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Agenda
AOAC-SCS & USP WCDG Joint Two-Day Regulatory & Compliance Conference,
US FDA at Irvine, 

19701 Fairchild, Irvine, CA 92612
Critical Regulatory and Compliance Issues with the US FDA in the 21st Century
DAY 1 - Thursday, April 24, 2008  

7:00 A.M.
Registration

8:00 A.M.
Welcome Remarks by 
William Martin, Ph.D., Laboratory Director, PRL-SW, US FDA, Irvine, CA
Alonza Cruse, M.S., Director, Los Angeles District, US FDA, Irvine, CA
Yan-Bo Yang, Ph.D., Director, Pharm. Development, B. Braun Medical Inc., Irvine, CA, President, AOAC SCS

Assad Kazeminy, Ph.D., President, Irvine Pharmaceutical Services, Irvine, CA, 
President, USP WCDG

Sumit Sen, Ph.D., Chemist & Foreign Inspection Cadre Member, US FDA PRL-SW, Irvine, CA, Meeting Host

8.30 A.M.  
Topic: Impurities and the USP Flexible Monograph
Speaker: Larry Ouderkirk
Director, Compendial Operations Staff, Standards and Technology Team, 

CDER/OPS-IO, US FDA, Silver Spring, MD
9:10 A.M.
Topic: Extractables and Leachables - A Compendial Perspective

Speaker: Eric Sheinin, Ph.D., 

President, Sheinin & Associates, LLC, North Potomac, MD

9:50 A.M.
Refreshment Break
10:10 A.M.
Topic: Systematic Approach to Evaluation of Extractables & Leachables in Support of

Container &Closure used in Pharmaceutical Product

      

Speaker: Aryo Nikopour

Sr. Director, Scientific & Technical Services, Irvine Pharmaceutical Services, Irvine, CA
10:50 A.M.
Topic: Impurities in Parenteral Drug Product: Strategies for Development and Case
Studies 

Speaker: David Schuck, Ph.D.,

Vice President, Pharmaceutical Development, B. Braun Medical Inc., Irvine, CA
11:30 A.M.
Topic: Accelerated Solvent Extraction (ASE) Instrumentation and Methods for Medical Devices and Plastics


Speakers: Bruce E. Richter, Ph.D., Manager, Salt Lake City Technical Center, Dionex Corporation

11:50 P.M.
Sponsor Presentations

12:30 P.M.
Lunch Break 

1:30 P.M.
Panel Discussion Session:
Larry Ouderkirk, Eric Sheinin, David Schuck & Aryo Nikopour 
Moderator: Sumit Sen

2:30 P.M.
Adjourn
Agenda

AOAC-SCS & USP WCDG Joint Two-Day Regulatory & Compliance Conference,

US FDA at Irvine, 

19701 Fairchild, Irvine, CA 92612
Critical Regulatory and Compliance Issues with the US FDA in the 21st Century

DAY 2 - Friday, April 25, 2008
7:30 A.M.
Registration

8:30 A.M.
Topic: Challenges of Chromatographic Procedures for Pharmaceutical Analysis
Speaker: Linda Ng, Ph.D.,

Pharmaceutical Assessment Lead, CDER/ONDQA/DPA II, US FDA, Silver Spring, MD

9:10 A.M.
Topic: Current Drug Issues:  FDA's Office of Regulatory Affairs


Speaker: Tom Savage
Senior Coordinator, Pharmaceutical Sciences, ORA/DFS, US FDA, Rockville, MD
9:50 A.M.
Refreshment Break
10:10 A.M.
Topic: Evolution of Extractable / Leachable Regulatory Requirements
 

Speaker: Jeffrey Fleitman, Ph.D.,
 

Senior Director, Pharmaceutical Analysis, Allergan, Inc., Irvine, CA
10:50 A.M.
Topic: Investigation and Characterization of Semi-Permeable Container-Closure 

Related Leachables
 

Speaker: Richard Chadwick, Ph.D., 
Principal Scientist, Allergan, Inc., Irvine, CA

11:30 A.M. 
Topic: Analytical Method Transfer
 

Speaker: Bob Mehta, MSQA, MBA, BS (Chem), CQA, RABQSA, CSSBB
Worldwide QA Manager, Allergan, Inc., Irvine, CA
12:10 P.M.
Topic:  Capillary Flow Technology – New (and Old) Possibilities for GC and GC-MS


Speaker:  Stephan A. Baumann, Application Scientist, Agilent Technologies
12:40 P.M.
Remarks by President-Elect, AOAC SCS, Sumit Sen, Ph.D. and 

Gavel Receiving Ceremony from Outgoing President, AOAC SCS, Yan-Bo Yang, Ph.D. 
12:45 P.M.
Lunch Break
1:45 P.M.
Panel Discussion Session

Participants: Linda Ng, Tom Savage, Jeff Fleitman, Richard Chadwick & Bob Mehta
Moderator: Sumit Sen

2:45 P.M.
Adjourn
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