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1. BACKGROUND 

1.1. NEW AND PREDICATE PRODUCTS 

The applicant submitted information for the new and predicate products listed in detail in the 
Appendix. 

1.2. REGULATORY ACTIVITY 

FDA received the SE Reports on September 9, 2020. On November 12, 2020, FDA issued an 
Acceptance letter. On February 4, 2022, FDA issued a Deficiency letter. On May 4, 2022 
(received by FDA on May 6, 2022), the applicant requested an extension of time t o respond to 
FDA's February 4, 2022, Deficiency let ter, and provided partial responses. On May 13, 2022, FDA 
issued an Extension Granted letter. On May 13, 2022, the applicant responded to FDA's 
February 4, 2022, Deficiency lett er. 

See Appendix for products and amendments. 

1.3. SCOPE OF REVIEW 

This review captures all compliance, regulat ory, and scientific reviews completed for the new 
product subject of this review. 

Table 1. Disciplines reviewed 

Discipline 
Cycle 1 Cycle 2 

Reviewer(s) Review Date Reviewer(s) Review Date 

Chemistry Ruth Ganunis 2/1/2022 Kristin Gagne 8/9/2022 
Engineering Anjali Verma 2/3/2022 Wesley Anderson 8/29/2022 

Microbiology 
Kristy Huynh 
Ngo 

2/1/2022 
Prashanthi 
Mulinti 

7/1/2022 

Environmental 
Science 

Vyomesh Pat el 8/24/2021 Vyomesh Patel 6/27/2022 

2. COMPLIANCE REVIEW 

The Office of Compliance and Enforcement (OCE) completed a review to determine whether the 
applicant established that the predicate product is a Pre-Existing Tobacco Product (i.e., was 
commercially marketed in the United States as of February 15, 2007). The OCE review dated 
August 13, 2021, concludes that the evidence submitted by the applicant is adequate to 
demonstrate that the predicate product is a Pre-Existing Tobacco Product and, t herefore, is an 
eligible predicate product. 

OCE also completed a review to determine whether the new products are in compliance with the 
Federal Food, Drug, and Cosmetic Act (FD&C Act) (see section 910{a)(2)(A)(i)(II) of the FD&C Act). 
The OCE review dated July 26, 2022, concludes that the new products are in compliance with the 
FD&C Act. 
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3. SCIENTIFIC REVIEW 

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

3.1. CHEMISTRY 

The final chemistry review concludes that the new product has different characteristics 
compared to the predicate product, but the differences does not cause the new product to raise 
different questions of public health from a chemistry perspective. The applicant provided 
tobacco type (e.g.,i(b)(4) I, manufacturing location (i.e., l(b)(4) !for the new product 
and !(b)(4) Iand kbl/4) Ifor the predicate product), detailed ingredient information, 
and container closure system ingredients (e.g., J(b)(4) D- They indicated t hat the new and 
predicate products are identical with the exception of size and therefore mass. The applicant 
provided clarification that the tobacco leaf is an agricultural product that naturally varies in size, 
and the decrease in fbl(4l Iin the new product was due to the f h\/4\ I 
Kb)(4) r or use as the predicate product and fb)(4) Ifor use as the 
new product. The applicant provided additional information regarding the design parameters, 
including the averages and ranges of tobacco leaf wrapper weight, length, and width. Because 
the new product is a cigar wrapper that is identical to the predicate product, with exception of a 
smaller size and mass, and based on the clarifying information that the tobacco leaf is an 
agricultural product that naturally varies in size and the only ingredients are ..,_!(b...)(.....4)_______. 
Kb)(4) l the applicant does not need to submit tar, carbon monoxide, TSNA 
mainstream smoke yields or information related to the nicotine yield to demonstrate that the 
new product does not raise different questions of public health from a chemistry perspective at 
this time. Therefore, the product size decrease in the new product compared to the predicate 
product is not expected to cause the new product to raise different questions of public health 
from a chemistry perspective. 

3.2. ENGINEERING 

The final engineering review concludes that the new product has different characteristics 
compared to the predicate product, but the differences does not cause the new product to raise 
different questions of public health from an engineering perspective. The difference in the 
length and width target specifications are !(b)(4) Uess respectively between the new and 
predicate products. The difference in the overall wrapper mass (g) target specification for the 
new and predicate products is j(b)(4lpess than the predicate products. A difference in length, 
width and wrapper mass may affect smoke constituent yields; therefore, the impact of change 
in length, width and wrapper mass between the new and predicate products are deferred to 
Chemistry to evaluate tar, nicotine, and carbon monoxide in smoke. Therefore, the differences 
in characteristics between the new and predicate products do not cause the new product to 
raise different questions of public health from an engineering perspective. 

3.3. MICROBIOLOGY 

The final microbiology review did not identify any differences in characteristics between the 
new and predicate products that could cause the new product to raise different questions of 
public health from a microbiology perspective. 
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4. ENVIRONMENTAL DECISION 

A finding of no significant impact (FONSI) was signed by Luis Valerio, Ph.D. on June 29, 2022. The 
FONSI was supported by an environmental assessment prepared by FDA on June 29, 2022. 

5. CONCLUSION AND RECOMMENDATION 

The new and the predicate products have the following characteristics: 
• Decrease in wrapper length (25%) 
• Decrease in wrapper width (35%) 
• Decrease in wrapper mass (49%) 

• Manufacturer difference: !(b)(4l !for the new product and ....!(b_)(_4) _____,I and 
l(b)(4) Ifor the predicate product 

I concur with the conclusions of all the scientific reviews that the applicant has demonstrated that 
these differences in characteristics do not cause the new product to raise different questions of 
public health as described in Section 3.1-3.3 above. The new product is processed and manufactured 
the same way as the predicate product. The tobacco leaf is an agricultural product that naturally 
varies in size, and the b)(4) 

b)(4) 
fbl(4) !Since the new product is smaller than the predicate product and the ingredients 
are identical, with exception of the amount, TNCO and HPHCs are not needed at this time. Based on 
the information that the applicant has provided in their original submission and amendments (the 
leaf is an agricultural product that naturally varies in size; only Kb)(4) Iand !(b)(4) !are 
ingredients within the new and predicate leaf; the new product is a smaller leaf size than the 
original product; the size of the wrappers being at the discretion of the consumer because 
consumers generally cut or tear the leaf to make wrappers), as the TPL, I have determined that the 
differences in leaf size between the new and predicate products do not cause the new product to 
raise different questions of public health. 

The predicate product meets statutory requirements because it was determined that it is a Pre­
Existing Tobacco Product (i.e., was commercially marketed in the United States as of February 15, 
2007). 

The new product is currently in compliance with the FD&C Act. I concur with these reviews and 
recommend that an SE order letter be issued. FDA examined the environmental effects of finding 
these new products substantially equivalent and made a finding of no significant impact. 
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