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ISPE Thailand Annual General Meeting (AGM) 2023
Date: 18 - 19 July 2023

Venue: Ambassador Hotel

Plenary Session
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9:45 - 10:30 | New paradigm of advanced therapy by qualified cell and gene products
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Track 1: QbD & PAT Track 2: ATMP Track 3: ISPE Training
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Dossiers ) as.does Tnana Validation
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8 Design Space Concept in CAR-T Cells Manufacturing WNIBILAA:
2 Cleaning Process facility: The first GMP-certified

Mr. Richard Chai
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Track 4: HVAC

Track 5:
PHARMAA4.0 & GAMP5

Track 6:
ISPE Training

HVAC Design Considerations for
Pharma Facilities in Tropical Climate
WILNANR FUANING
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Pharma 4.0
Mr. David Margetts

Challenges & Successes of ICH
Q12 Related Submissions
Dr.Nina S. Cauchon

Ms. Connie Langer

Dr. Eli Zavialov

Ms. Kim Wolfram
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Pitfalls & Challenges in Pharma Update GAMP5 RUIBLRAL:
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Track 7: Annex 1 Track 8: Facility Track 9: ISPE Training
Interpretation and Key Updates of | The Project Management for a Process Validation: Stage 3 -
EU GMP Annex Facility Start up Continued Process Verification or
Mr. Somasundaram G. Mr. Christopher Sweeney Ongoing Process Verification
. Dr. Line Lundsberg-Nielsen
EU GMP Annex 1: Manufacture of Wunisussanawalinsiunisusuisg & Mr. Bruce S. Davis
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Track 7: Annex 1 Track 8: Facility Track 9: ISPE Training

Quality Risk Management for
Cleaning and Disinfection
Mr. Richard Chai

Critical Utility GMP Compliance

Mr. Gaston Loo

Unravelling Manufacturing Control
Strategies: Maturity Model & Case
Studies
Dr. Line Lundsberg-Nielsen
Mr. Hubertus REHBAUM
Mr. Mark O'Connor
Ms. Melanie Dumarey
Dr. Elisabeth R. Peeters
Dr. Lorenz Liesum
. Robert E. Perks
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Strategy lagy1Laua The Lifecycle
Control Strategy Maturity Model

15:30 - 17:00
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