substantially
equivalent to an appropriate predicate tobacco product. Failure to receive the necessary
marketing authorization from FDA for this new tobacco product renders it adulterated and
misbranded under Sections 902 and 903 of the FD&C Act. The introduction or delivery for
introduction into interstate commerce of an adulterated or misbranded tobacco product is a
prohibited act under section 301(a) of the FD&C Act, the violation of which could result in
enforcement action. :

If you wish to seek further FDA review of this decision, we suggest that you first request a
meeting with the FDA staff who reviewed your submission. If you wish to request supervisory
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review of this decision under 21 CFR 10.75, please submit the request via the FDA Electronic
Submission Gateway (www.fda.gov/esg) using eSubmitter, or mail to:

Center for Tobacco Products

Food and Drug Administration
Document Control Center, Rm 020]
9200 Corporate Boulevard
Rockville, MD 20850

We request that your package be sent as a single submission with a cover letter that includes the
following text in your subject line: REQUEST FOR SUPERVISORY REVIEW for
(b) (4) In addition, we request that your package identify each basis for the request and
contain all mformatlon on which you wish your request to be based; it may not contain any new
data or analysis that was not part of your SE Report.

You may not legally market the new tobacco product described in this SE Report unless (1)
FDA issues an order finding the product to be exempt from the requirements of substantial
equivalence and you make the required submission under section 905(j)(1)(A)(iD), (2) FDA
issues an order finding the product substantially equivalent to a predicate tobacco product
(section 910(a)(2)(A) of the FD&C Act), OR (3) FDA issues an order authorizing
introduction or delivery for introduction into interstate commerce under a premarket
tobacco application (section 910(c)(1)(A) of the FD&C Act).

See the following website for additional information on these three pathways:
http://www.fda. gov/TobaccoProducts/Labeling/TobaccoProductReviewEvaluation/NewTobacco
ProductReviewandEvaluation/default.htm.

P e

If ?'ou have any questions, please contact
b) (4) e

Sincerely,

(b) (6)

David L. Ashlgf,

RADM, U.S. RybliZ Health Service
Director, Office of Science

Center for Tobacco Products
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Food and Drug Administration
Center for Tobacco Products
9200 Corporate Boulevard
Rockville, MD 20850

June 25, 2013
NOT SUBSTANTIALLY EQUIVALENT
Submission Tracking Number (STN): | (b)_ (4)
R . e B @
T
Dear (b) ( )

We have completed our review of your Report Preceding Introduction of Certain Substantially
Equivalent Products into Interstate Commerce (SE Report), submitted under section 905(j) of the
Food, Drug, and Cosmetic Act (FD&C Act), for the following tobacco product:

YA
Applicant: &1

Tobacco Product Name':
Tobacco Product Category: Clgarette .
Tobacco Product Sub-Category: Filtered Conventional Cigarette
Package Size: 20 cigarettes
Package Type: e s
We have completed the review of your SE Report and have determined that it does not establish

that the product specified above is substantially equivalent to the predicate tobacco product,
(b) () We have described below our basis for this determination.

1. Your SE Report provides information about tobacco and ingredients added to tobacco in
the new and predicate tobacco products. However, the information provided does not
include sufficient detail to fully identify the composition of the predicate and new
tobacco products.

! Brand/sub-brand or other commercial name used in commercial distribution



. Your SE Report lists many ingredients in terms of
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Your SE Report does not identify any other type of tobacco other than ,,(b) (4)
This level of detail does not fully identify the tobacco used in the new and predlcate -
tobacco products. Furthe SE Report states that both the new and pred1cate
tobacco products contain 4§t0bacco atan’ (;, ) (4)
(B) (4), This amou acco needs confirmation because it is
) han what is contained within other brands of cigarette (700 - 900

mg/cigarette).

(b) (4)quant1t1es Th1s appears fo
(b) (4)

Your SE Report lists many ingredients as present 1
be incorrect because the reported values for some 1ngred1ent ‘quantities are -

by

b) () However, itis
not clear what the total refers to. For example, the quantity o A 41 is

listed as. (B} (4) Does the " (b)refg;r to the amount added to tobacco? Your SE Reports
also lists many of the ingredients . * b)@as - (b) 4)but needs to list

actual quantities.

