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Meeting Focus
Hello Readers,

I would like to cordially invite you to the upcoming WCDG & AOAC-SCS Joint Two-Day Regulatory & Compliance Conference on "Critical Regulatory and Compliance Issues with the U.S. F.D.A. in the 21st Century".  The meeting is to be held on Thursday & Friday, October 21st & 22nd, 2010, at the U.S. F.D.A. facility in Irvine, California. 

The focus of this meeting is to have presentations and open forum discussion on the following Critical Regulatory and Compliance Topics:

(1) How can regulated firms prepare better for FDA Inspections?

(2) How can regulated firms respond better to FDA when they receive FDA 483 Items during inspections?

(3) How can regulated firms respond better to FDA when they receive a warning letter from FDA?

This is an excellent opportunity for your firm's representatives to participate in this meeting and learn more about these important topics.  

Please share this information with you colleagues.

I hope to see you at the meeting.

Sincerely,

Sumit Sen, Ph.D.,

US FDA, PRL-SW, Irvine, CA,

President, AOAC SCS & Meeting Host

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, October 21, 2010  

7:00 A.M.
Registration

8:30 A.M.
Welcome Remarks by 
Alonza Cruse, M.S., Director, Los Angeles District, US FDA, Irvine, CA
Dennis Farley, Chemistry Branch Director, PRLSW, Irvine, CA
Sumit Sen, Ph.D., US FDA, PRL-SW, Irvine, CA, President, AOAC SCS & Meeting Host
Assad Kazeminy, Ph.D., President, Irvine Pharmaceutical Services, Irvine, CA, & President, USP WCDG

9.00 A.M.
How industry can better prepare for FDA Drug, Device & Biotech
Inspections

Kalavati Suvarna, Ph.D.,
Consumer Safety Officer, CDER/OC/DMPQ/MAPCB, Silver Spring, MD
10:00 A.M.
The submission and review process, an industry perspective - Case study

of a NDA 505(b)(2) application
Susan Olinger, J.D., Corporate Vice President, Regulatory Affairs,

B. Braun Medical Inc., Irvine, CA
10:50 A.M 
Refreshment Break
11:10 A.M.
Audits for Raw Material Suppliers



Laurel Hacche, Ph.D.,
Director, Worldwide Quality Assurance, Allergan, Inc., Irvine, CA
12:00 P.M.
Sponsor Presentations

12:30 P.M.
Lunch Break 

2:00 P.M.
Panel Discussion Session
4:00 P.M.
Adjourn
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, October 22, 2010
7:30 A.M.
Registration
8:30 A.M.
How industry can better respond to FDA-483 Items, Warning Letters.


Brian Belz, 
Consumer Safety Officer, CDER/OC/DMPQ/ICB, Silver Spring, MD
9:30 A.M.
FDA Preparedness and Response Option to a 483 Observation and Other 



Enforcements 



Ruchika Raval, M.S.,


President, Global Biopharmaceutical Regulations (GBR Inc), Brea, CA
10:20 A.M.
Refreshment Break
10:40 A.M. 
The New Uses of Metrology in Assessing Compliance with Specifications
Jane Weitzel, M.S,

Director Laboratory Services, Biovail Corporation, Manitoba, Canada
11:30 A.M.
Sponsor Presentations
12:00 P.M.
Transfer of Gavel to New AOAC SCS President



Appointment of New USP WCDG President

12:30 P.M.
Lunch Break
2:00 P.M.
Panel Discussion Session
4:00 P.M.
Adjourn
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