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Sara Frank provides legal and compliance advice to companies and individuals, most often based
on Anti-Kickback Statute, False Claims Act, HIPAA, and Food, Drug, and Cosmetic Act concerns,
primarily in the life sciences sector. Sara’s knowledge and insight earned while working as the U.S.
Compliance Officer for one of the oldest independent biotech companies in the world make her a
valuable contributor in complex investigations and a trusted advisor in times of critical decision-
making for her clients.

Working with Choate’s healthcare clients, Sara advises providers and life sciences companies in
handling compliance and regulatory issues. This work includes helping emerging companies
develop and implement key compliance initiatives and helping more established companies
assess the legal risks associated with new business plans, conduct internal investigations, and
manage government inquiries.

In addition, Sara has served on task forces for both PhARMA and BIO trade groups and has been
active in national pharmaceutical and biotechnology compliance forums. She is certified in
healthcare compliance by the Healthcare Compliance Association.

Admissions

» Massachusetts

Representative Engagements

- Draft and assess compliance policies for pharmaceutical, biotech, medical device, vaccine, laboratory
services, and diagnostic testing companies.

« Counsel life sciences clients on patient support services; financial assistance programs; sales and
marketing practices; medical affairs; clinical trials; privacy; REMS; and labeling, advertising, and
promotion of FDA-regulated products.

« Advise life sciences clients on business activities in order to comply with FDA regulatory schemes.
+ Serve as external legal reviewer for a promotional review committee.

+ Serve as interim Commercial Counsel and Compliance Officer for life science clients.

+ Address emerging issues in the commercialization of gene therapies and rare disease products.
« Counsel clients on federal Sunshine Act and related state law questions.

- Draft self-disclosure letter to OIG for a major academic medical institution regarding the hiring of an
excluded employee.
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+ Represent major pharmaceutical company in federal investigation into sales and marketing practices.
+ Assist in internal investigations regarding commercial business practices.

« Defend a pharmaceutical executive of a public healthcare company in multi-year investigations by the
Securities and Exchange Commission and the Department of Justice.

« Defend an individual employee in the Department of Justice's investigation of a pharmaceutical
company’s commercial business practices.

+ Represented a university in investigations of faculty time and effort reporting issues, including voluntary
self-disclosures to the grant-awarding government agencies.

+ Assisted a hospital in evaluating and refunding overpayments associated with physician billing and
coding errors.

+ Advise college on compliance with FEMA grant conditions and drafted attestations based on the
requirements of the award.
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