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2PN Conference Introduction:

ShiEHEERSIRBEREE—EMERNLEY, BEEX LBIN+I &R AER, M
INFOHANREBENRAZRK. ZRAYNEZREREX, BCEAUEESHZIK, EHAZREERR
BRE~m. HFANZT—HELUE, BEEURARUREVEANRELRE, ZRAMBFSIIRELRE,
SRS RAYT AT ST 250 27T, FEEARRMAES~XE, Mk ElFIRENZK
wigGsEs. B, ATESFENTER NS TFUAEENKRS FAYZE, ME~ATZHNEHYE, &
BERAMNREMRUARIRESEFEESEMY, NEAMFLSRAYNRENSR, EMBERNNRE
FREERALFHEROHIIERZ—.

ZEHAREZRS USP) (EALBKAMEMAYIREFFESIEN, ARIFHEFEAIMREREN.
EMEE. ZRML. FFFERAER—F, BE5EHERRMTLZRGMPERZSHIE. GNP &£/~
5% SRAMREMRNIARELR . SR SR EE AR IR 7R AR T FIEAR
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 billion. 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.

BLWR Participants:

Ik (BIEEMBIK. EEZK. MESER) ERZA/BIFIES. TAAR; BRNEMAERESA
5; EfRmiaFLAAR; RENFAREER; SHRERE, ZHEEAL; ZRRRENRAMRHF
AR/ BHBRAAS; UREMI TS EBMBEE AR
Peptides (including synthetic and recombinant peptides, and insulins) API/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.
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#—X DAY 1 (Apr. 19"

FRASIW Keynote Session

EEHRERSETENTE: RESSEIE USP’s 10 Years in China - Quality and Collaboration
XEHRERSHEX &M@F’iﬁ“ﬂm&,ﬁ% B EE

Kevin Cao, Senior Director, Strategic Customer Development, USP-China
EEZHMNEYFRETFLH#HR USP Biologics Standard Development Activity

EEHUERS SREYBIT2E  Kevin Carrick L

Kevin Carrick, Director, Global Biologics, USP

XEHREASEY 1 (ZRMRER) TREASHENSER
USP Bio 1 Expert Committee (Peptides & Insulins) Activities and Updates

XEHHREFSEY 1 (ZRRMERER) EXFERLEE Michael R. De Felippis 1§+
Michael R. De Felippis, Ph.D., Chair, USP Bio 1 Expert Committee (Peptides & Insulins)

£ 58)% Panel Discussion Q&A

—. PERTTERAYNLRENE

Session 1: Development and opportunities of therapeutic peptides in China

PESHAMERESRNTIESHERE

Market Analysis and Prospect of Therapeutic Peptides and Insulins in China
ER|RAHAAEEERLRESFEAZFMRAEK. (EHEFR) B4 Bt

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

hEZKAMNERSHIE  Opportunity and Development of Peptide Drugs in China
RNBFHUBRNRERAR HEARER RRitEL
Anjin Tao, Ph.D., VP, R&D Division, HYBIO Pharmaceutical Co., Ltd.

i 5ia]%& Panel Discussion Q&A

= SRHPEABRRRBSTRIES RIZRAR

Session 2: Analytical techniques for Peptide Characterization and Impurity Profiling

AREELS AN RIEBEAR R EWTEN HE

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

XERMAHRIEEEERS (US FDA) BTM SHRPIL IRSHEE/HHAHRE AFTIERERI

BIE{E Xiaohui (Jeff) Jiang 1+

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

TRAYEEMRPRYESEFLNGEEEE
Combining Selectivity and Sensitivity for Targeted Peptide Quantitation

LEZSHBABMUBERSERARE HMASTHHALESEMIE Loren Olson 4
Loren Olson, Senior MDS BioPharma, SCIEX

#1ie5ia% Panel Discussion Q&A
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AEE%HK%’%E‘J REIEHIZRM  The Quality Control Strategies for Synthetic Therapeutic Peptide
RIBFHURBERAT MEL=NEE BEFRKE

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

SHREMRMNITZMURES

Importance of Quality Research In Process Development of Synthetic Peptide Drugs

PRAENBRAR MLEE TaigErE
Jinfeng Xu, Vice President, Process R&D, Chinese Peptide Company

SRR AR EES D SIS MO MR R RS
Case Studies in High field NMR for Quality Control of Peptides and Biologics

