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AGENDA 
Monday, March 2, 2026 

 

Time Event/Topic Location/Speaker 
3:30-5:00 p.m. Registration Conference Registration 

Desk 
5:00-7:00 p.m. Welcome Reception Hill Atrium 

Tuesday, March 3, 2026 
 

Time Event/Topic Location/Speaker 
7:00-8:30 a.m. Breakfast Buffet Magnolia Ballroom 

7:30-8:30 a.m. Late Registration Conference Registration 
Desk 

MORNING SESSION – Mahler Hall 

8:00-8:45 a.m. Welcoming Remarks Martin Makary, FDA 
(invited) 

8:45-9:30 a.m. Thoughts on the FDA: Past, Present and Future Robert Califf, Duke 
University (invited) 

9:30-9:45 a.m. Q&A Panel 
9:45-10:15 a.m. Networking Break Hill Atrium 

10:15-11:00 a.m. Update on the Office of Inspections and Investigations Ivy Sweeney, FDA 
(invited) 

11:00-11:45 a.m. Update on 503a and 503b Compounding  Jessica McAlister, 
Olympia Pharmaceuticals 
(confirmed) 

11:45 a.m. - 12:00 p.m. Q&A Panel 

12:00-1:00 p.m. Networking Lunch Magnolia Ballroom 

AFTERNOON SESSION - Mahler Auditorium 

1:00-1:45 p.m. Legal aspects around the use of AI in drug 
development 

Howard Sklamberg, 
Arnold & Porter Kaye 
Scholer (confirmed) 

1:45-2:30 p.m. FDA and non-FDA issues to consider with non-
compliance beyond 483s and warning letters 

Alan Minsk, AGG 
(confirmed) 

2:30-2:45 p.m. Q&A Panel 
2:45-3:15 Networking Break Hill Atrium 
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3:15-4:00 p.m.  Critical elements of continuous manufacturing/   
 parametric release 

Thomas O’Conner, FDA 
(invited) 

4:00-4:45 p.m. Aseptic technique and other issues during production 
with no automation 

Jen Ahearn, GMPact 
(confirmed) 

4:45-5:00 p.m. Q&A Panel 
6:30-8:30 p.m. Dinner 

 
Magnolia Ballroom 
 

 
Wednesday, March 4, 2026 

Time Event/Topic Location/Speaker 
7:00-8:15 a.m. Breakfast Buffet Magnolia Ballroom 

MORNING SESSION - Mahler Auditorium 

8:15-9:00 a.m. Case Studies from GMP Inspections Simone Pitts, FDA 
(invited) 

9:00-9:45 a.m. Health Canada Inspection Trends and Case Studies TBD, Health Canada 
(invited) 

9:45-10:00 a.m. Q&A Panel 

10:00-10:30 a.m. Networking Break Hill Atrium 

10:30-11:15 a.m. Data governance & Lean theory: Achieving data 
integrity through process excellence 

Peter Baker, Live Oak 
(confirmed) 

11:15 a.m. - 12:00 p.m. TBA Ileana Barreto-Pettit, 
Capitana Audit Solutions 
(confirmed) 

12:00-12:15 p.m. Q&A Panel 

12:15-1:15 p.m. Networking Lunch Magnolia Ballroom 

AFTERNOON SESSION - Mahler Auditorium 

1:15-2:00 p.m. Update from the Office of Pharmaceutical Quality Ashley Boam, FDA 
(invited) 

2:00-2:45 p.m. Hot Topics in GxP regulatory intelligence  

2:45-3:00 p.m. Q&A Panel 

3:00-3:30 p.m. Networking Break Hill Atrium 
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3:30-4:15 p.m. Quality and concerns of ophthalmic drug products – 
USP perspective 

Margareth Marques, USP 
(confirmed) 

4:15-5:00 p.m.  Impact on Industry of increased legislation by States 
(and less Federal) 
 

  TBD 

5:00-5:15 p.m. Q&A Panel 

5:15-5:30 p.m. Transition to the West End Zone Lounge at Sanford Stadium 

5:30-7:30 p.m. Networking Reception, joined by UGA graduate 
students and postdocs 

West End Zone Lounge 
Sanford Stadium 

Enjoy dinner in Athens! 
See http://bit.ly/gmpdinner for inspiration for your night on the town. 

 
 

Thursday, March 5, 2026 
Time Event/Topic Location/Speaker 

7:00-8:15 a.m. Breakfast Buffet Magnolia Ballroom 

MORNING SESSION - Mahler Auditorium 

8:15-9:00 a.m. Update on the FDA’s Quality Management Maturity 
(QMM) initiative: update and next steps – Quality 
Culture 

Jennifer Maguire, FDA 
(Invited) 

9:00-9:45 a.m. MHRA Inspection Trends and Case Studies TBD, MHRA (invited) 

9:45-10:00 a.m. Q&A Panel 

10:00-10:30 a.m. Networking Break Hill Atrium 

10:30-11:15 a.m. Autologous versus allogeneic requirements in cell and 
gene therapy 

TBD, 

11:15 a.m. - 12:00 p.m. Supply chain of single use consumables TBD, 

12:00-12:15 p.m. Q&A Panel 

12:15 p.m. Conference Adjournment  

  

http://bit.ly/gmpdinner
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POST-CONFERENCE CONCURRENT WORKSHOPS 
 

12:15-1:00 Luncheon for Post-Conference Workshop Participants Magnolia Ballroom 

CONCURRENT WORKSHOP #1 
LOCATION (TBD) 

1:00-2:30 p.m. Update on Animal Health Regulations Grace Gowda, UGA 

2:30-2:45 p.m. Networking Break Kellogg Concourse 

2:45-4:00 p.m.  Update on Animal Health Regulations Grace Gowda, UGA 

4:00 p.m. Post-Conference Adjournment  

CONCURRENT WORKSHOP #2 
LOCATION (TBD) 

1:00-2:30 p.m. Control strategies, qualification, validation and 
knowledge management to reduce processing risk 

Jen Ahearn, GMPact 

2:30-2:45 p.m. Networking Break Kellogg Concourse 

2:45-4:00 p.m. Control strategies, qualification, validation and 
knowledge management to reduce processing risk 

Jen Ahearn, GMPact 

4:00 p.m. Post-Conference Adjournment  

 
 
 
 
 
 
 
 
 
  


