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Plenary Session Day 1:

Quality (4.0) in your DNA
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Wau Xi Biologics, Global Solution Provider
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e Quality Risk Management for Pharmaceutical and Biotech Industries: ynw@gsitusienvize
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e Innovative Process & Manufacturing Technologies for Biologics: flunnsussenemaluladi
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Update to ISPE Baseline Guide Volume 5, Commissioning & Qualification: nisausufidmiu
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Continued Process Verification — Practical application of traditional and continuous
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Plenary Session Day 2:

Pharmaceutical Manufacturing Status & Trends in Indonesia & Philippines & Singapore
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Pharmaceutical Manufacturing Status and Trends in Malaysia & Thailand
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Track 4 : NEW TECHNOLOGY 3 1 #te laun

Design & Manufacture of Multi Particulate Drug Delivery Systems: Pellets, MUPS & Mini-
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Track 5: Facility & Equipment i 4 1o ldun

e Start the end in mind-Quality and Supply management in Single use manufacture
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® Key considerations for Sampling in Biopharmaceutical Production: wanmilaainizesaadnng
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Track 6: SERIALIZATION 3 2 ¥ie laun

e Update on Pharmaceutical Serialization Track & Trace Regulation with Introduction on
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e Howto DeveIop & Implement serialization for patient safety & supply chain efficiencies:
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9:00 — 9:30
9:30 - 10:30
11:00 - 12:00

(ISPE Thailand President)

Keynote Speaker by Thai FDA
Dr. Suchart Chongprasert (Director of Drug Bureau)

Opening by Mr. Totsapon Santitewagun

Wu Xi Biologics, Global Solution Provider
Dr. Chris Chen (WuXi Biologics)

TRACK 1: QUALITY
Redefining the “C” in
CGMP
Creating, Implementing
& Sustaining Culture of
Compliance
Mr. Maurice Parlane
(ISPE Australia Affiliate,
CBE Pty Ltd)

TRACK 2: BIO-PHARMA

Innovative Process &
Manufacturing
Technologies for Biologics
Dr. Chris Chen

(WuXi Biologics)

TRACK 3: CQV

Update to ISPE Baseline
Guide Volume 5,
Commissioning &
Qualification

Mr. Robert Chew
(Commissioning Agents

Inc, USA)

Quality Risk
Management for
Pharmaceutical and
Biotech Industries
Mr. Robert Chew

(Commissioning Agents Inc,

USA)

How Single Use
Technology Support
Technology Transfer

Mr. Ashok Kumar (Merck)

Continued Process
Verification — Practical
Application of

Challenges using Single
Use Systems:
Functionality versus
Extractables and
Leachable

Mr. Ramesh Raju (Merck)

Traditional &
Continuvous
Methodologies

Mr. Maurice Parlane
(ISPE Australia Affiliate,
CBE Pty Ltd)

Note: Topics & Time are subject to change as appropriate.
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13:30- 15:00 PLENARY

15:30-17:00

AUUANITIUN 10 NTNHIAN 2562

9:00 — 10:30 Pharmaceutical Manufacturing Status & Trends in Indonesia &
Philippines & Singapore
(ISPE President of Indonesia & Philippines & Singapore)

11:00 = 12:00 Pharmaceutical Manufacturing Status and Trends in
Malaysia & Thailand
(ISPE President of Malaysia & Thailand)

12:00 — 12:15 Student Poster Competition, Winner Announcement

TRACK 4: NEW

TECHNOLOGY

Design & Manufacture
of Multi Particulate
Drug Delivery Systems:
Pellets, MUPS & Mini-
Tablets

Dr. Paul WS Heng
(NUS, Singapore)

TRACK 5: FACILITY &
EQUIPMENT
Start the end in mind-
Quality and Supply
management in Single Use

Manufacture
Ms. Sabrina Xu (Merck)

Key considerations for
Sampling in
Biopharmaceutical
Production

Mr. Somasundaram G.
(Merck)

TRACK 6:
SERIALIZATION

Update on
Pharmaceutical
Serialization Track &
Trace Regulation with
Introduction on
Serialization

Thai FDA & GS1 Thailand

Environmental Monitoring
Solutions
Mr. Kenny Tay (Merck)

Modern Bio-Manufacturing
Facility Concepts & Case
Study

Ms. Sabrina Xu (Merck)

How to Develop &
Implement serialization
for patient safety &
supply chain efficiencies
Mr. Bart Vansteenkiste
(Domino)

Note: Topics & Time are subject to change as appropriate.
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