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TPL Review for SE001 0112 

1. BACKGROUND 

1.1. PREDICATE TOBACCO PRODUCTS 

The applicant submitted the follow ing predicate tobacco products: 

SE0010112: Silver Tip Extra 250 
Product Name Silver Tip 250 
Package Type Cardboard box 

Package Quantity 250 tubes 
Length 84mm 
Width 24mm 

Diameter 8 .1 mm 
Filter Ventilation None 

Characterizing Flavor None 

The pred icate tobacco product is a roll -your-ow n tobacco filtered cigarette tube 
manufactured by the appl icant. 

1.2. REGULATORY ACTIVITY RELATED TO THIS REVIEW 

On December 6, 2013 , the appl icant submitted the SE Report. On 
January 16, 2014 , the applicant submitted an amendment in response to FDA's 
request for additional information to identify the new tobacco product 
(SE0010114 ). An Acknowledgement letter was issued on January 31 , 2014 . On 
February 3, 2014, and March 20, 2014 , FDA held teleconferences w ith the 
appl icant and requested add itional information to uniquely identify the predicate 
tobacco product. In response to the teleconferences, the applicant submitted an 
amendment (SE001 0321 ) rece ived on March 24 , 2014 . An Advice/ Information 
(All ) Request letter was issued on March 19, 2014. The applican t responded on 
April 10, 2014 , by submitting an amendment (SE0010400); the applicant 
submitted an additional amendment (SE0010477) on May 12, 2014 to 
supplement some of the information included in SE001 0321 . FDA issued a 
Notification letter on April 4 , 2014 , informing the applicant that scientific review 
was expected to begin on May 20, 2014 . FDA sent the appl icant an All letter on 
September 17, 2014. The appl icant responded w ith an amendment 
(SE0010748) on November 17, 2014 . FDA issued a Prel iminary Find ing letter on 
February 13, 2015 . The applicant responded by submitting an amendment 
(SE0011 022) on March 13, 2015 . On May 4 , 2015, the applicant submitted an 
amendment (SE0011720) w ith add itional information requested by the FDA 
regarding the burning agent , (b) (4) l seam adhesive in the 
new and predicate tobacco products. On June 25 , 20 f 57'FDA emailed the 
appl icant a list of questions and placed a telephone call on June 26 , 2015, to 
confirm that the applicant received the questions, w hich required responses in 
order to finalize the Environmental Assessment. T he appl icant responded by 
submitting amendment SE0012044 on July 2 , 2015 and amendment SE0012046 
on July 6 , 2015 . 
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TPL Review for SE001 01 12 

Product Name SE Report Amendments 
Silver Tip Extra 250 SE001011 2 SE0010114 

SE0010321 
SE0010400 
SE0010401 
SE0010477 
SE0010748 
SE0011022 
SE0011720 
SE0012044 
SE0012046 

1.3. SCOPE OF REVIEW 

This review captures all regulatory, compliance, and scientific reviews completed 
for th is SE Report. 

2. REGULATORY REVIEW 

Regulatory completeness rev iews were completed by Alexis Morgan on 

March 14, 2014, and May 21 , 2014. 


The final completeness review concludes that the SE Report is administratively 
complete. 

3. COMPLIANCE REVIEW 

The Office of Compliance and Enforcement (OCE) completed a review to determ ine 
w hether the appl icant establ ished that the predicate tobacco product is a 
grandfathered product (i.e. , was commercially marketed as of 
February 15, 2007). The OC E review dated April 30, 2014 , concludes that the 
evidence submitted by the appl icant is adequate to demonstrate t hat the pred icate 
tobacco product is an eligible predicate tobacco product. 

OCE also completed a review to determine w hether the new tobacco products are in 
compliance with the Federal Food , Drug , and Cosmetic Act (FD&C Act), as req uired 
by section 905U)(1 )(A)( i) of the FD&C Act. The OC E review dated June 4, 2015 1 

, 

concludes that the new tobacco products are in compl iance w ith the FD&C Act. 

1 An addendum to this review was completed on July 22, 2015, to confirm that the applicant is not in 
arrears on User Fees. 
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TPL Review for SE0010112 

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 Changyu Chae on August 13, 2014, 
January 6, 2015, and May 8, 2015. 

