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Brian McCormick's practice focuses on the U.S. Food and Drug Administration's
regulation of pharmaceuticals and biological products. Brian has particular experience
with a wide variety of life cycle management issues, including those arising under the
FDA Amendments Act, the Medicare Modernization Act, the Hatch Waxman Act, the
Orphan Drug Act, and the Best Pharmaceuticals for Children Act. Brian has counseled
clients on the approval pathways, marketing exclusivities, opportunities, and challenges
presented by sections 505(b)(1), 505(b)(2), and 505(j) of the Food, Drug, and Cosmetic
Act, as well as section 351 of the Public Health Service Act. He has worked with clients
to structure pipeline and development programs, draft proposed labeling, maximize the
benefit of intellectual property, and evaluate licensing and partnership opportunities.
Brian also has worked with clients to prepare landmark citizen petitions and other
submissions concerning the approval requirements for generic versions of narrow
therapeutic range drugs, topical and other locally acting drugs, and drug-device
combination products, among others. A number of these cases have culminated in high

profile litigation against the government.

Brian also spends a significant amount of time counseling clients on issues concerning
the advertising and promotion of pharmaceuticals and biological products. He has
served as in-house counsel for a large biotechnology company, advising sales and
marketing staff on a variety of promotional issues, including those arising under the Anti-
Kickback Statute and the False Claims Act. Brian also has served as the legal or
regulatory representative on six companies’ promotional and non-promotional review
committees, ranging from emerging companies with single products to larger companies
with well-established product lines. Brian has conducted training programs for home
office and field-based personnel for several clients.

Prior to attending law school, Brian worked in the U.S. Department of Health and Human
Services as a program analyst in the Office of HIV/AIDS Policy. While in law school,
Brian served on the editorial staff of the American Criminal Law Review.

Brian has presented on a wide variety of topics, including the Hatch Waxman Act and life
cycle management, advertising and promotion issues, product liability and preemption,
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and FDA's regulatory processes. In November 2008, Brian will co-chair the Bureau of
National Affairs conference "Pharmaceutical Patent Law: A Prescription for Success in
Challenging Times."
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