Your SE Report does not provide any information on the HPHCs present in the smoke or
filler of new or predicate products. Minimally, your SE Report must provide data
comparing the levels of tar, nicotine, and carbon monoxide in the mainstream smoke of
the predicate and new tobacco products.

Your SE Report includes design parameters for the predicate and new tobacco products.
However, your SE Report does not provide sufficient detail on product design to fully
identify the predicate and new tobacco products. Your SE Report did not provide an
adequate description of the predicate and new tobacco products including, but not limited
to, lacking the following:

P

Graphical representation of the cigarette (including the direction of fade
on the tipping to indicate the color on the mouth end);

Cigarette Weight (mg);

Cigarette Resistance to Draw (mm Hy0);

Puff Count;

Burn Rates (s);

Tobacco Filler oven volatiles (OV) or moisture (%);

Tipping Paper Ventilation (%),

Tipping Paper Length (mm);

Filter Length (mm);

Filter Efficiency (%) - If no filter efficiency data is available for the
products, please include information sufficient to show that the cigarette
filter is unchanged (denier per filament, total denier, etc.);

k. Filter (Plug) Pressure Drop (mm H,0); and

TrrE@ e s o

In addition, verify that the tobacco weight is by (4)per stick. Your SE Report did not
provide full test data (including test protocols ‘quantitative acceptance (pass/fail)
criteria, data sets and a summary of the results) for all testing performed for each
design parameter listed above.
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7.

10.

11.

12.

Your SE Report, in

(b) (4)

Your SE Report indicates that there is a change in the ®Y &)

for the predicate tobacco product in (b) (4)of your SE Report is described as
However, the information needs clarification because the material specification

from ~ (b) (4hf your SE Report is ) ")and the paper

ingredients in (b) ( )of your SE Report appeartobe for ~ (b) (4),

(b) (4)

Your SE Report pr0v1des a detailed listing of ingredients in hat include

levels used for the predicate and new tobacco products. The values provided () (4)

(b) (4) Accurate product
specifications are required to perform relevant evaluation of the data.

v " (b) (4) These data cannot be
interpreted without a listing of the total mass.

Your SE Report indicates that a change was made to the cigarette paer. However. it is
unclear whether the new product uses cigarette paper designed to be 4)

| - (b) (4) Identify whether the new product uses (b) (4) Provide the
following details on the design for the cigarette paper on the both the new and the
predicate product, including any differences between the papers used:

Cigarette Paper Base Paper Porosity (CU);
Cigarette Paper Band Porosity (CU);
Cigarette Paper Band Width (mm); and
Cigarette Paper Band Spacing (mm)

o o

For each of these parameters, provide full test data (including test protocols,
quantitative acceptance (pass/fail) critenia

Your SE Report includes the addition of constituents that are listed in the Hazardous
Substances Data Bank with known toxicities. But, your SE Report does not address all
such constituents/substances and why these do not raise new issues of public health.

These include, but may not be limited to, (b) (4)

| e e e BY () Also, itis
not clear why the increaseof " (b) (4) does not cause the
new product to raise different questions of public health.

The scientific literature shows that (b) (4)}influences the way individuals perceive
products, including tobacco products. Research shows that (b) (Dinfluences consumer
perceptions of harm, flavor and taste of cigarettes, which in turn may influence the

likelihood of product use and initiation of cigarette smoking. However, your SE Report

13.

(b) (4)
(b) (4)
Your SE Report does not include sufficient information needed in order for us to make a

determination as to whether or not the tobacco product you have referenced as a predicate
is predicate-eligible (grandfathered). The evidence you provided did not indicate specific
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dates in which commercial marketing of these products occurred in the United States.
The 1nf0rmat10n you provxded for these submlssmns consists of a presentatlon on %
‘ ' ey (B4
(b) (4) However thls mformatwn does not establish that the products were
commerc1ally marketed in the United States as of February 15, 2007.

You have failed to provide sufficient information to support a finding of substantial equivalence;
therefore, we are issuing an order finding that this new tobacco product is not substantially
equivalent to an appropriate predlcate tobacco product. Failure to receive the necessary
marketing authorization from FDA for this new tobacco product renders it adulterated and
misbranded under Sections 902 and 903 of the FD&C Act. The introduction or delivery for
introduction into interstate commerce of an adulterated or misbranded tobacco product is a
prohibited act under section 301(a) of the FD&C Act, the violation of which could result in
enforcement action.

