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PPA“ Pharmaceutical Process Analytics Roundtabie

PPAR meeting at AbbVie
North Chicago, lllinois, Oct 2-4, 2019

Agenda

Wednesday, Oct 2, 2019
6:00- 9:00 PM Informal Reception at Hilton Garden Inn (Savanna Ballroom).
Food and Beverages Served

Thursday, Oct 3, 2019

8:00-8:30 AM Continental Breakfast and Gathering, AbbVie R13-1-B

8:30 — 8:45 AM Welcome/Introductiony Remarks — Catherine Srebalus
Barnes, VP Analytical R&D, AbbVie

8:45-9:15 AM Introductions and agenda review — Steve Doherty, AbbVie;
Steering Committee, and meeting participants

9:15-9:30 AM Break and set up for webex

9:30-10:15 AM Modeling webex, Thomas O’Connor, CDER OTR/OPQ FDA

10:15-11:00 AM Discussion on modeling, Facilitator: Greg D. (all)

11:00 —11:45 AM Session 1: Strategic view of PAT — Benchmarking Survey
Facilitator: Christian

11:45-12:30 PM Lunch
12:30-1:15 PM Session 2: Industry 4.0 — data architecture/systems
integration - Progress and limitations

Facilitator: Cenk

1:15-2:00 PM Session 3: Continuous Manufacturing — Small/Large molecule,
DS/DP, CRO/CMO Facilitator: Sarah

2:00-3:15 PM Tours — Center for Reaction Engineering, High Throughput
Experimentation, Cross Functional Modeling Forum, HPLC
Screening Lab

m Break and re-convene in R13-1-B
3:15-4:00 PM Session 4: Regulatory Experiences and insights — Shared
Learning Facilitator: Justin

4:00 - 5:00 PM Session 5: PPAR Voice — Impacting MVA Methods through
BPOG and other forums Facilitator: Dan

6:00 - 9:00 PM Dinner at Wildfire
235 Parkway Dr. Lincolnshire, IL 60069
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Friday, Oct 4, 2019
8:00 - 8:45 AM Continental Breakfast and Gathering, AbbVie R13-1-B
8:45-9:00 AM Recap/Agenda — Steve Doherty, AbbVie
9:00-10:00 AM Session 6: New and Disruptive Technologies

Facilitator: Joep

Break and Group Photo

10:30-11:15 AM Session 7: Simple sensors — improving robustness and MVDA
for process insight Facilitator: Greg Lane

11:15-12:00 AM Session 8: How to support QbD scale-up in an outsourcing
environment Facilitators: Moiz and Nuno

12:00 - 1:00 PM Lunch

1:00-1:30 PM Session 9: PPAR Outreach — Collaboration on technology
development, Academic and Industrial Outreach (e.g. ETC)
Facilitator: Steve

1:30-2:30 PM Session 11: Open topic session

2:30-3:15PM Wrap up/2019 PPAR
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