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TPL Review for SE0002807, SECO022808, SEQD02811, SEO002812, SE0002815 - SE00024821

The final chemistry review concludes that the new tobacco products have different
characteristics related to product chemistry compared to the corresponding predicate tobacco
products, but the differences do not cause the new tobacco products to raise different questions
of public health. The review identified the following differences:

SE0002807 and SE0002808

» Tobacco Blend:

a  21% decreases tobacco
o 76% increase ir
a 2% decrease in total tobacco

* Ingredients added +~ *~~~~-0 blend:
o Removal of
o 11%-21% decreases in all other ingredients

» Cigarette paper incredieni=:
o Removal of

o 94% increa I
o A0% decre; e
a

Removal of -

» Filter tow ingredients:
o 9.3% decrease in all ingredients

* Plug wrap ingredients:
o 3.7% decrease in all ingredients

* Tipping paper ingredients:

o 15%increa e
o Removal o -

SEQ002811 and SE0002812

» Tobacco blend:
a  21% decrease il
29% increase ir ftobacco

o
o 81%increaseir e
o

1% increase in total tobacco

T —

* Ingredients added in tnhacco blend:
a  Removal ol
o 11%-21% decreases in all other ingredients

» Cigarette paper inoredirnta:
o Removal of

o  94% increa
o 40% decre:
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o Addition of

* Filter tow ingredients:

a

a
a
O

* Plug wrap ingredient<:

o
O
Q

* Tipping paper ingredients:

16% decrease il
19% decrease il
119% increase |
71% increase ir

10% decre;
Addition ol
Removal o

o 15%increa
o Removal of
SE0002815 and SE0D02816

= Tobacco blend:

a

a
@]
o]
Q

22% decrease i
21% decrease i
258% increase ir
81% increase ir

ybacco
sbacco
Biobacco

1% increase in totwI opacco

* |Ingredients added in tobacco blend:

a
Q

Removal o

11%-21% decrease in all other ingredients

» Cigarette paper ineredients:

Q

a
a
a

* Filter tow ingredients:

a

*» Plug wrap ingrediante:

11%-12%.i
F2% increz
42% decre
Addition o

11% decrease in all ingredients

o 10% decre
a Removal o
o Addition o

= Tipping paper ingrediente:
o
o

15% increa
Removal o
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SEQ002817 and SE0002818

* Tobacco blend:

O

a
O
o]

24% decrease i
25% increase ir
76% increase ir

-tobacco

Jrobacco
[

2% decrease in total tobacco

» Ingredients added in tobacco blend:

O
Q

Removal o

11%-21% decrease of all other ingredients

¢ Cigarette paper inoradiente:

e

O
a
o]

* Filter tow ingredient<

a

a
@]
o]

* Plug wrap ingredient<:

o
a
Q

- Tipplng paper ingrnrliﬂnh:'

11%-12% i
107% incre
40% decre.
Addition o

16% decrease
118% increase
5% increase ir
67% increase

10% decre;
Addition of
Removal o

a  15% increa
o Removal o
SE0002319 and SE0D02820

s Tobacco blend:

a

2
a
a
a

22% decrease |
21% decrease i
29% increase ir
81% increase it

obacco

1obacco

Pobacco
I

1% increase in total tobacco

» Ingredients added in tobacco blend:

O
Q

Removal o

11%-21% decrease of all other ingredients
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» Cigarette paper inerediente:
o 11%-12% i
o 12% increa
o 42% decre:
o Addition of

» Filter tow ingredients:
o 16% decrease i
o 19% decrease i
o 119% increase
o 71% increase i

* Plug wrap ingred’--*-
o 10% decre
o Addition o
o Removal o

. Tipping paper ingrnrlinn+:-
o 15% increa
o Removal o

SEODO2821

» Tobacco blend:

o 24% decreases -tobaccos

a  25% increase ir abhacco
o 76% increase ir Bl tchacco
o 2% decrease in total tobacco

* Ingredients added to tobacco blend:
o Removal of
o 11-21% decreases in all non-tobacco ingredients

¢Cigarette paper ineredients
o 11-12%inc
o 108% incre
o 35% decre:
o Addition of

* Filter tow ingredients-
o 16% decrease il
o 19% decrease il
o 119% increase i
o T%increaseir

