
 
Thomas W. Abrams is the Director of the Office of Prescription Drug 
Promotion (formerly the Division of Drug Marketing, Advertising, and 
Communications (DDMAC)), FDA.  Mr. Abrams has held the positions of 
Acting Director, Acting Deputy Director, and Branch Chief in DDMAC.  He 
joined FDA as a reviewer in DDMAC where he was primarily responsible for 
reviewing promotional material for cardiovascular products.  Prior to joining 
FDA, Mr. Abrams worked in pharmaceutical sales and marketing for Merck 
and Company.  Mr. Abrams received his BS in pharmacy from the School of 
Pharmacy, Rutgers University and his MBA from Rutgers School of Business.  

Kathryn (Kit) Aikin, is a senior social science analyst and the Research Team Lead in the Food 
and Drug Administration’s Office of Prescription Drug Promotion (OPDP). Dr. Aikin’s research has 
focused on topics related to promotion of prescription drugs, including consumer perceptions of 
direct-to-consumer (DTC) advertising, disease awareness ads, corrective advertising, marketing 
claims, and improvements to the consumer brief summary in DTC print ads. In addition to her 
research work, Dr. Aikin consults on regulatory policy and enforcement review of consumer and 
professional prescription drug promotional pieces. A graduate of Oberlin College and Penn State 
University, she is a frequent speaker at academic and professional conferences and has authored 
over 20 publications on topics related to prescription drug promotion. She is a member of the 
editorial board of the Journal of Public Policy and Marketing.  

LCDR Kemi Asante is a health science policy analyst in FDA’s Office of Prescription Drug 

Promotion (OPDP). She provides regulatory and scientific support to the programs of the Office 

and drafts or critically reviews proposals for new regulations, guidance, and other policy 

statements involving complex and high-priority matters that are central to the OPDP mission. 

LCDR Asante served as Senior Regulatory Review Officer in OPDP from 2012-2016. In this 

position, she provided analysis and review of advertisements and promotional pieces for FDA-

approved prescription drug products and provided written advisory comments to pharmaceutical 

sponsors regarding draft promotional materials. Prior to joining FDA, LCDR Asante worked as a 

Clinical Pharmacist at the Johns Hopkins Hospital Inpatient Critical Care Pharmacy, MedStar 

Home Infusion Services and Bravo Health. 

 
Katlin Backfield is an attorney and consultant with Backfield PLLC.  With over 
15 years of experience in pharmaceutical regulatory law, including more than 10 
years at the Food and Drug Administration, Katlin uses her extensive expertise 
to help companies navigate the pre- and post-approval stages of drug 
development. Katlin was an Associate Chief Counsel for Drugs with the Office of 
Chief Counsel at FDA for nine years. While at FDA, she also served as a 
regulatory counsel in the Office of Prescription Drug Promotion in the Center for 
Drug Evaluation and Research. Prior to joining FDA, Katlin was an associate at 
Hogan Lovells, LLP, and a law clerk for the Honorable Douglas P. Woodlock of 

the US District Court for the District of Massachusetts.  She graduated cum laude from 
Georgetown University Law Center and received her undergraduate degree from Davidson 
College.   
 
 



John Bentivoglio a partner in the law office of Skadden, Arps, Slate, 
Meagher & Flom LLP in Washington, DC. He represents pharmaceutical, 
medical device and biotechnology manufacturers in FDA and health care 
regulatory issues, compliance programs, and civil and criminal 
investigations by federal and state law enforcement agencies. He advises 
clients on federal and state anti-kickback and false claims statutes, FDA 
advertising and promotional rules, and Medicare and Medicaid regulatory 
issues. He also has worked extensively on state laws regulating 
pharmaceutical and medical device companies and on physician-industry 

conflict-of-interest laws. Mr. Bentivoglio has extensive experience developing, implementing and 
assessing corporate compliance programs in line with the US Sentencing Commission and HHS 
OIG guidelines, and with state compliance program laws and regulations. In addition, he has 
assisted pharmaceutical and medical device manufacturers in investigations by various US 
Attorney’s Offices, the Criminal and Civil Divisions of the US Department of Justice, and state 
attorney generals; and negotiated several Corporate Integrity Agreements. Mr. Bentivoglio 
received a BA from the University of California, Berkeley, and a JD from Georgetown University 
Law Center. 
 

