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New York Biotechnology Associat ion and PrometheusAB 
present 

BIOTECH REGULATORY & POLICY WORKSHOP  
A pre-conference workshop in conjunction with the 

NYBA 17th Annual Meet ing 
 

Sunday, May 18 
2:00-5:00 PM 

Marriot t  Marquis Hotel 
6th Floor, Shubert -Uris Room 

technology   law   science   intellectual property   finance   regulation   
 
What happens in Washington can make the difference between business success and failure.  
Herewith an inside look at the issues in play today, the threats and opportunities they present, 
and what you can do to shape outcomes to your advantage. 
 

 Workshop Program 
 
2:00 Ð 2:10 Welcome and Introduct ion 

Val Giddings, PhD 
President and CEO, PrometheusAB, Inc. 

 
2:10 Ð 2:45 FDA and Drug Approval Pathways: A Strategic View of What is 

Wrong and How to Fix It  
Michael Werner 
President, The Werner Group 

 
2:45-3:15 Patent  Reform Act of 2008:  The Current  Debate & Its Implicat ions 

for Biotech 
Benjamin A. Berkowitz, JD 
Associate, Foley & Lardner, LLP 

 
3:15-3:50 Biotech at  the USPTO:  Quality, Training, and How to Get Help 

John LeGuyader 
Biotechnology Group Director, US Patent Office 

 
3:50 Ð 4:25 The Media, the Message, & the FDA 

Lisa Dry  
Dry Strategies, LLC 
 
Doug Arbesfeld 
formerly Senior Communications Adviser, FDA 

 
4:25-5:00 Discussion 
 
5:30-7:00 Recept ion 
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Speaker Biographies 
 
Val Giddings, PhD 
President , PrometheusAB 
Dr. Giddings is President of PrometheusAB, a 
biotechnology policy consultancy based in 
Washington, DC. Prior to founding Prometheus, Dr 
Giddings, was Vice President for Food and Agriculture 
of the Biotechnology Industry Organization (BIO) in 
Washington, D.C. 
 
Michael Werner 
President , The Werner Group 
Michael J. Werner is President of The Werner Group, a 
Washington DC-based firm that provides legislative, 
regulatory, and bioethics consulting services for life 
sciences companies, health care organizations, 
investors, and broad-based coalitions.  Michael has 
over 22 years of health care law, policy development 
and legislative/regulatory advocacy experience in 
Washington and is a leader in the biotechnology 
industry.  Prior to founding The Werner Group, 
Michael was Chief of Policy for the Biotechnology 
Industry Organization (BIO), representing over 1000 
biotechnology companies in the US and other 
countries.  In that role, he was responsible for virtually 
all major issues affecting biotech companies 
including:  drug evaluation and review by FDA; CMS 
policies and reimbursement, Medicare, intellectual 
property, stem cell research and other bioethics 
issues.  
 
Benjamin A. Berkowitz, JD 
Associate, Foley & Lardner, LLP 
Benjamin Berkowitz is an associate in Foley's 
Washington, D.C. office. He practices in the firm's 
Chemical & Pharmaceutical and Biotechnology & 
Pharmaceutical Practices, as well as the Life Sciences 
and Nanotechnology Industry Teams.  Dr. Berkowitz 
has experience counseling clients on legal and 
strategic issues related to intellectual property, 
drafting and prosecuting patent applications in the 
U.S. and abroad, and evaluating intellectual property 
for due diligence analyses and freedom to operate 
opinions. Dr. Berkowitz has prosecuted a variety of 
chemical, biochemical and mechanical patents, in a 
broad spectrum of technologies including: plant 
molecular biology, antibodies, chemical sensors, 
optical equipment, small molecules, polymers, and 
pharmaceuticals. Dr. Berkowitz received his J.D., cum 
laude, from Georgetown University Law Center in 
2004. While in law school, he interned for Judge 
Arthur Gajarsa at the United States Court of Appeals 
for the Federal Circuit. Dr. Berkowitz has a Ph.D. in 
molecular biophysics and biochemistry from Yale 
University (2001) and a B.S. in chemical engineering 
from Columbia University (1994). 
 

John LeGuyader 
Biotechnology Group Director, US Patent 
Office 
John joined the USPTO in 1990 as a Patent Examiner 
in biotechnology Group 180, and examined in the 
recombinant-DNA area.  In 1999 he was selected as a 
Supervisory Patent Examiner (SPE) in Technology 
Center 1600 in the molecular biology workgroup.  
John was detailed to the Office of the Commissioner 
for Patents in 2004 and served as the Executive 
Assistant to the Deputy Commissioner for Patents 
Resources and Planning in 2005.  Prior to being 
selected as a Technology Center 1600 Director in 
2006, John was the Executive Assistant to the 
Commissioner for Patents. Over the course of his 
USPTO career, John has earned a variety of awards 
while working for the USPTO including a Department 
of Commerce (DOC) Silver Medal and three DOC 
Bronze Medals. John completed his Bachelor and 
Master degrees in the biological sciences at the State 
University of New York at Stony Brook.  Prior to 
coming to the USPTO John had been an instructor at 
Dowling College and Cold Spring Harbor Laboratory 
on Long Island 
 
Lisa Dry  
Principal, Dry Strategies, LLC 
Lisa Dry is founder and Principal of Dry Strategies, LLC, 
a Washington, DC,-based consultancy focused on 
strategic communications, media relations, and issues 
management in agriculture and biotechnology.  
Formerly, Lisa was Vice President, Public Affairs at 
American Seed Trade Association; Director of 
Communications at Biotechnology Industry 
Organization; and Director, Public Affairs at Animal 
Health Institute. 
 
Doug Arbesfeld 
Communicat ions St rategist  
formerly Senior Communicat ions Adviser, FDA 
Doug Arbesfeld has worked in communications for 25 
years with jobs of increasing responsibility at several 
global pharmaceutical companies, major public 
relations agencies and most recently at the U.S. Food 
and Drug Administration.  His area of expertise is 
communications strategy, issues management, crisis 
communications and media relations.  Most recently, 
Doug was senior communications advisor at the U.S. 
Food and Drug Administration.  At FDA, Doug worked 
closely with the media on major issues and also 
handled media for Commissioner Andrew von 
Eschenbach.  He worked on the contaminated pet food 
and toothpaste issues of 2007 and numerous drug, 
device, food and veterinary medicine matters.  