HERE (R MEBRAR MALE $HiE:
Lu Shan, Ph.D., Application Manager, Bruker

£ 58)% Panel Discussion Q&A

#—X DAY 2 (Apr. 20M)
=\ SRBEYHHRIFERER

Session 3: Compendial Standards and Program Updates on Therapeutic Peptides

EEZBMIZRAPZiLEIA Overview on USP Synthetic and Recombinant Peptides Monographs

XEHAERS SEREYEIT) MESHRESESEEA Manoj Kumar Metta 1§+
Manoj Kumar Metta, Ph.D., Science and Standards Liaison, Global Biologics, USP

BHZRHREEFIE - USP B BREH
Overview on Control Strategies for Synthetic Therapeutic Peptides-USP White paper and updates

XEHAZRLEW 1 (BRMEER) EREHSSEHER Michael S. Verlander it
Michael S. Verlander Ph.D., Vice Chair, USP Bio 1 Expert Committee (Peptides & Insulins)

ZRAMIEKREIZZEMIT CMC Consideration of Therapeutic Peptide in Pre-Clinical Stage
PEHBAZEHER, ERBRERSER, PEARAFZSRADEIBIERRDOEE RESEL

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

g 5ia%& Panel Discussion Q&A

BERETDHERERSIER Control Strategy for Insulin and Their Analogs

XEHRESLEY 1 (BRABEER) ERELRLERF Michael R. De Felippis =+
Michael R. De Felippis, Ph.D., Chair, USP Bio 1 Expert Committee (Peptides & Insulins)

PEHRSREBEREFEEH BUE) ChP Peptide and Insulin Standards Updates
[ & 2 R E B ST NIFDC (TBD)

4 B & E L ER B BR 55 R R UM RO RAERA 52

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

ERPRMESEPNEARLT BREE RameE
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« SRGYMEFSRENZENEE

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

XESRAPAHMERZEZNEE

Scientific and Regulatory consideration for Generic Peptides in US
EEHRBRSEY 1 (BRMNREBR) EREFRLEBERE Michael S. Verlander 1
Michael S. Verlander Ph.D., Vice Chair, USP Bio 1 Expert Committee (Peptides & Insulins)

SRR E RSMNE 2 R

Registration strategy of synthetic peptide drug considering both domestic and oversea market
PEKELBRAR READ FBEEREE
Junbo Lu, VP of Quality, Chinese Peptide Company

BIRAMREM TR R X E SR S RMRFEARETT X B

Challenges with Peptide Impurities and USP New Initiative for Developing Peptide Impurities
Standards
XEHAELS SREVE] RNESIFREESHREA Manoj Kumar Metta {§+

Manoj Kumar Metta, Ph.D., Science and Standards Liaison, Global Biologics, USP
i 5ia]%& Panel Discussion Q&A

ZRKZEYE 2B GMP I3E  GMP Compliance in Peptide Manufacturing
LERBEYEARBIRAR BEE Kkt

Isabel Tan, GM, Ambiopharm, Inc.

S£[E FDA Y GMP E[3%#% & The US FDA GMP Inspection

BENRBUBRNRERAT SHERARLZR ZBERT

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

GMP 4= = rh & 5} 25 BRZ5 ¥ [R 0t ) R B2 I SRt
The Quality Control of Raw Material for Synthetic Therapeutic Peptide

BREMBFEEUNZBRAR SE1E BRESE
Junfeng Pan, GM, Chengdu Chempep Biochemical Technology Co., Ltd.

£ 5a% Panel Discussion Q&A

It’s subject to change.
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&< 8 Conference Pricing:

April 19-20, 2018 Hangzhou, China

ek

Participant Type

2o BH

Standard Registration
Rates

EJ:URREN
Advance Registration
Rates

1Ml Industries

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

RMB 3, 700 7t/ A
USD 550/person

BUFH#E Government

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

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

R ABTHE Research Institutes

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

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

d: 1. ERARMNRERTERRM/22E, RENMBERTRINELL/S2

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

companies / attendees.

2. ELBREIWNE. BRE. RERFEE, HtEAEHE.
Including fees of attending, teaching materials, coffee break and lunch only
3. SFEANG—RHER. BFE, TRESVBERELEEES.

Please arrange accommodation by yourself.

&S Online Registration:

EZ&RA: www.echinachem.com/events/2018usp/register.html

BEZ A Contact: FE#4T / Nina Wang

FHL MP: 13884941886 (f5[RES)
Email: yanhong.Wang\@echinachem.com

23 Location:

VM I#SASEE (Hangzhou Marriott Hotel Qianjiang)

Motk HHTE PN I FXREIFREE 399 5
HiE: +86 571-86469999

B Mk 4 Sk (FRFE) JIHEK (M O%) , 17700 K

usp.org
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