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Overview

Stacy Ehrlich draws on more than 25 years of
experience to counsel her clients in the pharmaceutical,
food, dietary supplement, tobacco, cosmetic, and
medical device industries on regulatory and advertising
law matters. In particular, Stacy provides practical,
creative, and strategic advice to help clients achieve
their business goals in compliance with laws and
regulations implemented and enforced by the U.S. Food
and Drug Administration (FDA), U.S. Department of
Agriculture (USDA), Federal Trade Commission (FTC),
Consumer Product Safety Commission (CPSC), and
related federal, state, and local agencies. These matters
include rulemaking and guidance development
proceedings, premarket submissions, enforcement
actions, legal challenges to agency action, advertising
and labeling copy and claim substantiation, and

expert due diligence.

Stacy serves as outside counsel for the Coalition of
Independent Tobacco Manufacturers of America
(CITMA) and the Coalition of Manufacturers of Smoking
Alternatives (CMSA) and has been extensively

involved FDA's regulation of tobacco and nicotine
products since the early legislative process of the Family
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Honorable Alexander B.
Denson, United States
District Court of the
Eastern District of North
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Admissions
Washington, D.C.
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A prolific author and speaker, Stacy is frequently called
upon to educate others on topics of food and drug law,
including OTC drug, cosmetic, and dietary supplement
labeling and marketing and nicotine and tobacco product
regulation and enforcement. She has also regularly
authored chapters in the Food and Drug Law Institute
(FDLI) publications, Food and Drug Law & Regulation,
How to Work with the FDA, and Top 20 Food and Drug
Cases & Cases to Watch.

Stacy has served on the Board of Directors of FDLI and
has consistently been recognized for excellence in FDA
Law by The Best Lawyers in America© and Super
Lawyers®.

Prior to joining KKB, Stacy clerked for the Honorable
Alexander B. Denson in the United States District Court
of the Eastern District of North Carolina and practiced
food and drug law at a large DC-based international law
firm.

Experience

Representative experience:

» Assisted clients with obtaining FDA marketing
authorization for tobacco products, medical
devices, and drugs.

e Advised clients regarding labeling and marketing
materials for cosmetics, tobacco products, over-
the-counter drugs, foods, and dietary
supplements.

* Assisted clients with responses to FDA warning
letters and 483 notices of inspectional
observations.

e Submitted comments to FDA rulemaking and
auidance document dockets.
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Conducted FDA expert due diligence review for
corporate transactions.

Worked on an emergency use authorization (EUA)
for a COVID-19-related product.
Advised clients regarding the marketing of hand

sanitizers and masks during the COVID-19
pandemic.

Assisted clients with prescription-to-over-the-
counter switch applications.

Outside counsel to a tobacco industry trade
association.

Publications & Speaking Engagements

Recent Publications

“U.S. FDA and the Products it Regulates,” Co-
Author, Kirk-Othmer Encyclopedia (2019).

“Cigar Association of America et al. v. FDA et al.’
Co-Author, FDLI Top Food and Drug Cases, 2018, &
Cases to Watch, 2019 (2019).

‘JUUL in Schools: Can FDA Close the Youth On-
Ramp While Still Maintaining the Off-Ramp for
Adult Smokers?, FDLI Update Magazine, Oct.
2018.

Recent Speaking Engagements

Closing panel, Speaker. Global Tobacco & Nicotine
Forum (GTNF) 2020, September 24, 2020.

“Premarket Tobacco Product Applications
(PMTAs) and the Impending Deadline,” Moderator.
FDLI webinar, June 24, 2020.

“Nicotine: What it Is, What it Does, and How to
Effectively Communicate this Information to the
Public,” Moderator. FDLI webinar, Feb. 18, 2020.
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e “The Looming Premarket Submission Deadline for
Deemed Tobacco Products: The Road Ahead,’
Moderator. FDLI Enforcement, Litigation, and
Compliance Conference, Dec. 11, 2019 .

e “Ongoing Litigation — Updates & Debrief,” Panelist.
ENDS US 2019 | Exploring the Electronic Nicotine
Delivery Systems Industry, Dec. 10, 2019.

e “Risk Communication to Adults: How Should
Relative Risk Be Conveyed?,” Moderator. Tobacco
and Nicotine Products Regulation and Policy
Conference, Oct. 24, 2019.

e “The Elephant in the Room: Tobacco-Free
Nicotine,” Speaker. Vapor Technology Association
Annual Conference, Sept. 16, 2019.

» “Electronic Nicotine Delivery Systems: Regulation
to Prevent Youth Initiation and Use,” Moderator.
FDLI Annual Conference: Exploring Advanced
Topics in Food and Drug Law, May 3, 2019.

* “FDA's regulatory approach to addressing youth
appeal and access: How should FDA close the on-
ramp for youth while maintaining the off-ramp for
adult smokers?,” Panelist. The E-Cigarette Summit:
Science, Regulation & Public Health, April 29, 2019.

e “Tobacco Enforcement Challenges and Recent
Actions,” Moderator. FDLI Enforcement, Litigation,
and Compliance Conference: For the Drug, Device,
Food, and Tobacco Industries, Dec. 12, 2018.

e “Risk Communications: Educating the Public About
Harm Reduction,” Moderator. FDLI Tobacco
Products Regulation and Policy Conference, Oct.
26,2018.

Insights

FDA Issues Five More Warning_Letters to Marketers of
CBD-Containing_Products - December 24, 2020
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Real-Time Litigation Alerts

g Keep your litigation team up-to-date with real-time
alerts and advanced team management tools built for
the enterprise, all while greatly reducing PACER spend.

Our comprehensive service means we can handle Federal,
State, and Administrative courts across the country.

Advanced Docket Research

With over 230 million records, Docket Alarm’s cloud-native
O docket research platform finds what other services can't.
‘ Coverage includes Federal, State, plus PTAB, TTAB, ITC
and NLRB decisions, all in one place.

Identify arguments that have been successful in the past
with full text, pinpoint searching. Link to case law cited
within any court document via Fastcase.

Analytics At Your Fingertips

° Learn what happened the last time a particular judge,

/ . o
Py ,0‘ opposing counsel or company faced cases similar to yours.

o ®
Advanced out-of-the-box PTAB and TTAB analytics are
always at your fingertips.

-xplore Litigation

Docket Alarm provides insights to develop a more
informed litigation strategy and the peace of mind of

knowing you're on top of things.

API

Docket Alarm offers a powerful API
(application programming inter-
face) to developers that want to
integrate case filings into their apps.

LAW FIRMS

Build custom dashboards for your
attorneys and clients with live data
direct from the court.

Automate many repetitive legal
tasks like conflict checks, document
management, and marketing.

FINANCIAL INSTITUTIONS
Litigation and bankruptcy checks
for companies and debtors.
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Sync your system to PACER to
automate legal marketing.
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