
                                              AGENDA                                   version 10.0 

     
Monday, March 12, 2012  (Pre-conference_ 

5:00 –7:00 pm   Registration, Conference Registration Desk 

6:00-8:00pm   Networking Reception, Hill Atrium 

 

Tuesday, March 13, 2012 (Conference Begins) 

7:00 -8:30am Breakfast Buffet, Magnolia Ballroom  

7:30-8:30am Late Registration, Conference Registration Desk 

 

SESSION MODERATOR: Ballard Graham, Abbott Laboratories  

8:30am     Conference Orientation 

                 Gary Dykstra— University of Georgia, College of Pharmacy 

8:40am     FDA Office of Regulatory Affairs Update  

                  Malcolm Frazier ORA, FDA 

9:00am     Keynote Address 

                  Deborah Autor, Deputy Commissioner, FDA  

9:45am     Q & A 

10:00am   Networking Break 

10:30am   FDA Pharmaceutical Field Work Plan/Pharmaceutical Inspectorate 

        Diana Amador, FDA 

11:00am   Veterinary Drug GMP Inspection Findings 

                    Marea Harmon, FDA 

11:30am    Q & A  

12:00pm    Networking Lunch 



AGENDA con’t 
  

SESSION MODERATOR: Ron Tetzlaff, PAREXEL 

 

1:00pm   How to Select a Consultant 

                   Ron Banning, Genzyme  

1:30pm    Data Integrity 

                    Karen Takahashi, FDA 

2:00pm    Q & A 

2:30pm    Networking Break 

3:00pm   Application of Pharmaceutical Risk Management  Principles 

                   Zena Kaufman, Abbott  

                   Kristin Murray, Pfizer  

3:30pm    Glassware for Drug Products - Concerns and Solutions 

                    Anthony Mire-Sluis, Amgen 

4:00pm    Q & A      

 5:00pm    Adjourn      

6:00pm    Networking Reception, Hill Atrium    

7:00pm     Dinner, Magnolia Ballroom (Speaker – Dr. Mimi Healy, University of 
Georgia) 

        

 
 
 



 
AGENDA – con’t 

Wednesday, March 14, 2012 

7:00 -8:30am Breakfast Buffet, Magnolia Ballroom 

  

SESSION MODERATOR: Bob Coleman, IHL Consulting 

  

8:30am     Outlook for FDA Budget 

                 Congressman Jack Kingston (Invited)  

9:15am     Q & A  

9:30am      Product Quality Monitoring/Continual Improvement  

                   Stephen Tyler, Abbott  

10:00am    Networking Break 

10:30am    Quality Control for Excipients 

                    David Schonecker, Colorcon Inc. 

11:00am     CAPA – Root Cause Analysis 

                     Steve Lynn, FDA 

11:30am     Q & A  

12:00pm     Networking Luncheon, Magnolia Ballroom  

  

 

 

 

 

 



AGENDA con’t 
INTERNATIONAL SESSION MODERATOR: Maria Gauzzaroni Jacobs, Pfizer 

 

1:00pm   Supply Chain Control Solutions 

                   Hedley Rees, Pfizer, UK 

                   Steve Lynn, FDA         

2:00pm   Experience with New Canadian GMPs 

                  Lisa Stewart,  Health Canada  

2:30pm   Networking Break 

3:00pm   European Experience with GMP’s 

                  Cledwyn Davies, Health Protection Agency,  UK  

3:30pm   PIC/S 

                  Tor Graberg, Medical Products Agency, Sweden 

   

4:00pm   ICH – Q10 

                    TBA 

4:30pm    Q & A 

5:00pm    Adjourn   

5:30pm    Board Buses for Campus and City Tour    

6:30pm    Return to Georgia Center Reception    (Dinner on Your Own) 

  

 
 

AGENDA – conÕt 



Thursday, March 15, 2012 

7:00 -8:30am Breakfast Buffet, Magnolia Ballroom 

  

SESSION MODERATOR:   John Gridley, FDA  

 

8:30am     How to Respond to 483 Observations 

                  Phil Campbell, FDA  

9:00am      NDA Field Alerts 

                   Tamika Cathey, FDA 

9:30am     Recovery from a Consent Decree 

                  Alan Minsk, Arnall Golden Gregory 

10:00am   Networking Break 

10:30am   Top 10 483 Findings-Case Studies  

                    Sharon Thoma, FDA  

11:00am     Aseptic Processing 

                     William Miele, Pfizer  

11:30am    Q & A  

12:00pm    Conference Adjournment  

 

Noon         Luncheon for Post Conference Tutorial Participants  

                  Magnolia Ballroom  

 

 

 

POST CONFERENCE TUTORIAL  



Session Coordinator—Gary Dykstra  

1:00pm   Process Validation 

                  Gretchen Allison, Pfizer  

2:30pm   Break  

3:00pm   Session Resumes                 

4:00pm   Adjourn   

 

 

 

 

 

 


