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Agenda

USP WCDG & AOAC-SCS 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 14, 2011  

7:00 A.M.
Registration

8:30 A.M.
Welcome Remarks by 
Alonza Cruse, M.S., Director, Los Angeles District, US FDA, Irvine, CA
William B. Martin, Laboratory Director, PRLSW, US FDA, Irvine, CA

Blake Bevill, Compliance Director, Los Angeles District, FDA, Irvine
Assad Kazeminy, Ph.D., President, Irvine Pharmaceutical Services &    

Avrio Biopharmaceuticals, LLC, Irvine, CA, & President, AOAC SCS
Sumit Sen, Ph.D., US FDA, PRL-SW, Irvine, CA, & President, USP WCDG & Meeting Host
9:00 A.M.
Impact of Heparin Crisis on Regulatory Process and Public Standards 

  
Ali Al-Hakim, Ph.D., 
Branch Chief, Division III, FDA/CDER/ONDQA, Silver Spring, MD

9:50 A.M.
Sub-Standard APIs and Drug Products Manufactured in Foreign Countries

and in the USA
 

Brian Belz, 
Consumer Safety Officer, FDA/CDER/OC/DMPQ/ICB, 
Silver Spring, MD 
10:40 A.M 
Refreshment Break
11:00 A.M.
Current Topics in USP General Chapters and Monographs

Anthony J. DeStefano,
Vice President, General Chapters, US Pharmacopeia, Rockville, MD
11:50 A.M.
Addressing Form 483 Observations and Warning Letters

Bob Mitchell, 

Corporate Regulatory Compliance Manager, B. Braun Medical Inc.,
Irvine, CA 

12:40 P.M.
Lunch Break 

2:00 P.M.
Panel Discussion Session
4:00 P.M.
Adjourn
Agenda

USP WCDG & AOAC-SCS 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 15, 2011
8:00 A.M.
Registration
9:00 A.M.
21CFRPart 11 - Current State, Recent Inspectional Assignments, and Possible Outcomes of Part 11's Re-Valuation

Brian Belz, 
Consumer Safety Officer, CDER/OC/DMPQ/ICB, Silver Spring, MD
9:50 A.M.
The Cost of Quality

Arlene P. Ocampo, Ph.D.,
Vice President, Lachman Consultant Services, Inc., Westbury, NY  

10:40 A.M.
Refreshment Break
11:00 A.M. 
Current Issues and Concerns for Impurities in Pharmaceuticals

Bernard A. Olsen, Ph.D.,
Olsen Pharmaceutical Consulting, LLC, Lafayette, IN
11:50 A.M.
NMR Spectroscopy – Applications in Pharmaceutical Analysis;
Regulatory and Compliance Aspects
Samina Hussain
Senior Chemist/Metals Group Leader, Health Sciences 
& Herman van Halbeek
Senior Staff Chemist; Spectroscopy Group Leader,
Exova, Santa Fe Springs, CA

12:40 P.M.
Lunch Break 

2:00 P.M.
Panel Discussion Session

4:00 P.M.
Adjourn
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