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4. SCIENTIFIC REVIEW 

The evaluation detailed in this TPL review is limited to the new rolling paper.  Evaluation of the new 
RYO tobacco filler is found in the TPL review for SE0000225.  Scientific reviews were completed by 
the Office of Science (OS) for the following disciplines: 

 

4.1. CHEMISTRY 

Chemistry reviews were completed by Todd Cecil on May 20, 2016, and Tianrong Cheng on 
September 28, 2016, and February 2, 2017. 
 
The final chemistry review concludes that the new tobacco product has different characteristics 
related to product chemistry compared to the predicate tobacco product but the differences do 
not cause the new tobacco product to raise different questions of public health.  The review 
identified the following differences: 
 

Decrease in  
Increase in  

 
The increase in  in the cigarette rod adhesive may lead to an increase in 
carbonyls in the cigarette smoke, while a decrease in  may yield a decrease in 
carbonyls.  The applicant submitted evidence that the carbonyls (acrolein, acetaldehyde, and 
formaldehyde) in smoke are comparable in the new and predicate tobacco products.  Therefore, 
the differences in characteristics between the new and corresponding predicate tobacco 
products do not cause the new tobacco product to raise different questions of public health 
from a chemistry perspective. 
 

4.2. ENGINEERING 

Engineering reviews were completed by Madison Rohrbaugh on May 16, 2016, and 
September 21, 2016. 

 
The final engineering review did not identify any differences in characteristics between the new 
and corresponding predicate tobacco products that could cause the new tobacco products to 
raise different questions of public health from an engineering perspective.  Therefore, the 
differences in characteristics between the new and corresponding predicate tobacco products 
do not cause the new tobacco products to raise different questions of public health related to 
product engineering. 
 

4.3. TOXICOLOGY 

Toxicology reviews were completed by Maocheng Yang on May 27, 2016, November 1, 2016, 
and February 17, 2017. 
 
The final toxicology review did not identify any differences in characteristics between the new 
and corresponding predicate tobacco products that could cause the new tobacco products to 
raise different questions of public health from a toxicology perspective.  Therefore, the 
differences in characteristics between the new and corresponding predicate tobacco products 
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do not cause the new tobacco products to raise different questions of public health related to 
product toxicology. 

  

4.4. SOCIAL SCIENCE 

A social science review was completed by Joelle Robinson on September 29, 2016. 
 
The social science review did not identify any differences in characteristics between the new and 
corresponding predicate tobacco products that could cause the new tobacco products to raise 
different questions of public health from a social science perspective.  Therefore, the differences 
in characteristics between the new and corresponding predicate tobacco products do not cause 
the new tobacco products to raise different questions of public health from a social science 
perspective.   
 
 

5. ENVIRONMENTAL DECISION 

Under 21 CFR 25.35(a), issuance of SE orders under section 910(a) of the FD&C Act for this 
provisional SE Report (SE0014688) is categorically excluded and, therefore, normally does not 
require the preparation of an environmental assessment (EA) or an environmental impact 
statement.  FDA has considered whether there are extraordinary circumstances that would require 
the preparation of an EA and has determined that none exist.   
 

6. CONCLUSION AND RECOMMENDATION 

The following are the key differences in characteristics between the new and predicate tobacco 
products: 

 
Decrease in  
Increase in  

 
The applicant has demonstrated that these differences in characteristics do not cause the new 
tobacco product to raise different questions of public health.  The applicant stated that there were 
differences in the cigarette paper adhesive between the new and predicate tobacco products.  The 
applicant produced and tested cigarettes using identical tobacco filler with the new and predicate 
rolling paper products.  The measured HPHC values were comparable between the new and 
predicate tobacco products.  Therefore, the differences in characteristics between the new and 
corresponding predicate product do not cause the new tobacco product to raise different questions 
of public health. 
 
The predicate tobacco product meets statutory requirements because it is a grandfathered product 
(i.e., was commercially marketed in the United States other than exclusively in test markets as of 
February 15, 2007).  
 
Because the proposed action is issuing SE orders for these provisional SE Reports, it is a class of 
action that is categorically excluded under 21 CFR 25.35(a).  FDA has considered whether there are 
extraordinary circumstances that would require the preparation of an environmental assessment 
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and has determined that none exist.  Therefore, the proposed action does not require preparation 
of an environmental assessment or an environmental impact statement.  
 

An SE order letter should be issued for the new tobacco product in SE0014688 as identified on the cover 
page of this review. 
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