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Plastic manufacturing systems have been increasingly used in manufacturing processes widely,
particularly in biological manufacturing processes. USP, as part of the global leading standard-setting
organization for medicines, the Packaging and Distribution Expert Committee is developing a practical
and science-based approach for the qualification of plastic manufacturing systems. The chemical
compounds from plastic assemblies potentially may migrate to finished products and impact product
guality or safety, which have been discussed many times. However, how to comprehensively and
accurately evaluate the role of SUS in drug production, how to set up the relevant and emerging
regulation strategy and industry standard, to ensure the drug quality and safety, as well to accelerate
the innovation drugs enter into the market, are becoming the challenges.

The intention of the workshop will be to engage stakeholders, both domestic and international from
standard-setting organizations, regulatory agencies, Single Use Systems (SUS) suppliers and end
users. The objective will be to share and exchange current information, perspectives and practices
on SUS and to give background on USP’s effort to develop standard for plastic manufacturing systems,
which builds off existing plastic standards <661.1> Plastic Materials of Construction; <661.2> Plastic
Packaging Systems for Pharmaceutical Use; <1663> Assessment of Extractables Associated with
Pharmaceutical Packaging/Delivery Systems and <1664> Assessment of Drug Product Leachables
Associated with Pharmaceutical Packaging Delivery Systems, and new proposed standards <665>
Polymeric Components and Systems Used in the Manufacturing of Pharmaceuticals and
Biopharmaceuticals Drug Products, <1665> Polymeric Components and Systems Used to
Manufacture of Pharmaceuticals. And systematic analysis and discussion on cases of recently
approved mAb manufactured using SUS will be given. The workshop will also gather further
perspective on SUS.
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Personnel from the following functional areas of Pharmaceutical, Device and Biotechnology
companies will benefit from this workshop: Process Development, Analytical Development, Research
and Development, Regulatory Compliance, Manufacturing/Operation Packaging, Quality Assurance,

Quality Control, Quality Audits, Validation Engineer, Packaging Engineer, Academic Research
involving SUS quality and analytical technologies, and others interested in the topics of this workshop.

2PRR Sessions and Topics:
#—X DAY ONE (Feb. 27'")
— “—RMERARSE” BENRMAGREE

Session 1: Regulatory Landscape and Compendial Consideration for SUS

“—RMERARS” RATEEYRIATIETHRE: maFmYkik
Single Use Systems and Their Use in Biopharmaceutical Manufacturing: Benefits and
Challenges
TREEL, XEARERSETREMAR; GSKAR—AMERRG SN
Weibing Ding, Ph.D., USP Expert Panel Member; Director, Single Use Systems, GSK

FE “—XMERRSG” TilfrdEfIEEHh R RE

Overview and Forward Looks of SUS Industry Standards and Regulations in China
Bi#rteE L, FENEPAVEFHRITE, LRXEFE IPEM BEHEF

Dr. Joe Zhou, CEO of Genor Biopharma, IPEM Visiting Professor at Peking University

USP JEMI<665>FA<1665>: EEZHEITHIZNE = ARG R IR FEFFIER W = KRl

USP General Chapter <665> and <1665>: USP Perspective and Standard for the Selection
and Qualification of Pharmaceutical and Biopharmaceutical Manufacturing Systems

Dennis Jenke 4, XEHREZRSBMMRBEREZERREZR . APEFRENRZERELRFE, Triad
Scientific Solutions A & & &R F R

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.

. BTAERT ‘“—RUERRS” ARG

Session 2: Role of SUS from Different Perspectives

FE “—RMERRS” HWEEIREIEE

My Understanding of Regulatory Landscape and Expectations for SUS in China
KIFEL, EEERNFEYEAREBRLAASHBNCHREESEE

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

BUTIENIK665> Rz MRB: @ ZHSRRIR A

Benefits and Examples of Generating <665> Data: Equipment Supplier’s Perspective
James Hathcock 7%, ZEAHHREASHMEFTALBRAFERKEMRR, BURABEMAMEIESR S
James Hathcock, USP Plastic Systems Used for Manufacturing Pharmaceutical Products Expert Panel
Member; Sr. Director, Regulatory and Validation, Pall Biotech
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Utility of Generating <665> Data: Drug Manufacturer’s Perspective
Ken Wong i+, XE#HAZRALHYEABRAZERERR. REFCHEATRIEFERRGRIERS
Ken Wong, Ph.D., USP Plastic Systems Used for Manufacturing Pharmaceutical Products Expert Panel
Member; Deputy Director, Single-Used Systems Qualification, Sanofi Pasteur

AIRIMRIENSEER

The Proper Use of Extractables Data — Aspects Beyond Extractables Measurement
Armin Hauk 1, B RFTEDRALREERNFRK

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

Wl “—RMEERRS” TRIMBEAHFEEAMESETHHASRENE
Evaluating Extractables Data to Support Qualification and Safety Risk Assessment for
Effective Adoption of Single-Use Systems in Drug Manufacturing Processes

Bt BRUIEAR (B8 ARAR E&L LRELZIE

Queenie Gai, E&L Laboratory Manager, Merck Chemicals (Shanghai) Co., Ltd.

