PPA“I Pharmacautical Process Analytics Roundtable

PPAR MEETING 2005

Schedule
Draft 21 September 2005

Tuesday, September 27

7:00 PM - 10:00 PM Informal get-together (Shooters Bar & Grill, Radisson hotel,
La Jolla) Note: this is the only unsponsored event.
This is an informal gathering to give everyone an
opportunity to have a beer (or two), introduce themselves
to the group and bring up any questions/issues prior to the
actual meeting beginning on Wednesday.
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Wednesday, September 28

7:00 AM Transportation provided from Radisson hotel to Pfizer campus
7:30 AM - 8:00 AM Continental breakfast (provided)
8:00 AM - 8:10 AM Bringing to order -- Andrew Lange, Pfizer, Inc.
8:10 AM - 8:20 AM Welcome -- Dr. John Loran, Vice President, Science and
Technology, Pfizer Global R&D
8:20 AM -10:00 AM Morning Discussion Session
e Use of PAT in R&D Versus Manufacturing
(Moderator: Chris Kemmerer, Pfizer)
e PAT in Biotech (Moderator: Jeff Davis, Genentech)

10:00 AM - 10:15 AM  Break
10:15 AM - 12 Noon Morning Discussion Session (continued)
e Infrastructure Issues (Moderator: Jesper Wagner,
Novo Nordisk A/S)
e Specification Setting (Moderator: Joydeep Ganguly,
Talecris Biotherapeutics)

12 Noon - 1:30 PM Lunch (provided)
1:30 PM - 3:00 PM Afternoon Discussion Session
e Overview and Learnings from the Process Analytics
Roundtable (Chemical Industry) (Moderator: Steven
Wright, Eastman Chemical)

3:00 PM - 3:15 PM Break
3:15PM - 5:00 PM Afternoon Discussion Session (continued)
e Gathering Questions for the FDA (Moderator:
Andrew Lange, Pfizer)
e Highlights from IFPAC, FACSS, and Other Related
Conferences. Updates and Highlights: Other
Organizations (Moderator: TBD)

5:30 PM Transportation provided from Pfizer campus to Radisson hotel
6:30 PM - 9:30 PM Group dinner and mixer (sponsored by Pfizer)

Pinnacle Room, Rock Bottom Brewery, La Jolla (walking
distance from Radisson hotel)
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Thursday, September 29

7:00 AM Transportation provided from Radisson hotel to Pfizer campus
7:30 AM - 8:00 AM Continental breakfast (provided)
8:00 AM - 10 AM Morning discussion session, including FDA teleconference

e PAT Filing and Regulatory Issues (Moderator: Rob
Guenard, Merck)

e Gathering Questions for the FDA, Continued
(Moderator: Andrew Lange, Pfizer, Inc.)

10:00 AM - 10:15 AM  Break

10:15 AM - 12 Noon e FDA Call-In Session (Dr. Ali Afnan and Dr. Chris
Watts) (Moderator: Andrew Lange, Pfizer)

12 Noon - 1:30 PM Lunch (provided)
1:30 PM - 3:00 PM Afternoon Discussion Session

e Benchmarking Survey Analysis (Moderator: Steven
J. Doherty, Lilly)

3:00 PM -3:15 PM Break
3:15PM -5:00 PM Afternoon Discussion Session (continued)
e PAT for Contract and Generic Manufacturing
(Moderator: TBD)
e Vendor Audit Sub-committee/IFPATma (Moderator:
Rick Cooley, Dionex)

5:30 PM Transportation provided from Pfizer campus to Radisson hotel