David Bloch is Principal Legal Counsel at Medtronic, PLC.  At Medtronic, 

and in private practice before that, he has spent more than 20 years 

counseling clients in the healthcare industry on compliance with government 

regulation, including requirements of the Food and Drug Administration, anti-

kickback standards, and HIPAA privacy.  He has been active in industry 

groups on data privacy, including serving as chair of the Medical Device 

Privacy Consortium in 2014, leading their efforts to address privacy and 

cybersecurity issues for the device industry, including drafting position papers, recommending 

standards and coordinating advocacy efforts.  He is a graduate of Columbia College and 

University of Pennsylvania Law School.   

 
Richard Cleland joined the Federal Trade Commission’s Division 
of Advertising Practices in 1991.  In 1996, Mr. Cleland was 
appointed Assistant to the Director of the Bureau of Consumer 
Protection and, in 1998, he was appointed Assistant Director of 
the Division of Service Industry Practices.  He currently serves as 
Assistant Director of the Division of Advertising Practices.  His 
primary area of expertise is the advertising and marketing of 
health-related products and services.  He also supervises many of 
the Commission’s health fraud and weight-loss product and 

service law enforcement initiatives.  Mr. Cleland supervised the FTC’s review of the Endorsement 
and Testimonial Guides and the revision of the FTC’s guidance on making effective disclosures 
on the Internet and other digital platforms (.com Disclosures).  Recent projects have included 
social media marketing and native advertising. 
 



Kellie Combs is a partner in the Life Sciences group at Ropes & Gray LLP, 
where she provides legal and strategic advice to pharmaceutical, biotechnology, 
and medical device manufacturers on a broad range of issues under the Food, 
Drug, and Cosmetic Act, and the Public Health Service Act.  She serves as co-
counsel to the Medical Information Working Group, represented Pacira in its 
litigation against FDA, and has extensive experience handling matters 
implicating FDA promotional rules and the First Amendment.  Kellie also 
routinely advises clients on lifecycle management, regulation of clinical research, 
and post-approval compliance.  In addition, she conducts regulatory due 

diligence in connection with transactions involving life sciences clients, and advises on 
government investigations of FDA-regulated companies.   
 

Kate Cook is Executive Vice President for Drug and Biological Products at 
Greenleaf Health, a regulatory consulting firm. She previously worked at FDA in 
legal and policy positions in the Office of Chief Counsel, the Center for Biologics 
Evaluation and Research, and the Center for Devices and Radiological Health, 
where she served as associate director for regulations and policy.  During her 
twenty+ years at FDA, she was involved in every aspect of policy development 
and provided legal review for important agency initiatives.  Ms. Cook graduated 
from New York University School of Law, and was a New York County Assistant 
District Attorney and an attorney in private practice before joining FDA.   

 
Dale Cooke is president of PhillyCooke Consulting, which helps companies 
use 21st century technology to communicate about FDA-regulated products 
while remaining compliant with regulations written in the 1960s. Dale has 
worked with more than 40 pharmaceutical and medical device clients around 
the world. He has published extensively in the industry-leading publications, 
including is the Food & Drug Law Institute’s Update magazine, Regulatory 
Affairs Professionals Society’s Regulatory Focus, and is the author of 
Effective Review & Approval of Digital Promotional Tactics, now in its second 
edition, which was published by the Food & Drug Law Institute. Dale also 

serves on the Google Health Advisory Board, the Digital Health Coalition, and is an active member 
of RAPS, FDLI, the Drug Information Association, Implementation of Regulatory Information 
Submission Standards, Programmatic Health Council, and the Alliance for a Stronger FDA. 
 

