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Tom Parker is a partner in the Intellectual Property Litigation Group. His practice area is pharmaceutical patent 
litigation under the Hatch–Waxman Act and Biologics Price Competition and Innovation Act (BPCIA). Tom has 
been a member of Alston & Bird’s Hatch–Waxman practice since 2003.

Over the past 25 years, Tom has represented clients as lead counsel in numerous patent litigations under the 
Hatch–Waxman Act, related inter partes review proceedings before the PTAB, and actions against the FDA. 
With his 25-plus years of litigation experience representing both branded and generic drug companies, 
together with his advanced science degree and experiences as a research scientist for a major drug company, 
Tom has the requisite knowledge to assist pharmaceutical and biotechnology companies through the myriad 
patent and FDA regulatory issues that arise when seeking FDA approval to sell a generic, branded, or biosimilar 
drug.

He also regularly counsels clients on matters relating to patent prosecution, interferences, freedom to operate, 
and licensing in a host of areas, including pharmaceuticals, chemical compositions, and biotechnology, as well 
as medical devices. He is registered to practice before the U.S. Patent and Trademark Office. Tom publishes 
and presents at seminars on various patent issues relating to the Hatch–Waxman Act and other patent-related 
matters.

Representative Experience

Litigation 

 Lead counsel to large and medium-sized pharmaceuticals companies. 

 Advises pharma companies on various complex legal issues that frequently arise at various stages of a drug’s 
life cycle, including advising on potential design-arounds, FDA issues regarding generic exclusivity, litigating 
patent challenges in district court and the Federal Circuit, and negotiating settlements to post-approval 
litigation. 

 Tom has significant experience at both the trial and appellate levels litigating Hatch–Waxman patent 
infringement and related regulatory actions involving prescription pharmaceutical drugs, including:

 Tradjenta® (linagliptan)    

 Jentadueto® (linagliptin/metformin)    

 Alimta® (pemetrexed)

 Livalo® (pitavastatin)

 Effient® (prasugrel)    

 Savella® (milnacipran)    

 Copaxone® (glatiramer acetate)    



 Stalevo® (carbidopa, levodopa, and entacapone)

 Prevacid® (lansoprazole)

 Comtan® (entacapone)    

 Orapred ODT® (prednisolone)

 Fazaclo® (clozapine)    

 Treximet® (naproxen/sumatriptan)    

 Vytorin®/Zetia® (ezetimibe/simvastatin)

 Actoplus Met® (pioglitazone/metformin)    

 Coreg® (carvedilol)    

 Strattera® (atomoxetine)

 Paxil CR® (paroxetine)

 Lovenox® (enoxaparin)    

 Keppra® (levetiracetam)    

 Wellbutrin XL® (buproprion)

 Duragesic® (fentanyl)

 Prozac® (fluoxetine)

 Viagra® (sildenafil)

Representative Transaction and Licensing Experience

 Managed IP transactions, due diligence, and IP clearances for a mid-sized biotechnology company, including 
the company’s joint development agreement with one of the world’s largest generic drug manufacturers. 
This agreement involved developing generic versions of two of the world’s top-selling drugs. 

 Managed IP transactions for a leading manufacturer of contrast agents for gastrointestinal radiology. 
Responsibilities included negotiating and preparing licensing and technology transfer agreements and 
drafting IP-related agreements involving the company’s proprietary technology in connection with the 
acquisition of the company by one of the world’s leading companies in the imaging agent business. 

 Negotiated and prepared several patent licensing agreements, technology transfer agreements, and other 
IP-related transactions involving some of the top-selling drugs in the U.S. 

 Negotiated and prepared IP-related agreements involving proprietary technology for developing and 
manufacturing OTC products. 

 Advised, negotiated, and prepared various patent licensing and technology agreements for leading 
universities and hospitals. 

Publications & Presentations

Publications

 “Lawful But Never Substantial: Off-Label Use and Contributory Infringement in Hatch-Waxman Litigation,” 
New York Law Journal, May 17, 2018.

Presentations



 “Effective Strategies for PIV Litigation,” Sino-American Phama Professional Association Conference, 
Philadelphia, PA, April 2017.

Education

 Seton Hall University (J.D., 1991)

 University of Massachusetts (M.S., 1986)

 University of Massachusetts (B.S., 1985)

Admitted to Practice

 U.S. Patent and Trademark Office

 Massachusetts

 New York
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