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The final completeness reviews conclude that the SE Reports are administratively 
complete. 

3. COMPLIANCE REVIEW 
The Office of Compliance and Enforcement (OCE) completed reviews to determine 
whether the applicant established that the predicate tobacco products are eligible. 
The OCE reviews dated May 9 and 16, 2014, conclude that the evidence submitted 
by the applicant is adequate to demonstrate that the predicate tobacco products in 
SE0010365, SE0010369, and SE0010422 are eligible predicate tobacco products 
because they are grandfathered products (i.e., were commercially marketed as of 
February 15, 2007). The predicate tobacco product in SE0010366-SE0010368 was 
determined to be an eligible predicate because it was previously found substantially 
equivalent by FDA under SE0003199. 

The Office of Compliance and Enforcement (OCE) also completed a review to 
determine whether the new tobacco products are in compliance with the Federal 
Food, Drug, and Cosmetic Act (FD&C Act), as required by section 905(j)(1)(A)(i) of 
the FD&C Act. The OCE reviews dated February 4, 2015, and March 25, 2015, 
conclude that the new tobacco products are in compliance with the FD&C Act. 

4. SCIENTIFIC REVIEW 
Scientific reviews were completed by the Office of Science (OS) for the following 
disciplines: 

4.1. CHEMISTRY 
Chemistry reviews were completed by Kimberly Agnew-Heard on May 22, 2014, 
September 8, 2014, and January 6, 2015. 

The final chemistry review concludes that the new tobacco products have 
different characteristics related to product composition compared to the predicate 
tobacco products but the differences do not cause the new tobacco products to 
raise different questions of public health. The key product composition 
differences identified in the chemistry reviews are as follows: 

(b) (4)
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None of these  differences are expected to cause the new tobacco 
products to raise different questions of public health.  However, the applicant 
submitted , and  for SE0010365, SE0010369, 
and SE0010422 by filling the new and predicate tobacco products with 

(b) (4)
(b) (4)

(b) (4)

in order to address differences in design parameters between 
the new and corresponding predicate tobacco products.

 for the new tobacco products in comparison to 
(b) (4)the corresponding predicate tobacco products. In this case, 

yields were not necessary because the differences in composition would not be 
(b) (4)expected to alter  yields. Therefore, in this case, the differences 

in characteristics related to product composition between the new and 
corresponding predicate tobacco products do not cause the new tobacco 
products to raise different questions of public health. 

4.2. ENGINEERING 
Engineering reviews were completed by Julie Morabito on May 22, 2014, 

September 16, 2014, and January 8, 2015.
 

The final engineering review concludes that the new tobacco products have 
different characteristics related to product design 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 key design differences 
identified are as follows: 

(b) (4)
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All of the new tobacco products are currently in compliance with the FD&C Act.  In 
addition, all of the scientific reviews conclude that the differences between the new 
and corresponding predicate tobacco products are such that the new tobacco 
products do not raise different questions of public health.  I concur with these 
reviews and recommend that SE order letters be issued. 

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

SE order letters should be issued for the new tobacco products in SE0010365, 
SE0010366, SE0010367, SE0010368, SE0010369, and SE0010422, as identified 
on the cover page of this review. 
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