James N. Czaban a partner in the law firm DLA Piper LLP (US) in 
Washington, DC, where he is the Chair of the FDA and Medical Products 
Regulatory Practice Group and a member of the firm’s Global Life 
Sciences Sector team.  His practice focuses on serving the strategic 
business needs of pharmaceutical, biotechnology, food, medical device 
and other healthcare-related clients in all aspects of FDA regulation, 
including product development, FDA approvals, Hatch-Waxman and 
lifecycle management strategies, product advertising and promotion and 
the dissemination of medical information, FDA compliance and 

enforcement matters, and related federal and state laws impacting these clients. He also 
represents medical product companies in matters involving legislative strategies and advocacy, 
contested regulatory proceedings, administrative litigation in federal courts, corporate disclosure 
issues, and regulatory due diligence and deal structuring. Mr. Czaban is a graduate of the 
University of California, Berkeley, and the University of Virginia School of Law. 
 



Joseph Demers is the Regulatory Advertising & Promotion Lead for 

Spark Therapeutics. In this role, he supports efforts to bring to market 

investigational gene therapies for genetic diseases.   He has held 

positions as manager and senior manager in regulatory advertising and 

promotion at Amgen, working in renal and cardiovascular therapeutic 

areas, as well as evaluation of novel digital mediums for promotion. 

Subsequently, he was associate director at Bristol-Myers Squibb, where 

he was responsible for melanoma immuno-oncology products. Mr.  

Demers received his Doctor of Pharmacy from Philadelphia College of 

Pharmacy in 2011. 

 
Lisa Dwyer is a partner at King and Spalding, where she specializes in 
legal and policy matters relating to drugs and devices. Previously, Lisa 
served as a Senior Policy Advisor in the FDA Commissioner’s Office and 
as the Deputy Chief of Staff to the Commissioner of Food and Drugs. In 
these roles, she provided strategic counsel on the agency’s most 
significant and complex issues. These included off-label marketing, 
laboratory-developed tests (LDTs), opioid misuse and abuse, cosmetic 
regulation, data transparency, and antimicrobial drug development and 
use. During her tenure at the FDA, she also worked closely with 

Congress, the Department of Health and Human Services, the National Institutes of Health (NIH), 
the Centers for Disease Control and Prevention (CDC) and the Drug Enforcement Administration 
(DEA). 
 

Joshua Eizen joined Actelion Pharmaceuticals US Inc. in 2014 after six years in FDA's Office of 

Chief Counsel, where he served as the lead FDA attorney on criminal enforcement matters 

throughout the Southeastern United States. In that capacity, Josh worked closely with FDA's 

Office of Criminal Investigations (OCI), the Department of Justice, and other federal agencies in 

investigating and prosecuting violations of the nation's food and drug laws. Josh has participated 

in major qui tam investigations involving drugs, devices, and biologic products. Josh also 

designed and coordinated FDA’s nationwide in-service legal-training program for OCI agents and 

instructed all new agents (2009 to 2014) at the Federal Law Enforcement Training Center on 

investigative strategies, food law, felony FDCA prosecutions, and the Park Doctrine. Before 

joining FDA, Josh was an associate at McKee Nelson LLP (now part of Morgan Lewis), where his 

practice focused on pharmaceutical transfer pricing. Josh is a 2003 graduate of Georgetown 

University Law Center. At Actelion, Josh works primarily on healthcare compliance and FDA-

regulatory matters. Since May of this year, he has also served as the company's acting Chief 

Compliance Officer. 

 

Mark Gaydos is Vice President and Head of North America General Medicines 

& Established Products and US Advertising & Promotion within Sanofi's Global 

Regulatory Affairs.  In this role, Mark is accountable for regulatory leadership 

and strategy for investigational and marketed products, including lifecycle 

management, and oversees the regulatory review of promotional activities to 

ensure compliance and best practice sharing.  Prior to joining Sanofi, Mark was 

Director of Worldwide Regulatory Strategy at Pfizer and has held positions of 

increasing responsibility with Amgen, Block Drug Co., Whitehall-Robins and 

Biocraft Laboratories.  He has 23 years of pharmaceutical industry experience, 



including development of regulatory strategies related to advertising and promotion, labeling and 

product maintenance.  He has also led effective interactions with the FDA and global health 

authorities. 

