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pre-clinical, clinical, and post-approval stages; data integrity 

responsibilities; import and export issues; and pharmacovigilance 

obligations. His clients include pre-commercial and early-stage commercial 

life sciences companies, as well as global small molecule drug 

manufacturers, large molecule biologics manufacturers, CAR T and gene 

therapy manufacturers, API manufacturers, animal health companies, 

combination product manufacturers, and device manufacturers. Clients 

count on Fanelli to anticipate, provide strategic guidance on, and resolve their critical FDA enforcement 

and compliance matters. He also supports private equity clients investing in FDA-regulated entities by 

performing FDA compliance due diligence assessments and by developing and implementing business-

friendly compliance strategies at portfolio companies to ensure sustained compliance with FDA’s 

regulations. Fanelli is actively involved in Sidley’s China Life Sciences Practice, and regularly speaks at 

Peking University’s International Pharmaceutical Engineering Management (IPEM) program on FDA 

compliance and enforcement matters and international crisis management. Fanelli earned his JD from 

Boston University School of Law and his BA from Juniata College. 

 

JESSICA GREENBAUM is a Counsel in King & Spalding’s FDA and Life 

Sciences practice in Washington, D.C. Prior to joining King & Spalding, 

Jessica served as a Regulatory Counsel in FDA’s Office of Therapeutic 

Biologics and Biosimilars. In that position, Jessica developed and 

implemented regulatory policy related to biosimilars and other therapeutic 

biological products, including with respect to combination products, 

biosimilar labeling, reference product exclusivity, the Purple Book, and the 

review and approval of biologics license applications. 

 

 

GAIL JAVITT is a director at Hyman, Phelps & McNamara, P.C. where she 

provides strategic FDA regulatory advice for leading medical device, 

diagnostics, pharmaceutical, biological products, and human cellular, and 

tissue-based products (HCT/Ps) throughout the product life cycle and has 

successfully resolved disputes at both the pre- and post-market stage. She 

also has significant experience advising clinical laboratories on FDA and 

CLIA requirements for laboratory developed tests. Ms. Javitt’s experience 

prior to joining Hyman, Phelps & McNamara includes serving as a partner 

in a leading Washington, DC health law practice and as a law and policy 

director at the Genetics and Public Policy Center, part of Johns Hopkins 
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