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New York City 

 The challenges of the global market place bring FDA, industry and other 
stakeholders together in this up-to-the-minute pharmaceutical conference. You have 
a unique opportunity to participate in an event that brings together top level 
speakers from the FDA Office of the Commissioner, CDER, the FDA Northeast 
Regional Office (site of the conference) and industry. There will be ample 
opportunity for Q&A and networking throughout the 2 1/2 day conference. We 
welcome your participation and support for this timely and informative 
pharmaceutical conference. 

AGENDA 
 
KEYNOTE     
Murray Lumpkin, M.D., Commissioner's Senior Advisor and Representative for Global 
Issues, Office of the Commissioner, FDA,   Regulating Pharmaceuticals in a Global 
Marketplace 
  
FDA Policies, Procedures, and Requirements for New Drugs, Giuseppe Randazzo, MS, 
Regulatory Scientist Office of New Drugs, Center for Drug Evaluation and Research 
(CDER), FDA 
Office of Generic Drugs Policies and Requirements, Paul Schwartz, Ph.D., Associate 
Director for Product Quality Coordination Office of Generic Drugs, CDER, FDA  
Monograph Modernization,  Karen A. Russo, Ph.D., Vice President, Small Molecules 
United States Pharmacopeial Convention 
FDA Drug Manufacturing Requirements, Kevin Gonzalez, Investigator/Pre-Approval 
Manager  New York District, FDA 
FDA Drug Inspections: The Drug Investigator's Point of View, Paul Mouris, Pharm.D., 
LCDR, Public Health Service (USPHS), Investigator New York District, FDA  & Michele 
Obert, Investigative Analyst, Kansas City District, FDA 
The Regulatory and Scientific Impact of Finding an Objectionable Microorganism in a 
Non-Sterile Pharmaceutical: A Case Study , Dennis Guilfoyle, Ph.D., Pharmaceutical 
Microbiologist Northeast Regional Laboratory, FDA 
 Global Supply Chain Issues,  John M. Taylor, Counselor to the Commissioner , Office of 
the Commissioner, FDA 
Economically Motivated Adulteration, Robert B. Clark, Vice President, Worldwide 
Regulatory Strategy US, Pfizer Inc. 
Q8, Q9, Q10 and QbD, Jon Clark, MS, Associate Director for Program Policy  , 
Office of Pharmaceutical Science, CDER, FDA   
Real-Time Release Testing, Brett Duersch, Ph.D., Principal Analytical Chemist, Global 
Science Technology and Commercialization, Merck and Co.Pfizer's Perspective on the 
EMA -FDA pilot program for parallel assessment of QbD applications, Mike Saleh, 
Director, Global Chemistry, Manufacturing and Controls, Pfizer Inc 
FDAÕs PAT Initiative: Past, Present and Future, Vibhakar Shah, Ph.D., Senior Policy 
Advisor, Office of Manufacturing and Product Quality, Off. of Compliance, CDER, FDA 
FDA Driving Biomedical Innovation, Vicki Seyfert-Margolis, Ph.D., Senior Advisor for 
Science Innovation and Policy, Office of the Chief Scientist, FDA 
Rapid Analytical Methods for On-Site Pharmaceutical Surveillance, Connie Ruzicka, 
PhD, Chemist, Division of Pharmaceutical Analysis, CDER, FDA  
Current GMP Compliance Issues Relating to Contamination Prevention and 
Microbiology, Richard L. Friedman, MS, Associate Director, Risk Science, Intelligence and 
Prioritization, Office of Manufacturing and Product Quality, CDER, FDA 
Compliance with Regulatory Requirements for APIs Ð a CMO Perspective, Michael 
Verlander, DPhil (Oxon), President, PolyPeptide Laboratories San Diego  
Regulatory Resurgence in India from a Pharmaceutical Perspective 
Vijay Kshirsagar, M.Sc., D.B.M., A.I.C., Executive Vice President, Corporate  Quality 
Assurance & Regulatory Affairs, Unichem Laboratories Limited, (Mumbai, India) 

  
  
  
 

Conference Fee    $500 
Includes continental 
breakfast and lunch 

 

Murray Lumpkin, 
M.D., Commissioner's 
Senior Advisor and 
Representative for 
Global Issues, Office 

of the Commissioner, 
FDA 

Keynote Speaker 

FOUR WAYS TO REGISTER 
1.Online: 

www.yorkfdaworkshops.org 
2. Call us: 718-262-2790  
3. Fax completed registration 

form to 718-262-2570 
4. Mail completed 

application form to 
Cynthia Murphy 
94-20 Guy Brewer Blvd. 
Jamaica, NY 11451 

Contact Information 

Cynthia Murphy, Executive Director 
York College, Adult Continuing & 
Professional Education 
94-20 Guy R. Brewer Blvd. 
Jamaica, NY 11451 
  
Phone:  718-262-2795 
Fax:      718-262-2570 
Email:   cmurphy@york.cuny.edu 
Web:    www.StartAtYork.com 
 

 
 



 

URegistration Form 
 

REGULATION OF PHARMACEUTICALS:  A GLOBAL PERSPECTIVE  
JUNE 6 Ð 8, 2012 

 
First Name ________________________    Last Name ___________________________ 
 
Title/Position ____________________________________________________________ 
 
Organization _____________________________________________________________ 
 
Street Address ____________________________________________________________ 
 
City ______________________ State _____ Zip Code ________ Country ____________ 
 
Telephone ___________________    Email __________________________ 
 
How did you hear about our Workshop?   _______________________________________ 
 
_________________________________________________________________________ 
 

Conference Fee $500, includes continental breakfast and lunch 
 
Enclosed is my payment of  $ _______________             Visa         MasterCard       
 
Card No. _______________________ Exp. Date __________  Security Code _________ 
 
Name of Cardholder ___________________________ Signature ____________________ 
 
Mail completed registration form with payment to: 
          Ms. Cynthia Murphy, Continuing & Professional Education 
          York College, CUNY 
           94-20 Guy R. Brewer Blvd., 2F01B 
           Jamaica, NY  11451 
   
 
Fax or email completed registration form with credit card information to:  718-262-2570 
 
If you have questions, call 718-262-2790 or email conted@york.cuny.edu 
 
You can also register by calling 718-262-2790. 
 


