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The Applications of Innovative Technologies in ADC/High Potent Compound Manufacturing Process
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Time Topics Affiliation/Speaker
8:30-9:00 Registration
9:00-9:05 | Opening Remark Wei-Kuang Chi
Vice President, R&D
Distinguished Scientist/Executive Director
Development Center for Biotechnology
9:05-9:35 | ADC Market trend and development strategy Chiung-Ya Lai
Industrial Consultant
Development Center for Biotechnology
9:35-10:25 | The regulatory concerns about ADC and High Richard Denk
potent/toxic compound handling/containment. | Head Sales Containment
Update Annex 1 Draft. SKAN AG
10:25-10:40 Coffee break
10:40-11:30 | The High potent/toxic raw material handling Koji Ushioda
technology President
SKAN Japan
11:30-12:20 | The application of single-use technology in ADC | lan Schwartz
drug substance manufacturing process Technology Consultant, Bioconjugation
Sartorius Stedim North America Inc.
12:20-13:30 Lunch Break
13:30-14:00 | Tri-Mannosyl Antibody: A Novel Site-Specific Shih-Chong Tsai, Ph.D
and Dual Payload Glycoengineering Antibody Acting Executive Director, Institute of Biologics
Drug Conjugation Platform Development Center for Biotechnology
14:00-14:50 | The Aseptic &Toxic fill/finish concerns Richard Denk
- Air Handling Head Sales Containment
- H,0; Cycle Development SKAN AG
- Isolator Toxic Design and important
features
14:50-15:00 Coffee Break
15:00-15:50 | The clean validation concerns in Aseptic/toxic Richard Denk
filling line Head Sales Containment
- New Cleaning requirements for non- SKAN AG
product contact surfaces based on the
PDA Paper published Nov. 2017
- Occupational Safety requirements.
15:50-16:00 Coffee Break
16:00-16:50 | Real-time monitoring for continuous API Melanie Dumarey
manufacturing (Video conference) Product and Process Design Engineer
Associate Principal Scientist
AstraZeneca
16:50-17:00 Closing Remarks
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