If you wish to seek further FDA review of this decision, we suggest that you first request a
meeting with the FDA staff who reviewed your submission. If you wish to request supervisory
review of this decision under 21 CFR 10.75, please submit the request via the FDA Electronic
Submission Gateway (www.fda.gov/esg) using eSubmitter, or mail to:

Center for Tobacco Products

Food and Drug Administration
Document Control Center, Rm 020
9200 Corporate Boulevard
Rockville, MD 20850

We request that your package be sent as a single submission with a cover letter that includes the
following text in your subject line: REQUEST FOR SUPERVISORY REVIEW for

- b)) addition, we request that your package identify each basis for the request and
contain all information on which you wish your request to be based; it may not contain any new
data or analysis that was not part of your SE Report.

You may not legally market the new tobacco product described in this SE Report unless (1)
FDA issues an order finding the product to be exempt from the requirements of substantial
equ1valence and you make the required submission under section 905(§)(1)(A)(ii), (2) FDA
issues an order finding the product substantially equivalent to a predicate tobacco product
(section 910(a)(2)(A) of the FD&C Act), OR (3) FDA issues an order authorizing
introduction or delivery for introduction into interstate commerce under a premarket
tobacco application (section 910(c)(1)(A) of the FD&C Act).
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See the following website for additional information on these three pathways:
http://www.fda.gov/TobaccoProducts/Labeling/TobaccoProductReviewEvaluation/NewTobacco
ProductReviewandEvaluation/default.htm.

(bl)f(\é?u have any questions, please con_tacl(b) (4)

Sincerelv.

(b) (6)

David L. Ashles;YhD
RADM, U. ﬁ ic Health Service

Director, Office of Science
Center for Tobacco Products
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Food and Drug Administration
Center for Tobacco Products
9200 Corporate Boulevard
Rockville, MD 20850

June 25, 2013
NOT SUBSTANTIALLY EQUIVALENT

Submission Tracking Number (STN): %(b) (4)

(b) (4)

Dear® @

We have completed our review of your Report Preceding Introduction of Certain Substantially
Equivalent Products into Interstate Commerce (SE Report), submitted under section 905(j) of the
Food, Drug, and Cosmetic Act (FD&C Act), for the following tobacco product:

(b)@)

Applicant:

Tobacco Product Name':

Tobacco Product Category: »(ii.ga»rréttem -

Tobacco Product Sub-Category: Filtered Conventional Cigarette
Package Size: 20 cigarettes

Package Type: (b} (4)

We have completed the review of your SE Report and have determined that it does not establish

that the product specified above is substantially equivalent to the predicate tobacco product,
(b) (4) - We have described below our basis for this determination.

1. Your SE Report provides information about tobacco and ingredients added to tobacco
in the new and predicate tobacco products. However, the information provided does
not include sufficient detail to fully identify the composition of the predicate and new

tobacco products. -

2. Your SE Report does not identify any other type of tobacco other than (B) (4)
(BY (4)  This level of detail does not fully identify the tobacco used in the new and

predicate tobacco products. Furthermore, your SE Report states that both the new

and predicate tobacco products co'ntain(b_): 4) ‘ tobacco at an (b) (4)
(b} (4) This amount of tobacco needs contirmation

! Brand/sub-brand or other commercial name used in commercial distribution



. Your SE Report lists many ingredients in terms of -

. Your SE Report shows that

: page 2’(b)(4)

because it is substant1ally§ z than what is contained within other brands of cigarette
(700 - 900 mg/cigarette).

. Your SE Report lists many ingredients as present im0 (4i This

appears to be incorrect because the reported values for some mgredlent quantltles are

UL

B @ However 1t

is not clear what the total refers to. For example, the quantlty 0
is listed as | (b (4) Does the b

Reports also Tists many of the 1ngredlent
needs to list actual quantities.

The predicate product does not ¢
addition of - - () Bt thei(t
different questwns of pubhc health.

( Jwould not cause the new product to raise

. Your SE Report does not provide any information on the HPHCs present in the

smoke or filler of new or predicate products. Minimally, your SE Report must
provide data comparing the levels of tar, nicotine, and carbon monoxide in the
mainstream smoke of the predicate and new tobacco products.

