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Time Item Speaker 

8:00 to 8:30 a.m. REGISTRATION & BREAKFAST OPENS

8:30 to 8:40 a.m. Opening & Safety Moment Varsin Archer

8:40 to 9:10 a.m. Welcome Remarks Joe McDonough

9:10 to 9:40 a.m. Introduction to CMC Joe McDonough

9:40 to 10:25 a.m. Technology Transfer: Scale Up Bill Cantrell 

10:25 to 10:45 a.m. BREAK

10:45 to 11:30 a.m. Analytical Methods Sandra Drabik 

11:30 to 12:25 p.m.  Formulation Development Hong Dixon 

12:25 to 1:10 p.m. LUNCH

1:10 to 1:50 p.m. Tour of Facilities (B175, B293, B147, B267) Varsin Archer

1:50 to 2:35 p.m. cGMP Manufacturing Sandra Drabik

2:35 to 2:50 p.m. BREAK 

2:50 to 3:35 p.m. Non-Clinical Safety, Efficacy and Regulatory Norma Cantu

3:35 to 4:10 p.m. CMC Strategies: Balancing Cost and Schedule Joe McDonough

4:10 to 4:35 p.m. Team Discussion & Group Exercise All 

4:45 to 4:50 p.m. Wrap-Up & Questions All 

4:50 to 5:45 p.m. Social Event All 

5:50 p.m. Adjournment

http://swri.org