* Plug wrap ingredients-
o 10% decrease ir ‘10% lower
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o Additon ol I

a Removal of

» Tipping paper ingredienta:
o 11% decre: [
o 23%decre: [ ]

o Removal of -

The new tobacco iroducts have changes in the tobacca blend, which include Aerreages in

tobaccos; and increases in botl -obacco and
Overall, there are nominal differences {1% increases or 2% decreases) in the tatal amount of
tobacco contained in the new products. Except for the increased amounts of -

the tobacco blend changes should not adversely affect HPHCs, Similarly, the ingredients added
to the tobacco filler in the new products are either reduced or removed and should not
adversely affect smoke chemistry because any related pyrolysis products would be less. The

cigarette papers of the new tobacco products have multinle ingredient changes which ma
affart smoke chemistry. For example, increases ir ﬂ
_aII can adversely affect the amounts of acetaldehyde and benzene in
the smoke of the new tobacco products. However, the removal of land -
which also produce acetaldehyde and benzene as pyrolvsis products, may be offsetting.
Furthermore, the increases in the burn rate modifie -are greater than and
appear to offset the decreases in - another burn rate modifier. HPHC data
provided by the applicant showed that TNCO and other related HPHGs, including acetaldehyde,
formaldehyde, and benzene are either lower or analytically equivalent in the new tobacco
products compared to the corresponding predicate tobacco products for both non-intense and
intense smoking regimens. Therefore, the ingredient changes in the cigarette papers of the new
tobacco products do not cause concerns. The chemistry review also notes ingredient changes in
the filter tows, plug wraps, and tipping papers of the new tohacco products. However, since
these are non-combusted components, smoke chemistry is not anticipated to be affected by
these changes.

Therefore, the differences in characteristics between the new and corresponding predicate
tobacco products do not cause the new tobacco products to raise different questions of public
health from a chemistry perspective.

4.2. ENGINEERING

Engineering reviews were completed by James Roche on August 28, 2017 and by Robert Meyer
on Octaber 23, 2018.

The final engineering review concludes that the new tobacco products have different
characteristics related to product engineering compared to the corresponding predicate tobacco
products, but the differences do not cause the new tobacco products to raise different questions
of public health. The review identified the following differences:

e SE0002807 and SEQ002808
o 15% decrease in band porosity
o 14% decrease in band width
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C
o}
o}

22% decrease in filter denier per filament
10% decrease in filter density
5% decrease in cigarette mass

¢ SE00D2811 and SE0D02812

C

o o o O 0 O O

5% decrease in puff count

15% decrease in band porosity

14% decrease in band width

17% decrease in total denier

14% decrease in filter denier per filament
5% decrease in filter density

9% decrease in pressure drop

18% decrease in ventilation

¢« SE000281S and SE0002816

@]

o o o O 0

10% decrease in draw resistance

12% increase in base paper basis weight
50% increase in base paper porosity

11% decrease in filter denier per filament
10% decrease in filer density

15% decrease in pressure drop

e« SE0002817 and SE0002818

C

O o o0 o0 o0 o0 0 O 0

7% decrease in draw resistance

6% decrease in filler mass

15% increase in band porosity

14% increase in band width

17% decrease in total denier

14% decrease in filter denier per filament
14% decrease in filter density

8% decrease in pressure drop

133% increase in ventilation

6% decrease in cigarette mass

¢ SE0002819 and SE0002820

C

o O 0 O 0 O O

5% decrease in draw resistance

12% increase in base paper basis weight
50% increase in base paper porosity

17% decrease in total denier

14% decrease in filter denier per filament
15% decrease in filer density

8% decrease in filer density

18% increase in ventilation

e SE0002821

C

o]
o]

7% decrease in puff count
10% decrease in draw resistance
5% decrease in filler mass
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e 22% decrease in filter denier per filament
e 10% decrease in filter density
* 5% decrease in cigarette mass

SE0002811 and SE0002812

* Tobacco blend:

o 21% decrease i -tobacm

0 29% increase i |t0bacc0

o 81% increase ir e

0 1% increase in total tobacco

* Ingredients added in tnbacco blend:

o Removal o |
0 11%-21% decreases in all other ingredients

» Cigarette paper incrediantc:
o Removal o
o 94% increa
a  40% decre
o Addition o

* Filter tow ingredients:
0 16% decrease i
o 19% decrease i

0 119% increase |
o 71% increase ir

* Plug wrap ingrediente
o0 10% decre.
o Addition o
o Removal o

» Tipping paper ingredients:
0 15% increa
o Removal o

¢ 5% decrease in puff count

15% decrease in band porosity

14% decrease in band width

17% decrease in total denier

14% decrease in filter denier per filament
5% decrease in filter density

9% decrease in pressure drop

18% decrease in ventilation
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SE0002815 and SE0002816

s Tobacco blend:

0 22% decrease i »bacco
0 21% decrease i abacco
0 29% increase il Probacco

o 81% increase ii -

0 1% increase in wotal wopacco

» Ingredients added in tnhacco blend:
o Removal o
0 11%-21% decrease in all other ingredients

» Cigarette paper ingradiantc:
011%-12%ii
o 72% increa
0 42% decre:
o Addition of

