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Predicate Tobacco Product

Tobacco Product Name®:

Tobacco Product Category:

Package Type:
Package Quantity:
Length:

Width:

Characterizing Flavor:

Tobacco Product Manufacturer:

Tobacco Product Sub-Category:

Atlas Pacific Manufacturing
Chris Hill 1 1/4
Roll-Your-Own Tobacco
Rolling Paper

Booklets

33 papers per booklet

78 mm

44 mm

None

Under the provisions of section 910 and 905(j) of the FD&C Act, you may introduce or deliver
for introduction into interstate commerce the new tobacco product specified above.

To fulfill the provisions of section 910(a)(4) of the FD&C Act, you opted not to provide an
adequate summary of any health information related to the new tobacco product with your
application, but stated that such information will be available upon request by any person.
Consistent with the requirements of Section 910(a)(4), you may wish to consider providing
the following when information is requested:

A. A copy of your final SE Report upon which our order was based, redacted only to
the extent necessary to exclude patient identifiers, and trade secret and confidential
commercial information as defined in 21 CFR § 20.61 and 20.63 and;

B. Any research or data you have in your possession or otherwise know of specifically
regarding the adverse health effects of the new tobacco product or the following
statement if such statement is accurate: “[Insert manufacturer name] does not have or
know of any research or data regarding any adverse health effects specifically related
to [insert tobacco product name]™.

Alternatively, you may provide the following when information is requested:

A. Description of the new tobacco product;
B. Description of the predicate tobacco product;
C. List of all differences in characteristics between the predicate and new tobacco

products;

. Summary of the evidence and scientific rationale concerning why the differences in
characteristics do not raise different questions of public health; and

. Any research or data you have in your possession or otherwise know of regarding the
adverse health effects of the new tobacco product or the following statement if such

) . . . . . .
- Brand/sub-brand or other commercial name used in commercial distribution
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We are unable to accept regulatory submissions by electronic mail.

If you have any questions, please contact Kendric Neely, Regulatory Health Project Manager, at
(240) 402-9715.

Sincerely,

David L. AsHfEy)PhD

RADM, Unrted States Public Health Service
Director, Office of Science

Office of Science

Center for Tobacco Products