 

Kelly Goldberg is a vice president, law/senior counsel for biopharmaceutical regulation at 

PhRMA.  Kelly joined PhRMA in April 2017.  In her role, Kelly has responsibility for FDA and 

related regulatory law issues.  Prior to joining PhRMA, Kelly spent over a decade at Pfizer.  At 

Pfizer, Kelly was responsible for counseling internal clients on a wide-range of regulatory law 

issues, including data exclusivity, biosimilars, orphan drug provisions, drug safety and risk 

evaluation and mitigation strategies, drug labeling, drug approval standards and pathways, and 

advertising and promotion.  Kelly was an associate in the Food and Drug practice group at 

Covington & Burling before joining Pfizer.  She earned her JD, cum laude, from the University of 

Pennsylvania Law School and clerked for the Honorable Joseph E. Irenas on the United States 

District Court for the District of New Jersey.    

Jason W. Gordon is of counsel at Reed Smith LLP in Chicago, and a member of the firm’s 
Entertainment & Media Group. He represents Fortune 100 brands, media 
companies, consumer packaged goods companies, and other advertisers in 
all aspects of advertising, marketing, new media, branding, privacy, mobile 
marketing, behavioural advertising, right of publicity, and traditional 
trademark and copyright prosecution and counselling.  

 
 
 
 

 

Catherine Gray is a senior consumer safety officer in the Office of Prescription Drug Promotion 

at FDA. She currently focuses on higher level issues facing the Division as it transitions to an 

office structure. Previous DDMAC roles include Professional Group Leader and Professional 

Reviewer. 

 

Kendra Jones is a Lead Consumer Safety Officer within the Center for Devices and Radiological 

Health’s (CDRH), Division of Premarket and Labeling Compliance (DPLC) at the Food and Drug 

Administration (FDA).  Prior to this role, Kendra was a Regulatory Review Officer in the Office of 

Prescription Drug Promotion (OPDP), in the Center for Drug Evaluation and Research 

(CDER).  Before joining the FDA, she worked in regulatory affairs at Wyeth 

Pharmaceuticals.  Kendra received her BS in Pharmaceutical Marketing and Management, from 

Philadelphia College of Pharmacy, University of the Sciences in Philadelphia.  

 
Elizabeth Jungman is director of public health programs at The Pew 
Charitable Trusts, overseeing initiatives related to antibiotics, drug safety, 
and health care products.  Before joining Pew, she served as a senior 
health policy adviser with the Senate Committee on Health, Education, 
Labor, and Pensions, where she played a key role in drafting and 
negotiating the Food and Drug Administration Safety and Innovation Act 
of 2012, the FDA provisions in the Pandemic All-Hazards Preparedness 
Reauthorization Act of 2013, and the Drug Quality and Security Act of 



2013.  Before moving to the Hill, Jungman was in private legal practice, where she counseled 
clients on a broad range of FDA regulatory matters and other health care issues related to the 
human pharmaceutical industry.  She has an undergraduate biology degree from Harvard 
College, a law degree from Georgetown University, and a master’s degree in public health from 
Johns Hopkins University. 

Coleen Klasmeier is a partner at Sidley Austin, LLP, where she leads the 
firm’s Food, Drug and Medical Device Regulatory practice within the global 
Life Sciences team, managing matters on behalf of leading 
biopharmaceutical, medical technology, and food and consumer product 
companies. Since joining Sidley from the Office of the Chief Counsel at the 
Food and Drug Administration in 2005, Coleen has concentrated her practice 
on FDA litigation and dispute resolution, and on regulatory strategy and risk 
management. She has been deeply involved as FDA regulatory counsel in 
defending numerous off-label marketing investigations, as well as in a wide 
variety of product liability, consumer fraud, Hatch-Waxman, criminal, and 

appellate matters on behalf of life sciences industry clients. Coleen has testified before Congress 
on manufacturer communication issues and related constitutional considerations. 

 
Daniel A.  Kracov is a partner in Arnold & Porter Kaye Scholer’s 
Washington, DC office, where he co-chairs the firm’s Life Sciences & 
Healthcare practice. He helps life sciences manufacturers, trade 
associations and early-stage ventures negotiate challenges relating to the 
development, manufacturing, approval and promotion of drugs, biologics, 
medical devices and diagnostics. In addition to day-to-day regulatory 
counseling, he regularly handles high stakes investigations and 
enforcement proceedings, the development of global compliance programs, 
and due diligence in financings, mergers and acquisitions. He has a widely 

recognized expertise in biomedical product-related public policy matters, including Congressional 
investigations and FDA-related legislation. 

