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Section A. General Information
RAI Services Company
Vuse Ciro PMTAs

and nonusers of tobacco products. The results of these studies demonstrate that the marketing of these Vuse
Ciro products is appropriate for the protection of the public health.

Based an the data and information included in these Applications, the Company requests that FDA issue orders
authorizing the marketing of these Vuse Ciro products.

These Applications contain confidential commercial and non-public trade secret information belonging to the
Company or its vendors and is exempt from public disclosure under 21 U.S.C. §§ 331(j) and 387f(c) and 5 U.S.C.
§§ 552 (b)(4). We respectfully request that FDA maintain the confidentiality of the informatlon in these
Applications.

The Company appreciates FDA’s careful consideration of these Applications and looks forward to working with
the Agency to secure marketing orders under Section 910(c)(1)(A)(i) of the FD&C Act for the Vuse Ciro tobacco
products discussed herein.

Respectfully,

DocuSigned by:

Miclacl (N, %Xw,
93091 ADSOBA40478.

Michael W. Ogden, Ph.D.
Senior Vice President — Scientific & Regulatory Affairs
RAI Services Company
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