Electronic Submission of Tobacco Product Applications

and Other Information: A Public Workshop

Food and Drug Administration (FDA)
Center for Tobacco Products
9200 Corporate Boulevard, Room 020B
Rockville, Maryland 20850
July 18, 2013

9:00 a.m. Welcome and Introduction

Krystl Haerian, M.D.
Commissioner’s Fellow
Center for Tobacco Products, FDA

9:15 a.m. FDA Experience with Electronic Submissions

Gary Gensinger, M.B.A.
Deputy Director, Office of Business Informatics
Center for Drug Evaluation and Research, FDA

Berhane Girmay, Ph.D., P.M.P.

Consumer Safety Officer, Senior Science and Policy Staff
Office of Food Additive Safety

Center for Food Safety and Applied Nutrition, FDA

Jeffrey K. Smith, M.P_H.
Regulatory Health Information Specialist, Regulatory Science Informatics
Office of Science, Center for Tobacco Products, FDA

10:30 a.m. Break

10:45 a.m. Presentations from Stakeholders

Jason Rock
Chief Technical Officer, GlobalSubmit

Yudha Rustaman
Lead Associate, Booz Allen Hamilton

11:30 a.m. Open Discussion on the Workshop Discussion Topics

1:00 p.m. Adjourn

The Food and Drug Administration, Center for Tobacco Products, Office of Science welcomes public
comments on the topic of Electronic Submission of Tobacco Product Applications and Other Information.
Instructions on submitting comments can be found on the workshop website at
http://www.fda.gov/TobaccoProducts/NewsEvents/ucm355557.htm
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