Michael S. Labson is a partner in the Food, Drug and Device practice at 
Covington & Burling LLP. He provides strategic advice to pharmaceutical 
and biotechnology clients in dealing with FDA and other agencies. He has 
litigated life sciences cases, and works actively on transactional and 
legislative matters.  Mike graduated magna cum laude from Harvard 
College, and magna cum laude from Harvard Law School, where he was an 
officer of the Harvard Law Review. He clerked for the Honorable David M. 
Ebel on the US Court of Appeals for the Tenth Circuit.  Mike has been 
recognized in Chambers USA - America’s Leading Business Lawyers, 

Washington DC Super Lawyer, LMG Life Sciences, and PLC Life Sciences, Which Lawyer?, and 
Best Lawyers in America as a leading life sciences regulatory practitioner. He is a Fellow of the 
American Bar Association, and a member of Covington’s Management Committee. 
 



Bruce A. Leicher is Senior Vice President and General Counsel at Momenta 
Pharmaceuticals Inc., an innovator biotechnology company engaged in 
development of complex generic products, biosimilars, interchangeable 
biologics and novel products.  Mr. Leicher has advised biotechnology 
companies for over 25 years.  Mr. Leicher is a frequent lecturer on 
biotechnology law.  Mr. Leicher is also Chair of the Board of the Biosimilars 
Council, a Division of the Association for Accessible Medicines (AAM).   
Before joining Momenta, he served in senior legal positions at Altus 
Pharmaceuticals Inc., Antigenics Inc., Millennium Pharmaceuticals, Inc., 

Curis, Inc., Genetics Institute, Inc. and Wyeth.  In private practice, he served as the Co-Chair of 
the Life Sciences Practice Group at Hill and Barlow, was an attorney at Hale and Dorr and Butler 
& Binion, and served as a law clerk to the Honorable Thomas F. Hogan in the US District Court 
for the District of Columbia after receiving his JD from Georgetown University Law Center and his 
BA from the University of Rochester. 

 
Geoffrey M. Levitt is Senior Vice President and Associate General Counsel for 
Regulatory, Environmental, and Global Supply at Pfizer Inc, where he is 
responsible for managing global legal support for regulatory, medical, safety, 
clinical research, manufacturing and environmental operations.  Mr. Levitt has 
published and lectured extensively on regulatory law.  He is a past member of 
the editorial board of the Food and Drug Law Journal and a current member of 
the editorial board of the FDA Advertising and Promotion Manual.  Mr. Levitt is 
past Chairman of the Board of the Food and Drug Law Institute and received 
the Institute's 2009 Distinguished Service and Leadership Award and the 2017 

inaugural Service to FDLI Award.  He has also served as Chair of the PhRMA Law Section 
Executive Committee and is a current member of the Board of the Friedreich's Ataxia Research 
Alliance. He earned his JD from Harvard Law School and his BA from Columbia University.      

 
Joy Liu leads the Commercial and Regulatory legal team at Vertex 

Pharmaceuticals.  Prior to joining Vertex, Joy was a partner at Ropes & 

Gray and advised drug, biotech, and device companies on a broad range 

of FDA regulatory matters.  Joy has significant experience working on 

advertising and promotion compliance matters, Hatch-Waxman 

exclusivity issues, and regulatory risk management.  In private practice, 

she also worked on a number of government investigations involving 

allegations of off-label promotion, recalls, and safety reporting and led 

regulatory due diligence teams for licensing deals, mergers and 

acquisitions, and securities offerings. 