EREFHL51E]% Panel Discussion and Q&A

% —X DAY TWO - Morning (Feb. 28"
=, FEMEBEEERNGIZI T S

Session 3: Industry Practices to Comply with the Emerging Regulations

IEEHAIRTINMATEE A USP JEBMI<665>

How Regulators Could Utilize USP Chapter <665>

Michael Eakins i+, XEHRERSBMAMRBERERKZER, Eakins & Associates A F & EH[4]
Michael Eakins, PhD., USP Packaging and Distribution Expert Committee Member, Principal Consultant,
Eakins & Associates

O — WA MEN “—RMEERRE” NA

Case Studies of SUS Applications in Commercial Stage
EHfREL, sREARE (L8 BRARKGEIBA-EFHNITE
Tiemin Cui, PhD., CEO, Jugean Pharm (Shanghai) Co., Ltd.

“—RMERRG” EE~PRSERSHER
The Adoption, Deployment and Associated Challenges of SUS in Manufacturing

FHAEL, HREMRABRARE~EER
Jincai Li, Ph.D., Manufacturing VP, WuXi Biologics, Inc.

ERAFIL5EE Panel Discussion and Q&A

This agenda is subject to change. A4 HFE LR/ K9 E
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USP Single Use Systems Workshop 2019
The Role of SUS in Drug Production and Emerging Regulations

201942 A 27-28H (1 R¥) FHE &=
February 27 & 28, 2019 (1.5-day) Beijing, China

&5 3% Conference Pricing:

BB 24BN ] X7 -
Participant Type Standard Registration Rates Group Discount
RMB 3, 000 7T/ A
Ml i ’ e —
il Industries USD 430/person [E]—E A = A 50%3r#A
AT REFRERS — 3 or more people from the same
Government, e RMB 2, 000 72/ A organization get 50% discount
Research Institutes USD 300/person

I 1. ERARTNBRERTERE/S5E, ZEMRERATEIMNEA/SRE.

RMB price is applied to domestic companies / attendees, and USD price is applied to international
companies / attendees.

2. BRBREANWE. AR FEK2A 27 HFEE, HtBAAE.
Including fees of attending, conference materials, coffee break and lunch (Feb. 271") only

3. AEAR: “1FINER 5 “BREE” ; HERT “REE” , ELRBFNEEFZRZEETH,
Invoice content: Training Fee or Service Fee

4. SFEAGE—RHHER. BFE, AKRTHAE TRIWVBEREBLEEER.
Please arrange accommodation by yourself.

#Z A Online Registration:

TELIBE: USP LW EIENIHTES www.usp-edu.org, RE/#&HSIER: 2019428208
Make online registration and payment by Feb. 20", 2019.

USP-China L&k : USP-China account

W5k A Beneficiary: EHHEFFEMEZRARS (L8 BRAR

M= Account No.: 6841 12464 120

$R1T Bank: XERITARAR BT

BB AREA Contact:

TR BELIR

MP: +86 13566806155 (f{{5[F=) Tel: +86 21-68619800 ext. 7822
Email: zongmin.wang@echinachem.com Email: xcc@usp.org
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SPH A Location:

bR ESAR AR (Pullman Beijing South)
otk PEHERIFESFHRARF A XRERELE 12 5

FiE: +86 10-87228888

ZiEgE Path Map:

I RIRELZ, REFHWALO, $ITH 10 WHEBEE

Ry ‘XE” BEREETEE

2PGAEEEBEE Accommodation Info:

usp.org

SWIHILEN -

KKFE King Bed Room: ¥680 (&)
WK FE Twin Bed Room: ¥750 (W)

ERHERRBEE
TEEKRREAN:

KB (2UEE)
010-87228888 ext. 8154, 13810234297
Email: H7025-sI5@accor.com

#ix:

o EWATG—REHERE; BERELREEBITHRABETITERS, MITEREEE “BJSUS” ;
- EHFE, IRRBRNFEBRSWEREKEOBEEEEH®ESE.
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