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5FM. SHRAMREMRPORARLR. ZIRAYINZHBREEIHTAR BRI DR T FIE AR E.

Peptide drugs have a rich history, covering both synthetic and recombinant peptides, and insulins. With the
rapid development of biotechnology and biopharmaceuticals, peptide drugs also enjoyed rapid expansion,
with global market expected to exceed $25 hillion. China is a major global supplier for APIs, and more and
more companies are getting into therapeutic peptides. However, due to unique properties of peptides,
including molecular sizes between the small molecule chemical medicines and large molecule
biopharmaceuticals, multiple manufacturing processes, there remain many challenges for the quality
determination and standard-setting for peptide drugs, which are among the hot topics in the peptides
community.

USP, as the global leading standard-setting organization for medicines, cordially invites experts, both

domestic and overseas, from regulatory agencies, peptides manufacturing, peptides research and
development, and other standard-setting organizations, to participate and gather for the international forum on
therapeutic peptides quality and standards. The forum will provide the platform for conference attendees to
present and discuss perspectives on current landscapes and future opportunities of peptide drugs in China,
GMP manufacturing and regulations, state-of-the-art technologies for peptides quality, updates on peptides
compendial standards, and analytical technologies and quality standards for impurities.

B4 HER Participants:

K (BIEEMZAR. EHZK. REDER) ERA/BIFIE~. TAAR; EFREMAERES A
5 ERFRmIALAAGR; RERRAREESN; SHREME. ZAEEAL; ZRRRENKARHRHEFE
AR/ BFEAAS; UREMII TS MBS GER AR

Peptides (including synthetic and recombinant peptides, and insulins) APl/formulation manufacturing and R&D;
international registration and regulatory affairs; international marketing; quality control and quality assurance;
peptides standard-setting and regulatory; academic research involving peptides quality and analytical
technologies; others interested in the topics of the international forum.

Empowering a healthy tomorrow



usp.org
Adﬁhh _ e

2018 XEZHHSKAGY R B SIREREREIE

USP International Forum on Therapeutic Peptides Quality and Standards 2018
2018 4E 4§ 19-20 H hE | #iMl  April 19-20, 2018 Hangzhou, China

'zéf "L)‘L 3‘3 Eﬂ As of 14 March, 2018
#—X DAY 1 (Apr. 19

FRIL Keynote Session

EEHRERLEPENTE: FES5E1E USP’s 10 Years in China - Quality and Collaboration
EEHRBRSPER ﬁklﬂﬁglﬂﬁﬁ"‘ﬂm?&ﬁa% BHERRE

Kevin Cao, Senior Director, Strategic Customer Development, USP-China

EEHROEYIFEFLZHR  USP Biologics Standard Development Activity

EXEHRERS SHREMPIIRME  Kevin Carrick
Kevin Carrick, Director, Global Biologics, USP

XEHRAERSEY 1 (ZRMRER) TREANENSEH
USP Bio 1 Expert Committee (Peptides & Insulins) Activities and Updates

EEHARRSEY 1 (BRMERE) ¥RFASLEHE  Michael R. De Felippis i+
Michael R. De Felippis, Ph.D., Chair, USP Bio 1 Expert Committee (Peptides & Insulins)

#ig5ia%& Panel Discussion Q&A

—. BEIRTTSMAYNLZRSHE

Session 1: Development and opportunities of therapeutic peptides in China

PESHAMERERATIAIHESRE

Market Analysis and Prospect of Therapeutic Peptides and Insulins in China
ERRRAREEERLREFERZRFMRMEIRK. (EHLFR) 2% Rl t

JianhongTao, Deputy Director, Southern Institute of Medical and Economic Research, CFDA

PESKGWMNARSHIE Opportunity and Development of Peptide Drugs in China

ANBFHURBERAR ALBEER RREEL
Anjin Tao, Ph.D., VP, R&D Division, HYBIO Pharmaceutical Co., Ltd.

11ig58)% Panel Discussion Q&A

= SRAMBEHBXRRODITRIES RIESEAR

Session 2: Analytical techniques for Peptide Characterization and Impurity Profiling

AR EAS AN SRR R EWTEN 5 E

Analytical Characterizations and Biological Evaluations of Synthetic and Recombinant Peptides
as Complex Drug Products

XERRAREEERER (US FDA) HNEN SHRF L MRSHE/MARIZHAE JRFrERESR]

BJ=EE Xiaohui (Jeff) Jiang =+

Jeff Jiang, Ph.D., Deputy Director, Division of Therapeutic Performance, Office of Research an Standards |
Office of Generic Drugs, Center for Drug Evaluation and Research, U.S. FDA

SRAYMEBRARDPRYFESIEFUNEEEE

Combining Selectivity and Sensitivity for Targeted Peptide Quantitation
EEERARIMNBRZERLR MAETHA LSRR Loren Olson &4
Loren Olson, Senior MDS BioPharma, SCIEX

£ 5a% Panel Discussion Q&A
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EREZRBMNREREFIKE The Quality Control Strategies for Synthetic Therapeutic Peptide
RNBAFHURBERAR HL=MEE EiFRLE

Yangming Tang, Manager, R&D Department, HYBIO Pharmaceutical Co., Ltd.
SHREARM T ZMUNES

Importance of Quality Research In Process Development of Synthetic Peptide Drugs

PRRELFRAR AALBE FSigkE
Jinfeng Xu, Vice President, Process R&D, Chinese Peptide Company

