Residual Solvents: Results in Practice Seminar
Implementation of changes to General Chapter <467> goes into affect July 1, 2008. Whether or not you have taken a course on the upcoming changes to General Chapter <467>, this workshop is a “must attend” event if you have had implementation and intercommunication challenges among suppliers and vendors. 
This workshop will address the need for more communication and understanding of what the new Chapter <467> means as responsibility for production of a pharmaceutical dosage form moves from raw material through intermediate forms and into a final dosage form. 
Don’t miss this opportunity to draw lessons learned from experts at labs across the country and representatives of the FDA for this one day interactive workshop designed to resolve outstanding issues.

Who Should Attend:
Laboratory scientists, lab managers, and compliance staff in the pharmaceutical and allied industries.
Agenda:

8:30 a.m.         
Eric B. Sheinin, Ph.D.


Welcome and Introductions

8:45 a.m. 
Horacio Pappa, USP

General Chapter <467> and changes since the January 2007 USP/PDA workshop

9:10 a.m. 
John Smith, FDA



FDA Reviewer Expectations and Experience

· Anticipated effect of the changes to Chapter <467> on approved NDAs and ANDAs

· Mechanisms for reporting changes to NDAs and ANDAs in response to the changes in Chapter <467>

9:35 a.m.
Ann Warner, Eli Lilly



Brand Industry Expectations and Experience

· Significant changes and updates to Chapter <467> from a user perspective 

·  Issues encountered with implementation of Chapter <467> and other guidance 

·  Examples from implementation of  Chapter <467>
10:00: a.m. 
Break

10:15 a.m.  
Susan Schniepp, Consultant



Generic Industry Expectations and Experience

· Update on implementation strategies for the Generic Industry

· Update on progress in addressing industry questions regarding the use of limit tests and filing updates originally discussed at the January 2007 Residual Solvents Conference

10:40 a.m.
Assad Kazeminy, Irvine Pharmaceutical Services



Contract Laboratory Expectations and Experience
· The CRO perspective on issues concerning the use of Chapter <467> 

· The implementation of other viable alternatives methods for Residual Solvent Screening

11:05 a.m.
Jennifer Belsky, USP



USP Laboratory Expectations and Experience

11:30 a.m. 
Panel Discussion

12:00 noon 
Lunch

1:00 p.m. 
Breakout sessions will be facilitated by Sue Schniep, Consultant: Ann Warner, Eli Lilly; Ed Malawer, Consultant, Assad Kazeminy, Irvine Pharmaceutical Services and Bob Osterberg, Aclairo.

Topics will be assigned to each group and include:  
· Supplier Qualification/Requalification Issues 

· API Supplier Issues

· Excipient Supplier Issues 

· Laboratory Issues 

· Pharm/Tox Issues

2:30 p;m.
 Break

2:45 p.m. 
Questions/Comments Received from Attendees at Past General Chapter <467> Classes, Val Feyns, USP (retired)

3:45 p.m. 
Reports from Breakout Sessions

Topic Wrap Up and Closing, Eric B. Sheinin, Ph.D., Moderator

Format(s)/Duration: Traditional Classroom, 1 day consisting of presentations in the morning and working sessions for open discussion and approaches to problem solving in the afternoon
Date: 

Feb. 27, 2008
Location: 
USP Headquarters, Rockville, MD,   
Price: 

US $995.00
Registration Information

Contact USP Customer Service to register at 1–800–227–8772 or click here.