. Your SE Report includes design parameters for the predicate and new tobacco

products. However, your SE Report does not provide sufficient detail on product
design to fully identify the predicate and new tobacco products. Your SE Report did
not provide an adequate description of the predicate and new tobacco products
including, but not limited to, lacking the following:

Graphical representation of the cigarette (including the direction of fade
on the tipping to indicate the color on the mouth end);

Cigarette Weight (mg);

Cigarette Resistance to Draw (mm H0);

Puff Count;

Burn Rates (s);

Tobacco Filler oven volatiles (OV) or moisture (%);

Tipping Paper Ventilation (%);

Tipping Paper Length (mm);

Filter Length (mm); -

Filter Efficiency (%) - If no filter efficiency data is available for the
products, please include information sufficient to show that the cigarette
filter is unchanged (denier per filament, total denier, etc.);

k. Filter (Plug) Pressure Drop (mm H,0); and

»

T s e e o

In addition, verify that the tobacco weight is (bj _:(4)Zper stick. Your SE Report did not
provide full test data (including test protocols, quantitative acceptance (pass/fail)



rages,  O@

-~ criteria, data sets and a summary of the results) for all testing performed for each
design parameter listed above.
o : . (b) (4)
8. Your SE Report indicates that there is a change in the
(b) (4) for the predicate tobacco productin (b 4)of your SE Report is
described as ) Pipowever, the information needs clarification hecause the.
~material specification from __(b) (4t vonr bQF,A Report is ; (b_) (4)
: and the paper ingredients in ' ( ° Ot'your SE Report appear to be
fora.  ®)# "
: oy . . N (X CY
9. Your SE Report provides a detailed listing of ingredients in | that
include levels used for the predicate and new tobacco products. The values provided
o - o -7V Accurate
product specifications are required to perform relevant evaluation of the data.

10.Your SERgport,in @)@ . O®
e e e e 2 B¢ )Thesedatacannotbe
interpreted without a listing of the total mass. '

11. Your SE Report includes the addition of constituents that are listed in the Hazardous
Substances Data Bank with known toxicities. But, your SE Report does not address
all such constituents/substances and why these do not raise new issues of public
health. These include, but may not be limited to, (6) (4) -

(b) (4) Also, it is not clear why the erease of S S ""(b) (4)

does not cause the new product to raise different questions of public health.

12. The scientific literature shows that P Egz_inﬂuences the way individuals perceive
products, including tobacco products. Research shows that b) Winfluences consumer
perceptions of harm, flavor and taste of cigarettes, which in turn may influence the
likelihood of product use and initiation of cigarette smokine. However. vour SE..
Report

13. Your SE Report does not include sufficient information needed in order for us to
make a determination as to whether or not the tobacco product you have referenced as
a predicate is predicate-cligible (grandfathered). The evidence you provided did not
indicate specific dates in which commercial marketing of these products occurred in
the United States. The information you vrovided for these snhmissiane f‘.((B’sQ(if)tS ofa
presentation on - _ _

' " ' () (#)However, this information does not
establish that the products were commercially marketed in the United States as of
February 15, 2007.

You have failed to provide sufficient information to support a finding of substantial equivalence;
therefore, we are issuing an order finding that this new tobacco product is not substantially
equivalent to an appropriate predicate tobacco product. Failure to receive the necessary
marketing authorization from FDA for this new tobacco product renders it adulterated and
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misbranded under Sections 902 and 903 of the FD&C Act. The introduction or delivery for
introduction into interstate commerce of an adulterated or misbranded tobacco product is a
prohibited act under section 301(a) of the FD&C Act, the violation of which could result in
enforcement action.

If you wish to seek further FDA review of this decision, we suggest that you first request a
meeting with the FDA staff who reviewed your submission. If you wish to request supervisory
review of this decision under 21 CFR 10.75, please submit the request via the FDA Electronic
Submission Gateway (www.fda.gov/esg) using eSubmitter, or mail to:

Center for Tobacco Products

Food and Drug Administration
Document Control Center, Rm 020]
9200 Corporate Boulevard
Rockville, MD 20850

We request that your package be sent as a single submission with a cover letter that includes the
following text in your subject line: REQUEST FOR SUPERVISORY REVIEW for

Dn addition, we request that your package identify each basis for the request and
contam all information on which you wish your request to be based; it may not contain any new
data or analysis that was not part of your SE Report.

