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Life Sciences and Health Care

Maya Florence is a trusted adviser to life sciences industry companies, boards of direc-
tors, general counsel and other key executives. She has extensive experience advising on
government enforcement matters, regulatory compliance, high-stakes transactions and
bet-the-company litigation.

»
&,«

X Ms. Florence has counseled on matters involving fraud and abuse enforcement, federal
P and state anti-kickback laws, advertising and promotion issues, GMP/QSR compliance,
‘ artificial intelligence and cybersecurity, HIPAA and False Claims Act defense, among other
3 representations. She excels at advising clients facing complex challenges, quickly and
efficiently assessing the wide spectrum of unique issues impacting life science and health
care companies, and providing practical, business-minded advice.

T: 617.573.4805 Ms. Florence’s extensive experience across multiple matter types allows her to keep one step
maya florence@skadden.com ahead of potential issues and proactively identify impact areas for clients in the industry. She
applies this insight in advising FDA-regulated companies, genomic laboratories and other
health care providers regarding fraud and abuse and FDA regulatory compliance in several
Education contexts, including in connection with internal investigations, corporate integrity agreement
B, hlanvard Law Sehoal, 2004 implementation and corporate compliance programs assessments. In addition, Ms. Florence
e (E0eLE) frequently serves as a subject-matter expert on high-stakes transactions, and has advised
B.A., University of Pennsylvania, 2001 clients on more than 300 transactional matters.

(summa cum laude)

Ms. Florence’s recent representations include:

Bar Admissions
Massachusetts

New York

Enforcement/Investigations

- Purdue Pharma L.P. in connection with emerging developments relating to the marketing of
opioid medications, including its successful resolution of U.S. Department of Justice (DOJ)

District of Columbia civil and criminal investigations concerning the sale and marketing of opioid products

a pharmaceutical manufacturer in concurrent criminal and civil investigations by the DOJ

Experience and numerous state attorneys general relating to product marketing

Law Clerk, Hon. Colleen Kollar-Kotelly, X . . .
U.S. District Court for the District of v a leading genomic laboratory in a self-disclosure of health care fraud and abuse concerns

Columbia (2006-08) identified through an internal investigation, as well as the subsequent government investigation

a rare disease biotechnology company in an internal investigation of allegations regarding
improper product promotion, as well as strategic counseling regarding product promotion,
reimbursement and patient support services, and medical affairs activities

a multinational medical device manufacturer in an internal investigation of potential fraud
and abuse in connection with a patient support program, including counseling regarding
potential self-disclosure mechanisms

Regulatory/Compliance

- a major medical product trade organization in drafting comments for submission to two
FDA dockets

- Veloxis Pharmaceuticals A/S as plaintiffs in filing a federal action against the FDA to

reverse the agency’s decision to delay approval of Veloxis’ new drug, Envarsus XR, based
on marketing exclusivity given to an earlier-approved competing drug

- multiple pharmaceutical and medical device manufacturers in providing strategic counsel-
ing regarding marketing and promotion strategies, medical affairs activities, engagements
with health care professionals, and reimbursement and patient support services
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Transactions
- POINT Biopharma in its $1.4 billion sale to Eli Lilly

- Intercept Pharmaceuticals in its $800 million sale to Alfasigma

- Mayne Pharma Group Limited in its $475 million sale of Metrics
Contracts Services to Catalent, Inc.

- Alnylam Pharmaceuticals, Inc. in its $2.8 billion co-development
and co-commercialization agreement with Roche Holding AG to
develop and commercialize its hypertension drug Zilebesiran

- Honeywell in its $1.3 billion acquisition of Sparta Systems,
a provider of enterprise quality management software for the
life sciences industry, from New Mountain Capital and other
stockholders

In recognition of her work, Ms. Florence has been repeatedly
selected for inclusion in Chambers USA: America’s Leading Lawyers
for Business. She also was recognized as a 2024 BTI Client Service
All-Star and has been named a Go To Life Science/Health Care
Lawyer by Massachusetts Lawyers Weekly. In addition, she serves as
the Boston office hiring partner and a member of the firm’s Women’s
Initiatives Committee, which works to promote the retention and
advancement of women in the firm.

Selected Presentations

“The Implications of HHS-OIG’s New General Compliance Program
Guidance for Life Sciences Companies,” Skadden webinar, December
5,2023

“Ethical Considerations: An Update on Privilege in the Investigations
Context,” Government Investigations and Civil Litigation Institute’s
9th Annual Meeting, November 16-17, 2023

“Evolving Board of Directors and Compliance Committees Oversight
Obligations,” 24th Annual Pharmaceutical and Medical Device Ethics
and Compliance Congress, October 25-26, 2023

American Conference Institute 41st Annual FDA Boot Camp,
September 20, 2023

“Product Support Programs: Legal and Compliance Considerations
for Life Sciences Companies,” Skadden webinar, July 27, 2023

“Emerging Enforcement Trends in Digital Health and Health Data,”
Skadden webinar, May 23, 2023

“An Update on DOJ Enforcement Activity,” Skadden webinar,
January 26, 2023

Selected Publications

“The Nucleus: Life Sciences Enforcement and Regulatory Updates,”
Skadden Publication, Recurring publication

“DOJ Pharmaceutical & Medical Device Enforcement Continues in
Line With Recent Trends,” Bloomberg Law, February 2024

“Recent Developments in the Government’s Evolving Approach to
Off-Label Promotion,” Bloomberg Law, December 2023

“FDA Issues Long-Awaited Proposed Rule To Regulate
Laboratory-Developed Tests,” Skadden Publication, October 2, 2023

“Supreme Court Clarifies False Claims Act Scienter Element in
Schutte,” Skadden Publication, June 5, 2023

“HHS Corporate Integrity Agreements: A Year in Review,” Skadden
Publication, April 10, 2023

“DOJ Focus on Corporate Enforcement Continues With Updated
Policies Related to Corporate Crime and Compliance Programs,”
Skadden Publication, March 10, 2023

“Key Questions Remain Despite FDA Attempts To Clarify Guidance
on Clinical Decision Software,” Skadden Publication, January 30,
2023

“DOJ Doubles Down on Efforts To Incentivize Early Self-Reporting
and Cooperation,” Skadden Publication, January 19, 2023

“Trend Toward Broader Communication Continues as Congress
Codifies Life Sciences Companies’ Ability To Share Product Infor-
mation With Payors Prior to FDA Approval,” Skadden Publication,
January 5, 2023

“Circuit Split Doesn’t Slow DOJ False Claims Act Settlements
Based on FDCA Allegations,” Skadden Publication, November
29,2022
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