The final chemistry review concludes that the new tobacco product has different 
characteristics related to product composition compared to the predicate tobacco 
product but the differences do not cause the new tobacco product to raise 
different questions of public health from a chemistry perspective. There were 
differences in many ingredient quantities in the (b) (4) and (b) (4) of the 
new and predicate tobacco products.  However, when the new and predicate 
tobacco products were filled with the same tobacco filler and smoked under the 
ISO and Canadian Intense smoking regimens, the tar, nicotine, and carbon 
monoxide yields are lower in the new tobacco product than the predicate tobacco 
product. Therefore, the differences in characteristics related to product 
composition between the new and predicate tobacco products do not cause the 
new tobacco product to raise different questions of public health. 

4.2. ENGINEERING 
Engineering reviews were completed by James Cheng on August 19, 2014, 
December 29, 2014, and May 4, 2015. 

The final engineering review concludes that the new tobacco product has 
different characteristics related to product design compared to the predicate 
tobacco products but the differences do not cause the new tobacco product to 
raise different questions of public health from the engineering perspective. The 
review identifies the following key differences in characteristics between the new 
and predicate tobacco products: 

Increased filter denier (from (b) (4) DPF/ (b) (4) TD to(b) (4) DPF(b) (4) TD) 

x 
x 
x 
x 
x 

Increased tube mass (from (b) (4)mg to(b) (4) mg) 
Increased filter length (from (b) (4) mm to (b) (4) mm) 
Increased tipping paper (from 

(b) (4)

 mm to 
(b) (4)

mm) 

Increased filter pressure drop (from
(b) (4)

 mm H (b) (4)
2O to  mm H2O) 

When the new and predicate tobacco products were filled with the same tobacco 
filler and smoked under the ISO and Canadian Intense smoking regimens, the 
tar, nicotine, and carbon monoxide yields are lower in the new tobacco product 
than the predicate tobacco product. Therefore, the differences in characteristics 
related to product design between the new and predicate tobacco products do 
not cause the new tobacco product to raise different questions of public health. 
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TPL Review for SE001 0112 

4.3. TOXICOLOGY 

Toxico logy reviews were completed by James Hobson on February 13, 2015 , 
and by Carmine Leggett on May 13, 2015. 

The final toxicology review concludes that the new tobacco product has different 
characteristics related to product tox icology compared to the pred icate tobacco 
product but the differences do not cause the new tobacco product to raise 
different questions of public health. The rev iew evaluated differences in the 
product composition and design characteristics identified in sections 4.1 and 4.2 
of th is review. Similar to the chemistry and eng ineering rev iews, the fina l 
toxico logy rev iew discusses the lower tar, nicotine, and carbon monoxide yields 
in the new tobacco product compared to the predicate tobacco product (when 
both prod ucts are filled w ith the same tobacco filler). Therefore, the diffe rences 
in characteristics related to toxicology between the new and pred icate tobacco 
products do not ca use the new tobacco prod uct to raise different questions of 
publ ic hea lth. 

5. ENVIRONMENTAL DECISION 

A finding of no sign ificant impact (FONSI ) was signed by Kimberly Benson, Ph.D. on 
October 5, 2015. The FONSI was supported by an environmental assessment 
prepared by FDA on October 5 , 2015 . 

6. CONCLUSION AND RECOMMENDATION 

The following are the key differences in characteristics between the new and 

pred icate tobacco products : 


• 

The applicant has demonstrated that these differences in characterist ics do not 
cause the new tobacco prod ucts to raise different questions of public health. The 
chemistry, engineering , and toxicology review s conclude that these differences do 
not cause the new tobacco products to raise different questions of public health 
because lower tar, nicotine, and carbon monoxide yields were produced by the new 
tobacco product compared to the pred icate tobacco product (when both products are 
filled with the same tobacco f iller). I concur w ith these reviews. 
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TPL Review for SE0010112 

The predicate tobacco product meets statutory requirements because it is a 
grandfathered product (i.e., was commercially marketed in the United States as of 
February 15, 2007).  

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

FDA examined the environmental effects of finding this 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 SE0010112, as 
identified on the cover page of this review. 
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