You may not legally market the new tobacco product described in this SE Report unless (1)
FDA issues an order finding the product to be exempt from the requirements of substantial
equivalence and you make the required submission under section 905(j)(1)(A)(ii), (2) FDA
issues an order finding the product substantially equivalent to a predicate tobacco product
(section 910(a)(2)(A) of the FD&C Act), OR (3) FDA issues an order authorizing
introduction or delivery for introduction into interstate commerce under a premarket
tobacco application (section 910(c)(1)(A) of the FD&C Act).

See the following website for additional information on these three pathways:
http://www.fda.gov/TobaccoProducts/Labeling/TobaccoProductReviewEvaluation/NewTobacco
ProductReviewandEvaluation/default.htm.

(b) (4

If you have anv auestlons pnlease contact

(b) (4)

Sincerely,
(b) (6)

David L. Ashley,
RADM, U.S. Puplic Health Service

Director, Office of Science
Center for Tobacco Products
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Food and Drug Administration
Center for Tobacco Products
9200 Corporate Boulevard
Rockville, MD 20850

June 25, 2013
NOT SUBSTANTIALLY EQUIVALENT

L : (b)@)
Submission Tracking Number (STN):

) @)

. v(b) “ .

Dear

We have completed our review of your Report Preceding Introduction of Certain Substantially
Equivalent Products into Interstate Commerce (SE Report), submitted under section 905(j) of the
Food, Drug, and Cosmetic Act (FD&C Act), for the following tobacco product:

Applicant: (b) (4)

Tobacco Product Name':
Tobacco Preduct Category: Cigarette
Tobacco Product Sub-Category: Filtered Conventional Cigarette

Package Size: 20 cigarettes

Package Type: s (b)(42

We have completed the review of your SE Report and have determined that it does not establish
that the product specified above is substantially equivalent to the predicate tobacco product,
(b) ()We have described below our basis for this determination.

1. Your SE Report provides information about tobacco and ingredients added to tobacco in
the new and predicate tobacco products. However, the information provided does not
include sufficient detail to fully identify the composition of the predicate and new
tobacco products.

(b) (4)

2. Your SE Report does not identify any other type of tobacco other than
This level of detail does not fully identify the tobacco used in the new and predicate
tobacco products. Furthermore, your SE Report states that both the new and predicate
tobacco products contain (b) {4) tobacco at an (b) (4)
) This amount of tobacco needs confirmation because it is

! Brand/sub-brand or other commercial name used in commercial distribution



substantially less than what is contained within other brands of cigarette (700 - 900
mg/cigarette).

3. Your SE Report lists many ingredients as present i
be incorrect because the reported values for some i

4. Your SE Report lists many ingredients in terms of
not clear what the total refers tq. For example, the quantity o
listed asb) (4} Does the, 42'refer to the amountqddggl,,tqtoﬁécc
also lists many of the ingredients Yas:

actual quantities.

e @)is
0?_Your SE Reports
4) but needs to list

5. Your SE Report does not provide any information on the HPHCs present in the smoke or
filler of new or predicate products. Minimally, your SE Report must provide data
comparing the levels of tar, nicotine, and carbon monoxide in the mainstream smoke of
the predicate and new tobacco products.

6. Your SE Report includes design parameters for the predicate and new tobacco products.
However, your SE Report does not provide sufficient detail on product design to fully
identify the predicate and new tobacco products. Your SE Report did not provide an
adequate description of the predicate and new tobacco products including, but not limited
to, lacking the following:

®

Graphical representation of the cigarette (including the direction of fade
on the tipping to indicate the color on the mouth end);

Cigarette Weight (mg);

Cigarette Resistance to Draw (mm H»0);

Puff Count;

Burn Rates (s);

Tobacco Filler oven volatiles (OV) or moisture (%);

Tipping Paper Ventilation (%);

Tipping Paper Length (mm);

Filter Length (mm);

Filter Efficiency (%) - If no filter efficiency data is available for the
products, please include information sufficient to show that the cigarette
filter is unchanged (denier per filament, total denier, etc.);

k. Filter (Plug) Pressure Drop (mm H0); and

Crr PR A0 T

In addition, verify that the tobacco weight 1 " Your SE Report did not
provide full test data (including test protocols, quantitative acceptance (pass/fail)
criteria, data sets and a summary of the results) for all testing performed for each
design parameter listed above.

