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EX0001163, £X0001167, and EX0001168

3. TOBACCO ADDITIVE MODIFICATION

The applicant claims that the modifications of the original tobacco products compared to the
corresponding new tobacco products are the result of:
e deleting an additive [{z}&¥ in EX0001142, EX0001145, EX0001147,
EX0001149, EX0001153, EX0001155, EX0001158, EX0001161, EX0001163, and
EX0001168
e increasing the quantity of an existing additive [(IIEX in tobacco filler) in EX0001142,
EX0001145, EX0001147, EX0001149, EX0001153, EX0001155, EX0001158, EX0001161,
EX0001163, and EX0001168
e decreasing the quantity of an existing additive in the tobaccofiller) in
EX0001139, EX0001140, EX0001148, EX0001150, and EX0001167
e decreasing the quantity of an existing additive GG
EX0001140, EX0001148. EX0001150. and EX0001167
in EX0001139 and EX0001140
e adding an additive {31 in EX0001142
in EX0001145 and EX0001147
e adding additives {§ in EX0001148-EX0001150
e adding additives|iikas in EX0001153 and
EX0001155 -
e adding an additive in EX0001158and EX0001161
e adding additives §& in EX0001163
e adding an additive &l
e adding an additive in EX0001168

in EX0001139,

4. SCIENTIFICREVIEW

The review finds these modified ingredients (see Section 3) are additives because their intended use
may reasonably be expected to result, directly or indirectly, in their becoming a component or
otherwise affecting the characteristics of the tobacco products. The review concludes that the
modifications are minor modifications of a tobacco product in accordance with section
905(j)(3)(A)(i) of the FD&C Act.

5. ENVIRONMENTAL DECISION

A finding of no significant impact (FONSI) was signed by Luis Valerio, Ph.D. on December
14, 2020. The FONSI was supported by an environmental assessment prepared by FDA on
December 7, 2020

6. CONCLUSION AND RECOMMENDATION

I concur with the conclusion of the scientific review that these modifications (see Section 3) are
minor modifications of a tobacco product in accordance with section 905(j)(3)(A)(i) of the FD&CAct.
| concur that the modified ingredients are “additives” as defined in section 900(1) of the FD&CAct.
In addition, it is my conclusion that, consistent with section 905(j)(3)(A)(ii) of the FD&CAct, an

SE Reportis not necessary to ensure that permitting the new tobacco products to be marketed
would be appropriate for the protection of the public health.
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EX0001139, EX0001140, EX0001142, EX0001145, EX0001147-EX0001150, EX0001153, EX0001155,EX0001158,EX0001161,
£X0001163, EX0001167, and EX0001168

Attributes

New Tobacco Product

Original Tobacco Product

STN

EX0001148

GF1908319

Product name

Al Fakher Grapefruit with Mint

Flavour 250 grams

Al Fakher Mint Flavour 250 grams

Eligibility status

Not applicable

Grandfathered

Marketing authorization
date

Not applicable

Not applicable

Abbreviated report date

Not applicable

Not applicable

Package type

Polyethylene Plastic Pouch

Polyethylene Plastic Pouch

Package quantity

250¢g

250 g

Characterizing flavor

Grapefruit with mint

Mint

Additional property

Tobacco cut size: 12UE8Y

Tobacco cut size:

Tobacco moisture: 10%

Tobacco moisture: 10%

Product modifications

Addition/Deletion of tobacco additives:

(b)(4)

Addition of the complex purchased flavor [{sil3;

Addition of the complex purchased flavor

Increasing/Decreasing the quantity of existing tobacco additives:
e Decreasein the quantity ofin the tobacco filler
e Decreasein the quantity of the complex purchasedflavor

STN

EX0001149

- GF1908306

Product name

Al Fakher Grapefruit Flavour 1000

grams

Al Fakher Strawberry Flavour 1 Kg

Eligibility status

Not applicable

Grandfathered

Marketing authorization
date

Not applicable

Not applicable

Abbreviated report date

Not applicable

Not applicable

Packagetype

Polyethylene Plastic Pouch

Polyethylene Plastic Pouch

Package quantity

1000 g

1Kg

Characterizing flavor

Grapefruit

Additional property

Tobacco cut size:|$

Tobacco moisture: 10%

Strawberry

Tobacco cut size:ﬂl-

Tobacco moisture: 10%

Product modifications

Addition/Deletion of tobacco additives:

e Addition of the complex purchased flavor

(b)(4)

(b)(4)

| e ot the camalex puichased fravor |

Deletion of the complex purchased flavor[{sJIES;

Increasing/Decreasing the quantity of existing tobacco additives:
e Increasein the quantity of EYIEHllin the tobaccofiller
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