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lfflJU.S. FOOD & DRUG 
- ADM I N I STRATIO N 

Technical Project Lead (TPL) Review: SE0015707 

SE0015707: Grizzly Premium Natural Fine Cut 
Package Type Plastic Can w ith Meta l Lid 

Package Quantity 7.2 ounce s 
Tobacco Cut Size CPl1

Characterizing Flavor None 2 

Attributes of SE Report 
Applicant American Snuff Compan y, LLC 

Report Type Product Quantit y Change Regular 
Product Category Smoke less Tobacco Products 

Product Sub-Category Loose Mo ist Snuff 
Recommendation 
Issue a Substant ially Equivalent (SE) order. 

Cuts per inch. The applicant indicates that two cutte rs are used CPIand CPI. 
As provided by the applicant's certification statement . For produc t quan tity change SE Reports , FDA does not conduc t 

subs tantive scient ific review to evalua te the informat ion contained in the appl icant's cert ification sta tement . 
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Technical Project Lead (TPL): 

Digitally signed by Colleen K. Rogers -S 
Date: 2020.05.04 11:56:40 -04'00' 

Colleen K. Rogers, Ph.D. 
Director  
Division of Product Science 
Office of Science 

Signatory Decision: 

☑ Concur with TPL recommendation and basis of recommendation 

☐ Concur with TPL recommendation with additional comments (see separate memo) 

☐ Do not concur with TPL recommendation (see separate memo) 

Digitally signed by Matthew R. Holman -S 
Date: 2020.05.04 12:04:35 -04'00' 

Matthew R. Holman, Ph.D. 
Director  
Office of Science 
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1. BACKGROUND 

1.1. PREDICATETOBACCOPRODUCT 

The appl icant subm itted the fo llow ing predicate tobacco product: 

SE0015707: Grizzly Premium Natural Fine Cut 
Product Name Grizzly Premium Natura l Fine Cut 
Package Type Plastic Can wit h Meta l Lid 

Package Quantity 1.2 ounces 
Tobacco Cut Size CPl1 

:I :1 a t ri i 1 Fl r 2

The pred icate tobacco product is loose mo ist snuff smoke less tobacco manufactured by the 
app licant . 

1.2. REGULATORYACTIVITYRELATEDTO THIS REVIEW 

On February 10, 2020, FDA received one Product Quant ity Change SEReport (SE0015707) from 
RAI Services Company on behalf of Amer ican Snuff Company, LLC.On February 13, 2020, FDA 
issued an Acceptance letter to the applicant . 

1.3. SCOPEOF REVIEW 

This review captures all regu latory, comp liance, and scientific rev iews comp leted for th is 
SEReport . 

2. REGULATORYREVIEW 

Regulatory reviews we re comp leted by Nikole Ayala-Agosto on February 13, 2020, and 
Apr il 22, 2020 . 

The fina l review concludes that the SEReport is adm inistrat ively comp lete. 

3. COMPLIANCEREVIEW 

The pred icate tobacco product in SE0015707 was determ ined to be substant ially equivalent by FDA 
under SE0015250. Therefore , the pred icate tobacco product is an eligible pred icate tobacco 
product . 

The Off ice of Compliance and Enforcement (OCE) comp leted a rev iew to determ ine w hether the 
new tobacco product is in comp liance with the Federal Food, Drug, and Cosmetic Act (FD&CAct) 
(see sect ion 910(a)(2)(A)( i)(II) of the FD&CAct) . The OCEreview dated Apri l 9, 2020, concludes that 
the new tobacco product is in comp liance with the FD&CAct. 
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4. SCIENTIFIC REVIEW 

Scientific review was not initiated by the Office of Science (OS) because the product characteristics 
of the new and predicate tobacco products are identical except for a change in product quantity. OS 
prepared a memorandum3

See memorandum on product quantity changes, dated December 7, 2017. 

 summarizing its current thinking on product quantity changes. With 
respect to product quantity increases, the currently available scientific evidence examines the 
effects of product quantity in other consumer products on consumer behavior and perception but is 
not specific to tobacco products generally or the specific category of tobacco product under review. 
This evidence suggests that changes in product quantity of consumer products may influence 
consumer behavior but was not specific enough for OS to determine if such changes always lead to 
changes in behavior, and, if not, under what condition it would; what threshold (if any) would 
trigger a change in consumer behavior; what tobacco products would be affected by a quantity 
change and which would not; and how findings about consumer behavior and use of other 
consumer products may translate to tobacco use intention and behavior. Thus, based upon the 
currently available science and CTP’s experience in reviewing SE Reports, from a social science 
perspective, product quantity changes do not cause new tobacco products to raise different 
questions of public health. Therefore, scientific review is unnecessary. 

