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JAY

Do’s and Don’ts EDLI

Do your homework (e.g., check to see
if the question is answered in a
guidance document or webinar).

Submit thoughtful questions (e.g., set
forth a scientific and evidence-based
approach and request feedback).

Be a zealous advocate for positions
that are supported by science, statute,
and regulation.

Make FDA’s job easier.
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Don’t ask FDA for business advice or
to do something the Agency does not
have the authority to do.

Don’t ask broad or vague questions
like “how do we get our product
approved?”

Don’t verbally attack Agency
personnel, regardless of your level of
frustration.

Don’t hide the ball.
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Challenges

 Given the relative newness of FDA’s tobacco products
authority, there is bound to be uncertainty and/or
confusion (both among industry and the Agency).

e In order to comply with Agency regulation, industry
needs real-time feedback.

« FDA needs to speak with “one voice.”

« Lack of successful examples upon which to model certain
types of submissions.

« Long periods of time between interactions.
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What’s the Solution? A Few Suggestions.

« Live and virtual stakeholder discussions.

« “Ask an expert” (e.g., social media town halls).
« Dedicated branch and office “call time” hours.
 (Call center tracking.

e Prioritization of inquiries based on impending
compliance deadlines.

« Customer service ratings.

« Dynamic frequently asked questions (FAQs) and

answers documents.
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Questions?
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Baltimore Boston
Lockwood Place 131 Dartmouth Street
500 East Pratt Street, Suite 900 Suite 501

Baltimore, MD 21202-3171
T:410.332.8600 ¢ F: 410.332.8862

Boston, MA 02116
T:617.723.3300 ¢ F:617. 723.4151

Fort Lauderdale
200 E. Las Olas Blvd.

Harrisburg
Penn National Insurance Plaza
Suite 1000 2 North Second Street, 7th Floor
Fort Lauderdale, FL 33301 Harrisburg, PA 17101-1619
T:954.713.7600 « F:954.713.7700 T:717.257.7500 ¢ F: 717.238.4622

Philadelphia
Centre Square West
1500 Market Street, 38th Floor
Philadelphia, PA 19102-2186
T: 215.972.7777 » F: 215.972.7725

Newark
One Riverfront Plaza
Newark, NJ 07102
T: 973.286.6700 « F: 973.286.6800

Washington
1919 Pennsylvania Avenue, N.W.
Suite 550
Washington, DC 20006-3434
T: 202.333.8800 + F:202.337.6065
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West Palm Beach
515 N. Flagler Drive
Suite 1400
West Palm Beach, FL 33401
T:561.833.9800 ¢ F: 561.655.5551

Chesterbrook Chicago
1200 Liberty Ridge Drive 161 North Clark
Suite 200 Suite 4200

Chicago, IL 60601
T:312.876.7100 « F: 312.876.0288

Wayne, PA 19087-5569
T:610.251.5050 « F:610.651.5930

New York
555 Fifth Avenue, Suite 1700
New York, NY 10017
T: 212.672.1995 « F: 212.372.8798

Miami
Southeast Financial Center
200 S. Biscayne Blvd., Suite 3600
Miami, FL 33131
T: 305.428.4500 « F: 305.374.4744

Oingb;L?aze Princeton
20th Floor 650 College Road East, Suite 4000

Princeton, NJ 08540-6603

Pittsburgh, PA 15222 T:609.452.3100 * F: 609.452.3122

T:412.209.2500 » F:412.209.2570

Wilmington
1201 North Market Street
Suite 2300 « P.O. Box 1266
Wilmington, DE 19899
T: 302.421.6800 « F: 302.421.6813
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