 
Meredith Manning is a partner in the Washington, DC office of Hogan 
Lovells, and is a member of the firm's Food, Drug, Devices & Agriculture 
Group. She focuses her practice on regulatory and policy issues affecting 
clients in the pharmaceutical and biotechnology industries, with an 
emphasis on Food and Drug Administration (FDA) enforcement matters. 
Ms. Manning has substantial experience in government enforcement of a 
variety of statutes, particularly the Federal Food, Drug and Cosmetic Act. 
Previously, she served as assistant United States attorney, Civil Division 
for the US Attorney's Office in Washington, DC Prior to joining the US 

Attorney's Office, Ms. Manning was Associate Chief Counsel in the Office of the General Counsel 
at FDA where she handled a variety of litigation and litigation-related counseling issues. Among 



cases assigned to Ms. Manning at the US Attorney's Office and FDA were those related to 
approval of orphan drugs, biological products and generic drugs, as well as FDA's policy on 
genetically modified food and the confidentiality of scientific data submitted to FDA. At FDA, she 
worked closely with agency officials in preparing enforcement cases for referral to the US 
Department of Justice, in creating administrative records to support the agency's actions, and in 
advising policy makers on a variety of litigation-related issues. Ms. Manning received a Masters 
in Public Health from the UCLA School of Public Health and her JD from the University of 
Minnesota Law School.  

 
Kathleen Meriwether is the Americas Leader of the Health Sciences team of 
Ernst & Young’s Fraud Investigation & Dispute Services practice.  Kathleen 
specializes in assisting health sciences companies with global risk and 
compliance assessments and regulatory compliance analyses.  Kathleen works 
closely with management teams, compliance officers and counsel to identify 
compliance and enforcement risks, determine potential vulnerabilities and 
recommend solutions from business and operational perspectives.  Kathleen 
also assists counsel, both outside and in-house, with fraud investigations (health 
care fraud and abuse, off label marketing, FCPA and other bribery and 

corruption), compliance inquiries and in strategizing responses to governmental subpoenas and 
other inquiries.  She has also worked on multiple projects assisting in-house counsel on 
management of significant litigation matters, from the cost management as well as investigative 
perspectives. Prior to her tenure with EY, Kathleen was an Assistant United States Attorney in 
the US Attorney’s Office for the Eastern District of Pennsylvania, focusing on health care fraud in 
the life sciences industry.   
 

Thomas Moskal is a veterinary medical officer with the Division of 
Surveillance, Center for Veterinary Medicine (CVM), FDA. He serves as 
a reviewer of labeling and promotional materials for approved and 
unapproved veterinary drugs and devices. He is Board Certified in 
laboratory animal medicine. Dr. Moskal received his BS from the 
University of Maryland, his DVM from the Virginia-Maryland Regional 
College of Veterinary Medicine, and a Masters in Library and Information 
Science from Drexel University. 
 

 

John Murphy serves as the Deputy General Counsel at the Biotechnology Innovation 

Organization (BIO). BIO is the largest trade association in the world representing biotechnology 

companies. BIO members are involved in the research and development of innovative healthcare, 

agricultural, and environmental biotechnology products, thereby expanding the boundaries of 

science to benefit humanity by providing better healthcare, enhanced agriculture, and a cleaner 

and safer environment. Mr. Murphy’s role encompasses all legal issues impacting healthcare 

biotechnology across the Country. His responsibilities include issues in Congressional legislation, 

FDA, CMS and various other federal agency regulatory issues, litigation, and support on state-

developed biotechnology laws and regulations. Mr. Murphy is a graduate of Villanova University 

and the Catholic University Columbus School of Law.  

 

Amie O’Donoghue is a Social Science Analyst in the Office of Prescription Drug Promotion 

(OPDP), Center for Drug Evaluation and Research (CDER), Food and Drug Administration. She 

has published over 25 articles on professional and direct-to-consumer (DTC) advertising and the 

communication of information to physicians and consumers. She also provides technical 



assistance on research and communication issues to FDA staff and external organizations. 

Before joining OPDP in 2003, Dr. O’Donoghue taught psychology at St. Mary’s College of 

Maryland. She received her doctorate in psychology from Washington University in St. Louis.  

 

Sheetal Patel is the Head, Regulatory Advertising and Promotion, within 

Pharmaceutical Group Health Care Compliance organization at Johnson 

& Johnson International. In this role, Sheetal provides regulatory 

guidance of promotional and marketing activities to ensure compliance 

with federal laws and regulations. Previously, she held the position of 

Lieutenant Commander, Senior Regulatory Review Officer, at the Food 

and Drug Administration, Office of Prescription Drug Promotion. 