R () N G
7. Your SE Report indicates that there is...a,chang(g)i&the? : ( )(,).

for the predicate tobacco productin. .~ - TUOF your SE Report is described as
- ,4  However, the information needs clarification because the material specification
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Page 3, (b) (4)
from (b) 4o g your SE Report is “ | R ©) ) and the paper
ingredients in (b) 4)of your SE Report appear to be for a (b) (4)

8. Your SE Report provides a detailed listing of ingredientsin ~~* (b) (4)that include
levels used for the predicate and new tobacco products. The values provided (b) (4)
A (b) 4) Accurate product
specifications are required to perform relevant evaluation of the data.

el e (b)(4) These data cannot be
interpreted without a listing of the total mass.

10. Your SE Report includes the addition of constituents that are listed in the Hazardous
Substances Data Bank with known toxicities. But, your SE Report does not address all
such constituents/substances and why these do not raise new issues of public health.

These include, but mav not be limited to. | S
e DY Ao, it
not clear why the increase of (b) (4) does not cause the

new product to raise different questlons of pubhc health.

11. The scientific literature shows that ®)) nfluences the way individuals perceive
products, including tobacco products. Research shows that (b) (4)influences consumer
perceptions of harm, flavor and taste of cigarettes, which in turn may influence the
likelihood of product use and initiation of cigarette smoking. However. vour SE(t%?R)ort

(b) (4)
by A

12. Your SE Report does not include sufficient information needed in order for us to make a
determination as to whether or not the tobacco product you have referenced as a predicate
is predicate-eligible (grandfathered). The evidence you provided did not indicate specific
dates in which commercial marketing of these products occurred in the United States.
The information you provided for these submissions consists of a- o (4()b) 4)

- (,b) _(__A').‘.Héwever,‘this information does not establish that the ‘products' were
commercially marketed in the United States as of February 15, 2007.

You have failed to provide sufficient information to support a finding of substantial equivalence;
therefore, we are issuing an order finding that this new tobacco product is not substantially
equivalent to an appropriate predicate tobacco product. Failure to receive the necessary
marketing authorization from FDA for this new: tobacco product renders it adulterated and
misbranded under Sections 902 and 903 of the FD&C Act. The introduction or delivery for
introduction into interstate commerce of an adulterated or misbranded tobacco product is a
prohibited act under section 301(a) of the FD&C Act, the violation of which could result in
enforcement action.

If you wish to seek further FDA review of this decision, we suggest that you first request a
meeting with the FDA staff who reviewed your submission. If you wish to request supervisory
review of this decision under 21 CFR 10.75, please submit the request via the FDA Electronic



pages, OO

Submission Gateway (www.fda.gov/esg) using eSubmitter, or mail to:

Center for Tobacco Products

Food and Drug Administration
Document Control Center, Rm 020]
9200 Corporate Boulevard
Rockville, MD 20850

We request that your package be sent as a single submission with a cover letter that includes the
following text in your subject line: REQUEST FOR SUPERVISORY REVIEW for

(b) (4) In addition, we request that your package identify each basis for the request and
contain all information on which you wish your request to be based; it may not contain any new
data or analysis that was not part of your SE Report.

You may not legally market the new tobacco product described in this SE Report unless (1)
FDA issues an order finding the product to be exempt from the requirements of substantial
equivalence and you make the required submission under section 905())(1)(A)(i), (2) FDA
issues an order finding the product substantially equivalent to a predicate tobacco product
(section 910(a)(2)(A) of the FD&C Act), OR (3) FDA issues an order authorizing
introduction or delivery for introduction into interstate commerce under a premarket
tobacco application (section 910(c)(1)(A) of the FD&C Act).

See the following website for additional information on these three pathways:
http://www.fda.gov/TobaccoProducts/Labeling/TobaccoProductRevi ewEvaluation/NewTobacco
ProductReviewandEvaluation/default.htm.

If
b)

(4(311 have anv auestions. nlease.contact(b) )

(

Sincerely,
(b) (6)

David L. Ashley;

RADM, U.S. PublC Health Service
Director, Office of Science

Center for Tobacco Products
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