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USP Single Use Systems Workshop 2019

The Role of SUS in Drug Production and Emerging Regulations

February 27 & 28, 2019 Beijing, China

09:00-09:15

09:15-10:00

10:00-10:15

10:15-11:00

11:00-12:00

12:00-13:00

Day 01 - 27" February 2019
FEEE Opening
ElH— "—XEERRR BENAGHES

Session 1: Regulatory Landscape and Compendial Consideration for SUS
Chairman: Dr. Desmond Hunt, Principle Scientific Liaison, USP

“—RIEERRS” EHD TIPSR Sk

Single Use Systems and Their Use in Biopharmaceutical Manufacturing: Benefits and Challenges
TREELT , EEARZERSEREMR ; 6K AE—RMERRALRR
Weibing Ding, Ph.D., USP Expert Panel Member; Director, Single Use Systems, GSK

K81 Coffee Break

hE "—XHEERRR" TIWREESEhARREE
Overview and Forward Looks of SUS Industry Standards and Regulations in China

At , FNEMZRVERHRITE |, AtRKE IPEM ZREEHUE
Dr. Joe Zhou, CEO of Genor Biopharma, IPEM Visiting Professor at Peking University

UsP iEBMll<665>F1<1665> : EEZGEXIHIZSEF- R ARIEIEFNFRIERIM 2R AT
USP General Chapter <665> and <1665>: USP Perspective and Standard for the Selection and
Qualification of Pharmaceutical and Biopharmaceutical Manufacturing Systems

Dennis Jenke {1 , EERNHZRLUMIINBEREZRSER. METRENRRER

ZHFJF , Triad Scientific Solutions AT EERIFZR

Dennis Jenke, Ph.D., USP Packaging and Distribution Expert Committee Member; USP Expert Panel
Chair: Plastic Systems Used for Manufacturing Pharmaceutical Products Expert Panel; Chief
Executive Scientist, Triad Scientific Solutions.

2 Lunch
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Session 2: Role of SUS from Different Perspectives

Chairman: Dr. Michael Eakins, USP Packaging and Distribution Expert Committee Member

13:00-13:45

13:45-14:30

14:30-15:15

15:15-15:30

15:30-16:15

16:15-17:00

17:15-17:30

RE "—REERRR" EETIARE

My Understanding of Regulatory Landscape and Expectations for SUS in China
SKITFIE L, EBERXFEEMRABRATRAEISEFREFEZEE

JunliZhang, Ph.D., senior Vice President and Chief Operating Officer, Shanghai Henlius Biotech, Inc.

HATIEN <665>RYELFNZER : RS HNERIRA

Benefits and Examples of Generating <665> Data: Equipment Supplier’s Perspective

James Hathcock 554t , EEEABERSHMETRERARERERR | FURATENF NG
ISR

James Hathcock, USP Plastic Systems Used for Manufacturing Pharmaceutical Products Expert
Panel Member; Sr. Director, Regulatory and Validation, Pall Biotech

HiTiEN<665> : mBlISRAIINEA

Utility of Generating <665> Data: Drug Manufacturer’s Perspective
Ken Wong {8+ , ZEHRERLBAT-FRBNEFERENR , BEIEEIEAT R
MERRRRIEREIS S

Ken Wong, Ph.D., USP Plastic Systems Used for Manufacturing Pharmaceutical Products Expert
Panel Member; Deputy Director, Single-Used Systems Qualification, Sanofi Pasteur

ZR8R Coffee Break

AlREEER S 1B
The Proper Use of Extractables Data — Aspects Beyond Extractables Measurement

Armin Hauk 81 , BEFETESRHEVIRALTERRIFR

Armin Hauk, Ph.D., Lead Scientist, Sartorius-Stedim-Biotech GmbH

il "—REERARR TRIMSIEIZISEESYE =S EPRRA S ZE NS
Evaluating Extractables Data to Support Qualification and Safety Risk Assessment for Effective
Adoption of Single-Use Systems in Drug Manufacturing Processes

B E T, Bt IR ( 8 ) BIRAT &L LI=ESIE
Queenie Gai, E&L Laboratory Manager, Merck Chemicals (Shanghai) Co., Ltd.

1716 Panel Discussion Q&A
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08:45-09:00
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Day 02 — 28" February 2019

B—RBWNEEBZRRWNE
Summary of Day 1 and Introduction of Day 2

Desmond G. Hunt 81 , EEFHERSRIEFEN IBEUINEEERFESZIREA

Desmond G. Hunt, Ph.D., Principal Scientific Liaison, Science-General Chapters, USP

FE=- SIS EERAIFIZS TSR

Session 3: Industry Practices to Comply with the Emerging Regulations

Chairman: Dr. Dennis Jenke, USP Packaging and Distribution Expert Committee Member; Plastic Systems

09:00-09:45

09:45-10:30

10:30-10:45

10:45-11:20

11:20-11:50

11:50-12:00

Used for Manufacturing Pharmaceutical Products Expert Panel Chair

BENARTIRIER usp BN<665>
How Regulators Could Utilize USP Chapter <665>

Michael Eakins {1 , EEAHZERSBMIIRBEREZRSZER , Eakins & Associates 20F]

B
Michael Eakins, PhD., USP Packaging and Distribution Expert Committee Member, Principal
Consultant, Eakins & Associates

FHIstr — FALBERRY "—IXIEERRA" ~A

Case Studies of SUS Applications in Commercial Stage
EHREL , EUEDGRE ( L8 ) BIRATKSEIBA-BENITE
Tiemin Cui, PhD., CEQ, Jugean Pharm (Shanghai) Co., Ltd.

281 Coffee Break

“—IREERRF “EEFFPRISEE ST

The Adoption, Deployment and Associated Challenges of SUS in Manufacturing

ZRAELT , WREMRABRATE RIS
Jincai Li, Ph.D., Manufacturing VP, WuXi Biologics, Inc.

1516 Panel Discussion Q&A
ZE1E Wrap up

This agenda is subject to change. A& H RSk K9 E
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