SRR LD mRERES P SIHZEE N R R EZ G54
Case Studies in High field NMR for Quality Control of Peptides and Biologics

mER L5 MNEFRATE MALE SEiEL
Lu Shan, Ph.D., Application Manager, Bruker

#ig5ia%& Panel Discussion Q&A

=X DAY 2 (Apr. 20"
=\ ZRRGUNGHIREREH

Session 3: Compendial Standards and Program Updates on Therapeutic Peptides

EEZHM LKA R IR  Overview on USP Synthetic and Recombinant Peptides Monographs

XEHRELRS SHREYB] NESFEESHKBEA Manoj Kumar Metta
Manoj Kumar Metta, Ph.D., Science and Standards Liaison, Global Biologics, USP

EREHRBFEEHIR - USP BB REH
Overview on Control Strategies for Synthetic Therapeutic Peptides-USP White paper and updates

XEHRERSEY 1 (SRMERER) TREGBREEF Michael S. Verlander 1§+t
Michael S. Verlander Ph.D., Vice Chair, USP Bio 1 Expert Committee (Peptides & Insulins)

ZRAMNIEKREIZEZEMST CMC Consideration of Therapeutic Peptide in Pre-Clinical Stage
PEHNARZHR, ERAARASESR, PEGRAESRAYLFLERR P OEE RESEL

Hanmei Xu, Ph.D., Prof., Director, The Engineering Research Center of Peptide Drug Discovery and
Development, China Pharmaceutical University

Wig5ia)E  Panel Discussion Q&A

BERETRNREREIER  Control Strategy for Insulin and Their Analogs

XEHRAERSEY 1 (ZHRANBERR) ERERSEHE Michael R. De Felippis it
Michael R. De Felippis, Ph.D., Chair, USP Bio 1 Expert Committee (Peptides & Insulins)

hEHRZREERSEFEEH BUE) ChP Peptide and Insulin Standards Updates
FEA MR E S NIFDC (TBD)

B & E BB R B R 55 R R UM RO RAEFA X

Characterization of Insulin Analogs and Compliance to USP, EP and ChP

EBPRESEPVRRBRLF BISEE kRt
Honggiang Ruan, Vice GM, Applied Protein Technology
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\ SRGMEFESRENZENEZE

Session 4: Regulatory Considerations for Peptide Drug Products Manufacturing and Quality

XESRTHEHNFERENESE

Scientific and Regulatory consideration for Generic Peptides in US
EEHRBRSEY 1 (BRMNRRER) ¥RFRLEFERE Michael S. Verlander 1
Michael S. Verlander Ph.D., Vice Chair, USP Bio 1 Expert Committee (Peptides & Insulins)
LAY ERSNEIZE SRR

Registration strategy of synthetic peptide drug considering both domestic and oversea market
PIRRENERAR RERD FERTE
Junbo Lu, VP of Quality, Chinese Peptide Company

SRR MR AR R K E S8 % IR B E T & B

Challenges with Peptide Impurities and USP New Initiative for Developing Peptide Impurities
Standards

XEHARGRS LEHEDRI] NESHRESESHKEA Manoj Kumar Metta 1+
Manoj Kumar Metta, Ph.D., Science and Standards Liaison, Global Biologics, USP

#ig 5% Panel Discussion Q&A

ZEXZSE =10 GMP #I3E  GMP Compliance in Peptide Manufacturing
EEREEYRRERAR SEHE Rkt

Isabel Tan, GM, Ambiopharm, Inc.

Z£[E FDA B9 GMP I[1%#%ZE The US FDA GMP Inspection

BEANRHVRBERAR FREMGEISE ZEFHL

Jianjun Jiang, Ph.D., VP, GMP Manufacturing, Hainan Shuangcheng Pharmaceuticals Co., Ltd.

GMP &= =rh & B} 25 BRZ5 ¥ [R Pt Y R B 422 1 SRt
The Quality Control of Raw Material for Synthetic Therapeutic Peptide

REPREREUNFERLF SLIE BEHELAE
Junfeng Pan, GM, Chengdu Chempep Biochemical Technology Co., Ltd.

£ 58)% Panel Discussion Q&A

It’s subject to change.
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B84 %% Conference Pricing:

kD)

Participant Type

S5 5H

Standard Registration

Rates

SHIMTR
Advance Registration
Rates

RBE (Deadline: 2018.2.9)
Early Bird Discount until Feb. 9

1Ml Industries

RMB 4, 000 7T/ A
USD 600/person

RMB 3, 700 &/ A
USD 550/person

RMB 3, 400 7t/ A
USD 500/person

EBAFHLA Government

RMB 3,200 7T/ A
USD 500/person

RMB 3, 000 7T/ A
USD 450/person

RMB 2, 800 7T/ A
USD 400/person

BIFPRHE Research Institutes

RMB 2, 200 7T/ A
USD 350/person

RMB 2, 000 7t/ A
USD 300/person

RMB 1, 800 7t/ A
USD 250/person

A1

ERARBMBERTERNEMA/ S2E, XEMRERTEINEMA/ S5

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

companies / attendees.

2. BRBREANNE. ARE. RERFER, HtERAAE.
Including fees of attending, teaching materials, coffee break and lunch only
3. RF/EAG—LHHIER. BFE, RHIIVWEEREBBBEEER.

Please arrange accommodation by yourself.

#EZ B Online Registration:

EZIRE: www.echinachem.com/events/2018usp/register.html

EX%& A Contact:

F#4T / Nina Wang

FH MP: 13884941886 (fffE[RS)
Email: yanhong.Wang\@echinachem.com

£ Location:

FIMNETHH A SEEE (Hangzhou Marriott Hotel Qianjiang)
ok I EVMNTIITXRIBTE 399 5

FEiE: +86 571-86469999

Bk Mtk 4 Sk (521R750E) I8 (A1 OM) , $17700 K
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