__]

= Filter tow ingredients:
0 11% decrease in all ingredients

* Plug wrap ingredient<:
o 10% decre;
o Removal of
o Addition of

* Tipping paper ineredients:

015% increa [
]

o Removal ol

10% decrease in draw resistance

12% increase in base paper basis weight
50% increase in base paper porosity

11% decrease in filter denier per filament
10% decrease in filer density

¢ 15% decrease in pressure drop

SE0002817 and SE0002818

s Tobacco blend:

o 24% decrease i - tobacco

0 25% increase il [tobacco

o 768% increase i -

0 2% decrease in total tobacco
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* Ingredients added in tnbacco blend:
o Removal o

0 11%-21% decrease of all other ingredients

* Cigareltte paper incradiankc:
o011%-12% il
0 107% incre
o 4% decre:
o Addition o

* Filter tow ingredient=
o 16% decrease
o 118% increase
o 5% increaseir
0 67% increase

* Plug wrap ingrei=nte:

o 10% decre;
o Addition o

o Removal o

* Tipping paper incredientx-

o 15% increa: -
o Removal of ]

7% decrease in draw resistance
€% decrease in filler mass

15% increase in band porosity
14% increase in band width
17% decrease in total denier

14% decrease in filter denier per filament
14% decrease in filter density

8% decrease in pressure drop

133% increase in ventilation

6% decrease in cigarette mass

SEQ002819 and SE0002820

» Tobacco blend:

0 22% decrease i ybacco

0 21% decrease i abacco

0 29% increase ir Itobacco
0 81% increase ir e

o 1% increase in total tobacco
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» Ingredients added in tnbacco blend:
o Removal o
0 11%-21% decrease of all other ingredients

* Cigareltte paper inoradiankc-
011%-12% i
o0 72% increa
0 42% decre;
o Additian of

* Filter tow ingredient='
0 16% decrease i
o 19% decrease il
0 119% increase i

© 71% Increase Ir -
* Plug wrap ingredient<:
o 10% decre:
o Addition o

o Removal o

- Tipping paFEr iﬂﬂ'rn.r“nni—.:-
0 15% increa
o Removal o

5% decrease in draw resistance

12% increase in base paper basis weight
50% increase in base paper porosity

17% decrease in total denier

14% decrease in filter denier per filament
15% decrease in filer density

8% decrease in filer density

¢ 18%increase in ventilation

SEODD2821

» Tobacco blend:

o 24% decreases -tobaccos
o0 25% increase it bacco
o 76% increase it tobacco

0 2% decrease in total tobacco

» Ingredients added to tobacco blend:
o Removal o [ |
0 11-21% decreases in all non-tobacco ingredients
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*Cigarette paper inmradiante

011-12%inc .
0 108% incre
o 39% decre:

o Addition ol

* Filter tow ingredient<:
o 16% decrease i
o 19% decrease il
0119% increase i
o 71% increase ir

® Plug wrap ingredients:
o0 10% decre: 0% lower
o Addition o
o Removal o

* Tipping paper inaradiante-
o 11% decre:
0 23% decre;

o Removal o

7% decrease in puff count

10% decrease in draw resistance

5% decrease in filler mass

15% increase in band porosity

14% increase in band width

17% decrease in tatal denier

14% decrease in filter denier per filament Filter density (1 .20%)
11% decrease in pressure drop

29% increase in ventilation

7% decrease in cigarette mass

The applicant has demonstrated that these differences in characteristics do not cause the new
tobacco products to raise different questions of public health. All SE Reports have new tobacco
products which have changes in tobacco and non-tobacco ingredients and changes in physical design
parameters to structural components. All of the changes can impact smoke constituents. The
applicant provided HPHC data for tobacco filler and smoke yields for both ISO and Canadian Intense
smoking regimens. The smoke yields for the new tobacco products do not have analytically
significant increases in HPHCs, Therefore, the differences in characteristics between the new and
corresponding predicate products do not cause the new tobacco products to raise different
guestions of public health.

The predicate tobacco products meet statutory requirements because it was determined that they

are grandfathered products (i.e., were commercially marketed in the United States other than
exclusively in test markets as of February 15, 2007).
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Because the proposed action is issuing SE orders for the provisional SE Reports, it is a class of action
that is categorically excluded under 21 CFR 25.35(a). FDA has considered whether there are
extraordinary circumstances that would require the preparation of an environmental assessment
and has determined that none exist. Therefore, the proposed action does not require preparation of
an environmental assessment or an environmental impact statement.

SE order letters should be issued for the new tobacco products in SEO002807, SEO002808,
SEQ002811, SE0002812, and SE0002815 - SE0002821, as identified on the cover page of this review.
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