22nd Century Group, Inc.

May 23, 2019

SUBMITTED VIA CTP PORTAL UPLOAD ONLY
Food and Drug Administration

Center for Tobacco Products

Document Control Center (DCC)

Building 71, Room G335

10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

Re: AMENDMENT for Modified Risk Tobacco Product Application for VLN™ King
and VLN™ Menthol King Cigarettes

Dear Sir or Madam:
22nd Century Group, Inc. (the Company or XXII) seeks to amend the Modified Risk
Tobacco Product Application (MRTPA) dated May 13, 2019, for the following products that have

not yet been assigned submission tracking numbers:

VLN™ King Cigarettes
VLN™ Menthol King Cigarettes

The purpose of this amendment is to provide the “Image Library” that accompanies the

VLN™ marketing outline in Section V. Labels, Labeling, and Advertising of the application. The
marketing outline in the May 13, 2019 MRTPA, is filename “Section V_ VLN Marketing

Outline.pdf” and the “Image Library” is referenced in that document as item 5 in the Table of

Content and on page 9.

If you have any questions or require any additional information, please contact me.

Sincerely,

Program Manager and Authorized Contact
22nd Century Group, Inc.

8560 Main Street, Suite 4, Williamsville, NY 14221 ¢ Telephone: (716) 270-1523 ¢ Fax: (716) 877-3064
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