5. ENVIRONMENTAL DECISION 

An environmental review was completed by William Brenner on March 19, 2020. 

A finding of no significant impact (FONSI) was signed by Kimberly Benson, Ph.D. on April 21, 2020. 
The FONSI was supported by an environmental assessment prepared by FDA on April 20, 2020. 

6. CONCLUSION AND RECOMMENDATION 

The tobacco product characteristics of the new and predicate tobacco products are identical except 
for an increase in product quantity from 1.2 ounces to 7.2 ounces (500%). 

The OS memorandum3 concludes that based on OS’ experience and the currently available evidence, 
the increase in product quantity in SE0015707 does not cause the new tobacco product to raise 
different questions of public health. I concur with this conclusion. 

The predicate tobacco product was previously determined to be substantially equivalent by FDA 
under SE0015250. 

Where an applicant supports a showing of SE by comparing the new tobacco product to a tobacco 
product that FDA previously found SE, in order to issue an SE order, FDA must find that the new 
tobacco product is substantially equivalent to a tobacco product commercially marketed in the 
United States as of February 15, 2007 (see section 910(a)(2)(A)(i)(I) of the FD&C Act).  

The predicate tobacco product in SE0015707 was previously determined to be substantially 
equivalent by FDA under SE0015250. Comparison of the new tobacco product to the grandfathered 
tobacco product (Grizzly Premium Natural Fine Cut [GF1200414]) reveals that the new tobacco 
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product has the following differences in characteristics from Grizzly Premium Natural Fine Cut, the 
grandfathered tobacco product: 

• 500% increase in product quantity (1.2 ounces to 7.2 ounces) 
• Change in container closure system (replacement of plastic lid with metal lid) 
• Increase in free nicotine 
• Increase in small cut size tobacco particles in the tobacco blend 
• 45-55% decrease in N’-nitrosonornicotine (NNN), 4-(methylnitrosamino)-1-(3-pyridyl)-1-

butanone (NNK), and total tobacco-specific  nitrosamines  (TSNAs) over 6 months of  
product storage (i.e., shelf life)  

The differences in characteristics listed above, other than the difference in product quantity, are the 
same differences in characteristics identified for the new and grandfathered tobacco products in 
SE0015250. A change in free nicotine values suggests that the nicotine release rates may differ 
between the new and grandfathered tobacco products. In addition, there is an increase in small cut 
size tobacco particles in the tobacco blend in the new tobacco product. A smaller tobacco particle 
size has a greater surface area, which may result in an increase in the release rate of nicotine. 
Changes in the nicotine release rate may result in changes in user behavior. However, the increase in 
small cut size tobacco particles in the tobacco blend and free nicotine do not cause the new tobacco 
product to raise different questions of public health because a nicotine dissolution study indicated 
that the dissolution profiles of the predicate and grandfathered tobacco products are equivalent, 
and the new tobacco product differs from the predicate tobacco product only in product quantity. 
Therefore, the differences in the tobacco cut size and free nicotine do not cause the new tobacco 
product to raise different questions of public health. The change in container closure system could 
potentially affect the moisture content of the product, which, in turn, could impact microbial growth 
and product stability. However, the change in container closure system does not cause the new 
tobacco product to raise different questions of public health because the quantities of several 
carcinogens (NNN, NNK, and total TSNAs) decrease compared to the grandfathered tobacco 
product. Therefore, these differences do not cause the new tobacco product in SE0015707 to raise 
different questions of public health. Additionally, for the same reasons as discussed above, the 
difference in product quantity between the new tobacco product in SE0015707 and the 
grandfathered tobacco product does not cause the new tobacco product to raise different questions 
of public health. Therefore, whether comparing the new tobacco product in SE0015707 to the 
predicate or grandfathered tobacco product, the new tobacco product does not raise different 
questions of public health. 

The new tobacco product is currently in compliance with the FD&C Act. 

FDA examined the environmental effects of finding the new tobacco product substantially 
equivalent and made a finding of no significant impact. 

An SE order letter should be issued for the new tobacco product in SE0015707, as identified on the 
cover page of this review. 




