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R STEMIREFINEAITIRC. R, BEAXTS, #—PUWREXT SUS I S FITIL,
FHESRMIEE~RBENAZHNSHRENG R, URE~RGET RN FASIERF L.
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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BLWR Participants:

HZ5, EfrSMAEMIRTUNETIZALEXMEAR; EFNEMFAERESAR; ERK
BEAL; BHES~ RERIEFMREEHAR; FEAWIETIEIN; G IEIN; SUS REMRAHRR
RFEARMAD/ R RMAR; KRBT EME BRI A L.

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:
— “—RMERARS” WEANREEEHRNEE

Session 1: Regulation Landscape and USP Consideration for SUS

» —XMERRSEHATILAAEARR: FH5kK
Single Use Systems and Their Use in Biopharmaceutical Manufacturing: Benefits and
Challenges
S [E FDA Xt SUS BN s Fn IS B AT
US FDA Perspective and Regulatory Expectations for SUS
HE—RMERRERERINK R RE
Regulation Landscape and Expectations for SUS in China
LATA2E R SUS AREA
Overview of Current Applicable Standards of SUS in Pharmaceutical Manufacture
EEZGHIHIAE = R G RIEFEMNEERN N S R AR E
USP Perspective and Standard for the Selection and Qualification of Pharmaceutical and
Biopharmaceutical Manufacturing Systems
—RMFERRZWIEAFEAREE  Technique Concerns in SUS Validation

. “RMERRS” REOATREIF SR R AR
Session 2: Strategy and Techniques for Extractable and Leachable Study of SUS

= HIZATl A SUS M AR TRIERE IRV E &
Consideration in the Implementation and Deployment of Use of SUS in Pharmaceutical
Manufacturing
SUS {REX#IFI3TI% T  Extractables Study Design SUS
REM/ R EY: SRR ELER
Extractables/Leachables: Analytical Technologies and Compound Identification
EETEE: WA 5SEE  Leachable Evaluation: What to Do and When
FHIHREMFREIMRNSEF T TR

Toxicology Assessment Approaches for Extractables and Leachables Studies
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= “RMERRSG” WIERESCER R

Session 3: Best Practice and Challenges for SUS Validation

» —RMERRGHARELR S RIEBEAEWRIN S - HEETRA
A Supplier Perspective on Successes and Challenges with Provision of Standardized,
Component Characterization Data for Single Use Systems

= SUS/~fm. RREMENEEE: HEBURA
Single Use Systems Products, Quality and Supply Chain Considerations: Supplier
Perspective

= —RMERARSGEIENERGTZF
Case study of SUS validation in China

EEZLHIETIE A More will be coming...

SBIHER Speakers:
JEIE R B USP, China Regulator Authority, Global Industry

Desmond G. Hunt i+, EEZ#HHEZHRS MFI] BUIREEERFZESERKEA
Desmond G. Hunt, Ph.D., Principal Scientific Liaison, Science-General Chapters, USP
Michael N. Eakins i+, EEHHREZERSBMIRBERERSEIEFE . £[E Eakins and
Associates AR 23K

Michael N. Eakins, Ph.D., Vice Chair, USP Packaging and Distribution Expert Committee;
President, Eakins and Associates

Dennis Jenke i+, XEHHRZERROMMRBEREZERRRA . ANE~RENRGZETRA
F[E, Triad Scientific Solutions AR EEREF 3
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.

KenWong i+, XEHRZRLGMERAERRAGEREMNS . FEFEHEQR—RMERE
RAASWIER 2 I8

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

James Hathcock §+, EEAREZERLAMETRLENRGETRERR, B/RARIEEFIE
AR

James Hathcock, Ph.D., USP Plastic Systems Used for Manufacturing Pharmaceutical
Products Expert Panel Member; Senior Director, Regulatory and Validation, Pall Corporation

Weibing Ding t§+, Ri#AR TZHELZ BEMRRA
Weibing Ding, Ph.D., Principal Scientist, Process Development, Amgen
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SBIFER (L) Speakers (cont.):

Doug Kiehl =+, EEFLKA BRG]
Doug Kiehl, Research Advisor, Eli Lilly and Company

BEEREEIFTE—HIBHEL, WEHF More will be coming...

B4 8,8 Conference Pricing:

SR S=MA (2018 i?%?@éﬁ%) EIA
Participant Type Standard Registration Rates T ) Group Discount
Early Bird Discount until Jul. 31
2l Industries RMB 3,500 7t/ A RMB 2, 800 7t/ A S
USD 550/person USD 450/person [E]—EBAI 5= A& 50%r#A
N BT A= 475 — — 3 or more people from the same
ﬁﬁ@j\i;niﬁ?hh EthD 1'05030 /A TJMSBD 20(()30 /A organizati%n get 50% discount
Research Institutes person person

I 1. ERARTNBRERTEREA/S5E, EEMBRERATEIN U/ SRE.

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

2. ERBEATWE. ARl RE&I A1 HFESE, HttBEARE.
Including fees of attending, conference materials, coffee break and lunch (Sep. 1) only

3. AEAR: “FINER 5 “BRETE” ; HERT “REE” , ELRBFNEEFZEZEETH,
Invoice content: Training Fee or Service Fee

4. SFEAGE—LHHER. BRE, AKRTHA TRIWVWBEERBLEEESR.
Please arrange accommodation by yourself.

#EZ B Online Registration:

HEE&WE : USP 2 SEINIFXEE www.usp-edu.org, ME/HFEEHILA: 201848 H 24 H
Make online registration and payment by Aug. 24", 2018.

USP-China IEXIKF: USP-China account

2k A Beneficiary:  EHSFRERLIRARE (L35) BRAR

M= Account No.: 6841 12464 120

$R1T Bank: EZERITERAFR LERT

BB R A Contact:

TR EIGIR

MP: +86 13566806155 (f{5[ES) Tel: +86 21-68619800 ext. 7822
Email: zongmin.wang@echinachem.com Email: xcc@usp.org
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2P A Location:

FMIERAESRZERE (Four Points by Sheraton Suzhou)
Hohlk: SIHEAMNTRPRMERNARTK S S
BiE: +86 512-67997999

AMBRAEREBEMH2SEARTTEGHE

The Guide Map from Metro Line 2 Moon Bay Station to Four Points hy Sheraton Suzhou

& B W
Jinji Lake
£ B W ki Jinji Lake Rq.

T i B 5
3 ) Dus,, Sho 7
Uf)ne/

ISeged ® BF =
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BY SHERATON

Suzhou MR RS
T A H 1 H 3%

BRREXRERS Exit to Four Points by

=N Sheraton Suzhou

x2S
Metro Line 2

HAO
Export and Import

IS Noys Lepm B it S

RiEL: k2 SXAEEL 7 S0, $1T5 M ERE
BB EETFESR Accommodation Info:

WS P73 : SRR/ AR P ¥800 (&5
TRMIAE I BRI | AMEE R EED

AT IN 0512-67997999 ext. 6625, 18051107306
#iE:

o ERAAG—REHER; BERELREEBITHRABERITRE, MITEERA “©Mms A 31 B9

A1 HEHHRIW .

SWHIERERRNK, AREMEES!

- EBRE, IRARNZABRSIWEEKEGBEEEE#ESE.
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