 

 

Elizabeth Pepinsky is a health science policy analyst in the Office of Prescription Drug Promotion 

in CDER.  Before coming to CDER, she served as a Regulatory Counsel in FDA’s Center for 

Tobacco Products.  She is a graduate of Wake Forest University and the University of Baltimore 

School of Law. 

 
Wayne Pines is President of Healthcare and Regulatory Services at APCO 

Worldwide. He also is an independent consultant, and serves on the 

promotional review committees of companies as the regulatory reviewer. Mr. 

Pines is chair of the advisory board for the Center for Communication 

Compliance and developed a certification test and program for 

advertising/promotion professionals (www.communicationcompliance.com). 

Mr. Pines served for ten years at the FDA, including four as Associate 

Commissioner for Public Affairs. In 2004 was named FDA’s Alumnus of the 

Year.  Mr. Pines is a director and was founding President of the Alliance for a 

Stronger FDA, an organization that is seeking to increase FDA’s budget.  For 12 years he has 

been as a director (Chairman of the Board for three years) of the MedStar Health Research 

Institute, which oversees research at a dozen hospitals in the Washington DC and Baltimore area. 

Mr. Pines also was a founding director of the FDA Alumni Association, and serves on the board 

of The Wellness Channel, which provides TV programming to hospitals; and Excel Life Sciences. 

 
Peter Pitts is President of the Center for Medicine in the Public Interest. 
A former member of the United States Senior Executive Service, Peter 
was FDA’s Associate Commissioner for External Relations, serving as 
senior communications and policy adviser to the Commissioner. He 
supervised FDA's Office of Public Affairs, Office of the Ombudsman, 
Office of Special Health Issues, Office of Executive Secretariat, and 
Advisory Committee Oversight and Management.  He served on the 
agency’s obesity working group and counterfeit drug taskforce and as a 
Special Government Employee (SGE) consultant to the FDA’s Risk 

Communications Advisory Committee.   
 



Amy Comstock Rick is the President and Chief Executive Officer of the 
Food and Drug Law Institute, having joined in August 2014.  Prior to 
joining FDLI, Ms. Rick was the Chief Executive Officer of the Parkinson’s 
Action Network (PAN) from 2003-2014.  PAN is a Washington DC-based 
national nonprofit focused on educating the public and government 
leaders on better policies for research and therapy development and an 
improved quality of life for people living with Parkinson’s disease.  Ms. 
Rick has also served as the President of the Coalition for the 
Advancement of Medical Research, on the Boards of Directors of 

Research!America, the National Health Council, and the American Brain Coalition.  Before joining 
PAN, she was the Senate-confirmed Director of the US Office of Government Ethics from 2000-
2003 and the Associate Counsel to the President in the White House Counsel’s Office from 1998-
2000.  Ms. Rick began her federal service as a career attorney at the US Department of Education 
in 1989 and became the Assistant General Counsel for Ethics in 1993.  Prior to her government 
service, Ms. Rick was an associate attorney at the law firm of Beveridge & Diamond.  She 
received a Bachelor of Arts degree from Bard College and a Juris Doctor degree from the 
University of Michigan. 
 
Mary Riordan is Senior Counsel in the Office Inspector General (OIG) for the US Department of 
Health and Human Services. She primarily handles cases brought under the federal False Claims 
Act involving alleged fraud against the Medicare and Medicaid programs, and she focuses on 
matters involving drug and device manufacturers. She has represented the OIG in the negotiation 
of numerous settlements and Corporate Integrity Agreements with such providers. She was a co-
author of the OIG's 2003 Compliance Program Guidance for Pharmaceutical Manufacturers and 
a co-organizer of the OIG’s February 2012 Pharmaceutical Compliance Roundtable. In addition, 
Ms. Riordan handles prescription drug and device related issues associated with recent 
legislation, including the 2010 Affordable Care Act.  Prior to joining the OIG, she practiced law at 
the firm of Reed Smith in Washington, DC. Ms. Riordan graduated from Cornell University and 
received her JD from the George Mason University School of Law. 
 
