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Plastic manufacturing systems have been increasingly used in manufacturing processes, particularly
biological manufacturing processes. Despite their multitude of advantages, these plastic assemblies
also draw concerns about chemical compounds that may migrate to finished products and impact
product quality or safety. Evaluation of such manufacturing systems and their potential impact remains
a challenge for suppliers and end users. 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 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. The workshop will also gather further perspective on the various
extraction protocols used to qualify plastic manufacturing systems and ideas around risk-based
testing of manufacturing systems.
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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.

2P RE Sessions and Topics:
#—% T4 DAY ONE-AFTERNOON (AUG.31%)
— “—REERRS” WEAMREEXEHARNEZE

Session 1: Regulation Landscape and USP Consideration for SUS

“—RMERRSG” EFGTLShRNN AR FeSHkik
Single Use Systems and Their Use in Biopharmaceutical Manufacturing: Benefits and
Challenges
Weibing Ding i+, XEEHRZRSETHREMR; REQNFALZHALEEMRR
Weibing Ding, Ph.D., USP Expert Panel Member; Principal Scientist, Process Development, Amgen Inc.

%E FDA ¥} SUS B S EREE

US FDA Perspective and Regulatory Expectations for SUS

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

HE “—RMERRS” HEARKERE
Regulation Landscape and Expectations for SUS in China
TBD

LHATATSER SUS FRfEHtiA

Overview of Current Applicable Standards of SUS in Pharmaceutical Manufacture
Weibing Ding i+, XEHRAZRSERERR; RAQNRLZHALEEHRRRA

Weibing Ding, Ph.D., USP Expert Panel Member; Principal Scientist, Process Development, Amgen Inc.

X EZHMRHIZEE = RGREF IR R K AR

USP Perspective and Standard for the Selection and Qualification of Pharmaceutical and
Biopharmaceutical Manufacturing Systems

Dennis Jenke i+, XEHRZRLAMARBERZRSRR AYESRBRRAZETREER, Trad
Scientific Solutions A B & ERFZK

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.

“—RMERRSG” WIEREAREE Technique Concerns in SUS Validation
TBD

Empowering a healthy tomorrow



usp.org

h
"X DAY TWO (SEP.01sY)
=, “—RHEERARS” BRUHOMARIEIN KRR KA

Session 2: Strategy and Techniques for Extractable and Leachable Study of SUS

“—RMERRSG” - KT REERES
Single Use System: Risk Assessment and Validation Strategy
Manjula Aysola &+, B A RLEM L8
Manjula Aysola, Regulatory Manager, Merck

RARfA- “—XEERRS” HHRRY &R BRI MNEZE

An End-User Perspective on Successes and Challenges with E&L Qualification for Single
Use Systems

KenWong i+, (XEHRZRLSAMETRERRZERERR, FEFECHEQTR—RMERRSZIIIER
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Ken Wong, Ph.D., USP Plastic Systems Used for Manufacturing Pharmaceutical Products Expert Panel
Member; Deputy Director, Single-Used Systems Qualification, Sanofi Pasteur

T QoD EZH “—AMERARS” HREIMZRHYEIES ZONTREML

The Validation Method Introduction and Optimization of Extractables and Leachables for
Single Use System based on QbD Approach

FINELZL, BUREIES (R ARARIREEE

Xiaoxiang Li, Supervisor, Pall corporation

AR/ R SHRARMEESDLES

Extractables/Leachables: Analytical Technologies and Compound Identification

Douglas Kiehl i+, XEHAZRLEMAMRBERZERSER, GMAESG. EfFRMEENBMEIEEYRE
BMEFREMER, THRABMEAESEREREMR; EEFLKARMARMIE

Douglas Kiehl, Ph.D., Member of USP Packaging and Distribution Expert Committee, Member of USP Expert
Panel on Biocompatibility of Materials Used in Packaging Systems, Medical Devices and Implants, Member of
USP Expert Panel on Elastomeric Closure for Injections; Research Advisor, Eli Lilly

“—RMEERRS” NWRBUIARFRIEIT Extractables Study Design SUS
Ray Colton ¢4, VR Analytics 2&12
Ray Colton, General Manager, VR Analytics

RZRFHTAE SRR The Explorations of Leachables Assessment Strategies
BiEMEE, BIMRERARRS (B8 BRARTRIMS AR NI RINELE
Ryan Yang, Extractable & Leachable Lab Manager, SGS-CSTC Standards Technical Services Co., Ltd.

