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1. BACKGROUND
1.1.

ORIGINALTOBACCOPRODUCTS
The app licant submitted the fo llowi ng orig inal tobacco product:
Table 1. Original Tobacco Product
EX0000804: Raw Auto Box 70 mm
Product Name
Package Quantity
Package Type
Characterizing Flavor

Zen Automatic Box 70 mm
1 per box
Cardboard Box
None

The app licant manufactures the or igina l tobacco product and claims that it is grandfathered.

1.2.

REGULATORY
ACTIVITYRELATEDTO THIS REVIEW
On October 7, 2019, FDA received an Exemption Request from BBKTobacco & Foods LLP dba
HBI Internat iona l. FDA issued the app licant an Acceptance letter for the Exempt ion Request on
October 24, 2019. On October 23, 2019, the Office of Comp liance and Enforcement (OCE)
conducted a te lecon to request the app licant provi de add itiona l information to ident ify w here
the pred icate product w as shipped. On October 28, 2019, FDA rece ived amendment ,
EX0000824, in re sponse to a request from OCE.

1.3.

SCOPEOF REVIEW
This review captures all regu lator y, comp liance, and scientific review s comp leted for th is
Exempt ion Request.

1.4.

TOBACCOADDITIVE MODIFICATION
The new tobacco product conta ins the fo llow ing mod ificat ions compared to the or igina l tobacco
product:

•
•
•

on the conta iner closure system
on the conta iner closure system

2. REGULATORYREVIEW
A regu latory revie w w as comp leted by Crystal Caesar on October 24, 2019 . The revi ew concludes
that th is Exemption Request is adm inistrat ively comp lete.

3. COMPLIANCEREVIEW
OCE comp leted a review to determ ine w hether the app licant estab lished that the orig inal tobacco
product is a grandfathered product (i.e., w as commercia lly marketed in the United States, other
than exclusi vely in test markets , as of February 15, 2007 ). The OCE review dated November 17,
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2019, concludes that the original tobacco product is a grandfathered product. Therefore, the
original product is eligible for modification under the Exemption Request pathway.1

4. SCIENTIFIC REVIEW
A scientific review was completed by Jason Hsieh on November 18, 2019.
The review states that the new tobacco product has been modified by increasing the quantity of an
existing additive. (b) (4)
is used in the manufacturing of the original tobacco product
and is an additive because its intended use may reasonably be expected to result, directly or
indirectly, in it becoming a component or otherwise affecting the characteristics of the tobacco
product. The review concludes that the modification is a minor modification of a tobacco product in
accordance with section 905(j)(3)(A)(i) of the FD&C Act. The review concludes that the increase in
is a minor modification. The increase in the existing
the existing additive of (b) (4)
(b)
(4)
additive of
is not expected to materially affect any other characteristics (e.g.,
materials, ingredients, design, composition, heating source, or other features) of the tobacco
product as (b) (4)
are not combusted, volatilized, or otherwise released during regular
cigarette rolling.

5. ENVIRONMENTAL DECISION
An environmental review was completed by Susana Addo Ntim on November 22, 2019.
A finding of no significant impact (FONSI) was signed by Kimberly Benson, Ph.D. on
November 22, 2019. The FONSI was supported by an environmental assessment prepared
by FDA on November 21, 2019.

6. CONCLUSION AND RECOMMENDATION
The new tobacco product contains the following modifications compared to the original tobacco
product:
•
•
•

Addition of (b) (4)
Increasing the quantity of (b) (4)
Increasing the quantity of (b) (4)

on the container closure system
on the container closure system

I concur with the conclusion of the scientific review that these modifications are minor
modifications of a tobacco product in accordance with section 905(j)(3)(A)(i) of the FD&C Act.
Section 900(1) of the FD&C Act defines ‘additive’ as “any substance the intended use of which
results or may reasonably be expected to result, directly or indirectly, in its becoming a component
or otherwise affecting the characteristic of any tobacco product (including any substances intended
for use as a flavoring or coloring or in producing, manufacturing, packing, processing, preparing,
treating, packaging, transporting, or holding), . . .” I concur with the scientific review that the
increase in the existing additive of (b) (4)
is an increase/decrease in quantity of an
existing tobacco additive. Based on information submitted by the applicant, there is an additional
modification of a change in container closure by adding (b) (4)
on the
on the container
container closure system and increasing the quantity of (b) (4)
1

Any tobacco product that can be sold under the FD&C Act (e.g., legally marketed in the United States) is eligible for
modification under the Exemption Request pathway.
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closure system. I, as TPL, find that the container closure systems in the original and new tobacco
products meet the definition of ‘additive’ because they are substances used in the packaging of the
tobacco products. In addition, I find that this modification is minor because this modification does
not affect the characteristics of the consumable portion of the tobacco products. In addition, it is
my conclusion that, consistent with section 905(j)(3)(A)(ii) of the FD&C Act, an SE Report is not
necessary to ensure that permitting the new tobacco products to be marketed would be
appropriate for protection of the public health. The increase in the existing additive of (b) (4)
is not expected to materially affect any other characteristics (e.g., materials, ingredients,
design, composition, heating source, or other features) of the tobacco product as the (b) (4) are
not combusted, volatilized, or otherwise released during regular cigarette rolling. As TPL, I also find
that the change in container closure system is not expected to materially affect any other
characteristic (materials, ingredients, design, composition, heating source, or other features) of the
tobacco product. Lastly, FDA finds, based on the information contained in the Exemption Request
and CTP’s scientific understanding, that an exemption for these modifications are otherwise
appropriate as required by section 905(j)(3)(a)(iii) of the FD&C Act. Therefore, the new tobacco
product should be found exempt from the requirements of substantial equivalence under section
910(a)(3)(A) of the FD&C Act.

-

--

The original tobacco product is eligible for a modification through the Exemption Request pathway
because it can be legally marketed in the United States. The original product is a grandfathered
product (i.e., was commercially marketed in the United States other than exclusively in test markets
as of February 15, 2007).
FDA has examined the environmental effects of finding the new tobacco product exempt and made
a finding of no significant impact.
An Exempt order letter should be issued for the new tobacco product in EX0000804 as identified on
the cover page of this review.