 

Eric Rogers is the Global Head of Regulatory and Development Law for Alcon, 
a division of Novartis.  Alcon is the global leader in eye care, with a complete line 
of surgical devices for use in cataract, vitreoretinal, refractive, and glaucoma-
related ophthalmic surgeries, as well as a differentiated contact lens and OTC 
lens care portfolio to help patients see, look and feel their best.  At Alcon, Eric is 
responsible for coordinating the team of lawyers that support the US and global 
promotional material review processes, including managing incoming and 
outgoing competitive challenges.  In addition, his team supports the Regulatory 
Affairs, Quality Affairs, Safety, Clinical Development, and Medical Affairs 

functions.  Before joining Alcon, Eric worked as an in-house attorney at Genentech and Pfizer, 
and was an associate in the Washington, DC offices of Ropes & Gray and Hyman, Phelps & 
McNamara.  He is a graduate of Iowa State University and the Boston University School of Law.   

 
Jennifer Romanski is Vice President and Chief Privacy Officer of Porzio Life 
Sciences, LLC. In collaboration with the other Directors of Regulatory and 
Compliance Services, Ms. Romanski is responsible for ensuring that all 
products are relevant to the needs of the industry and working with other 
personnel to create new products. Ms. Romanski is also a principal of Porzio, 
Bromberg & Newman PC, and a member of the firm’s Life Sciences 
Compliance and Commercialization team. Ms. Romanski counsels 



pharmaceutical and device manufacturers on federal and state fraud and abuse laws, sampling 
compliance, and state disclosure and prohibition laws. She develops policies and procedures and 
conducts training programs for clients, in connection with their comprehensive compliance 
programs. She evaluates grants and contributions, drug and device advertising and promotion, 
and marketing activities directed to healthcare professionals. Additionally, Ms. Romanski provides 
general business counseling on contractual issues. Ms. Romanski received a JD from University 
of Pennsylvania Law School, in 1997. She earned her BA in Biological Basis of Behavior, cum 
laude, from University of Pennsylvania in 1994. 

 
Lucy Rose is President of Lucy Rose & Associates, LLC (LRA), a 
pharmaceutical consulting firm providing prescription drug promotion 
regulatory training and consulting to the pharmaceutical industry and its 
support providers. From 1995 to 1997, she served as the Director of the 
Office of Training and Communications for the Center for Drug Evaluation 
(CDER) and Research at FDA. She designed and implemented programs 
to improve external communications with healthcare professionals, 
consumers and industry, and programs to improve employee 
performance, including leadership and management development. Ms. 

Rose led CDER’s Division of Drug Marketing, Advertising, and Communications from 1993 to 
1995 where she was responsible for the regulatory oversight of all prescription drug advertising 
and marketing to US healthcare professionals and consumers. Prior to joining FDA, Ms. Rose 
was associated for seven years with Mead Johnson Pharmaceuticals, a division of Bristol-Myers 
Squibb Pharmaceuticals, where she began her career as a sales representative, served as a 
regional sales trainer, and for four years was the district sales manager of the Washington, DC 
district. Ms. Rose received her BS from Salem College in Winston-Salem, NC and her MBA from 
Averett College. She also graduated as a Physician Assistant from the Wake Forest University 
School of Medicine. 
 
Captain Sheila Ryan is the Policy Team Leader in the Office of Prescription Drug Promotion 

(OPDP).  In her 15 years at FDA, she has held several other positions, including Senior 

Regulatory Review Officer and Team Leader in OPDP, Branch Chief in the Center for Tobacco 

Products’ Office of Compliance and Enforcement, and Regulatory Health Project Manager in the 

in the former Division of Oncology Drug Products.   She received her Bachelor of Science in 

Pharmacy from the University of Pittsburgh and her Pharmacy Doctorate from the University of 

Maryland.  She has a Master of Public Health from the University of North Carolina and has held 

Regulatory Affairs Certification (RAC) since 2011. 

 
Soumi Saha serves as the Director of Pharmacy & Regulatory Affairs at the 

Academy of Managed Care Pharmacy (AMCP). Soumi joined AMCP in July 
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product manufacture and sale. Mr. Scheineson provides legal, regulatory, and 
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