SRR EYMRNSEFTEFE

Toxicology Assessment Approaches for Extractables and Leachables Studies
LT, RHEARAARERSEFHRREE

Kim Li, Ph.D., Senior Manager, EHSS Product Stewardship Toxicology, Amgen Inc.
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Session 3: Best Practice and Challenges for SUS Validation

“—REERRG” BIENRHTE (—)
Case study of SUS validation in China
RESEE, FIREYHEZA M) BRQARE~HSREIDE
Wei Xu, senior Vice President of Manufacturing, Innovent Biologics, Inc.

“—RMERRG” WERELR S RIEBENER RIS - fRERA
A Supplier Perspective on Successes and Challenges with Provision of Standardized,
Component Characterization Data for Single Use Systems
James Hathcock 5£4%, XEARERSAMETAERNRARERERR, BURATENFIIESR B
James Hathcock, USP Plastic Systems Used for Manufacturing Pharmaceutical Products Expert Panel
Member; Sr. Director, Regulatory and Validation, Pall Biotech

“—RMEERRG” WIENRBISE (2D
Case study of SUS validation in China
KIFEL, EEERNFEYEARERLAASRBCHREESTEE
Junli Zhang, Ph.D., senior Vice President and Chief Operating Officer, Shanghai Henlius Biotech, Inc.

“—REERRG” MR ERIANEZSMNYEREE

Practical Consideration on Supplier Qualifications and Aspects Beyond Measurement
Armin Hauk i+, BZFFHRFEYRR AT EFERER
Armin Hauk, Ph.D., Lead Scientist, Sartorius-Stedim-Biotech GmbH

“—REERRG” BIENRHTE (2
Case study of SUS validation in China
Bs#teE L, EMEYEFERITE
Joe Zhou, Ph.D., CEO, Genor Biopharma Co. Ltd.
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The Use of Single Use Systems in the Manufacturing of Pharmaceuticals and
Biopharmaceuticals: Current Thinking and Things to Consider
201858 31 HTH - 9B 1 H&X @A | FHM
August 31 — September 01, 2018 (1.5-day) Suzhou, China

848 Conference Pricing:

sawfy sampm ot e AL
Participant Type Standard Registration Rates T ¥ Group Discount
Early Bird Discount until Jul. 31
Sl Industries RMB 3,500 Jt/ A RMB 2, 800 7T/ A L
USD 550/person USD 450/person [El— A EE = A#2 50%37$0
S| s — — 3 or more people from the same
ﬂﬁ@j\i;niﬁ?ﬁnh RMB 2, 500 7T/ A RMB 2, 000 7T/ A organizati%n get 50% discount
Research Institutes USD 400/person USD 300/person

F: 1 ERARTNMGERTERRA/25E, Z&NMBEATENEM/ S5
RMB price is applied to domestic companies / attendees, and USD price is applied to international
companies / attendees.

2. BRBRAIRWE. TRE. KEKL9 A1 HFERE, AtEABE.
Including fees of attending, conference materials, coffee break and lunch (Sep. 1) only

3. RZEAE: “HINE” 5 “MRBE” ; FERF “RSET , AERBANEEAEREEIN.
Invoice content: Training Fee or Service Fee

4. SF[EAG—LZHER. EFE, TKRENA TRIWGBEEREBILEEER.

Please arrange accommodation by yourself.

B AR Online Registration:

ELIRE: USP W EEIIFXEES www.usp-edu.org, RE/M&EHIEA: 201848 524 B
Make online registration and payment by Aug. 24™, 2018.

USP-China &Mt/ : USP-China account

rzx A Beneficiary: EHHEFRERLFEARS (L&) BRAR

k= Account No.: 6841 12464 120

$R1T Bank: XERITARAR LBST

RBEHREA Contact:

FRE B1&IR

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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