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W48 Conference Introduction:

B 2017 £ LRI ADHEITIE, Topl0 AT EYFIREE 8F  £VEHEETEX
EHR RN TE., 2018 ER2AEVEHESLSHN—E, XE FDA BILXHHET 23 NMEY
Hldn, 2 MR MR, EXFEEE, PEERARKEBEER (NMPA, 57 CFDA) F 2018 FJE
AT E2E~NEFK PD-1 Bz, EREAATMETEANE —NHZERIUTFHROEDEM
7, MEETEEYEAETHEE—S. B—FAHE, 2018 &£, NMPA BidH E R BERKENE A
Bitt, FFAEMEA, XFTHARRE, RentrE, MREBEAREBKSELZSHRE, JHERN
EA~ R, UHTEAYEAETERBERNTHIHLE .

SXEHHRERS (USP) EARFIE 200 £ EMNARREFREFIENN, RO THEEIEHT
BRAGNRARE. LEUTANARIERBRAR, NHESKERRL. £9F %2 USP
ERFK 10 EREBEMTTE Z—., 2018 F£4 B, USP B REHREMINEN T F—BEPR S IKIRE
S@meniz, ST WHRIMZMNRETE, 2019 £, USP FETINMEIEEEVES, SERM EYE
i, BEVMRENEABRERSEE IBRRERR, HEZEHRESEYEATRRE.

K USP WIzMIWEEMEE, NERZKERENEYT R BRELAER. 8. R &,
EREIK. @A RMERS Mm%, USP FRBIEERIMOERENME. FHKEE. L. £7~.
CRO/CMO, BRI EMEERMAMAR—%, SHEARIRAHETFEEDH OIS S5VIE.
GMP £=5% 8. ARREWRPARLE. HHICEEHURERHOA IR ATREIOES.

In 2017, among the world’s top 10 best-selling drugs, 8 came from biologics, and Biologics achieved
remarkable success in 2018. US FDA approved 23 biologics and 2 cell therapy drugs while China National
Medical Products Administration (NMPA, former CFDA) also approved 2 domestic PD-1 monoclonal antibodies
by the end of the year. Moreover, the first biosimilar of rituximab has just been approved early this year. China
NMPA also continuously reforms its organization and policy to accelerate the drug approval process and
encourages innovation while ensuring high quality and affordable drugs to the public.

USP is global standard-setting organization for medicines with almost 200 years, we continuously improve
global health through public standards and related programs that help ensure the quality, safety, and benefit of
medicines. Biologics is one of the most critical areas for investment in USP for the next 10 years. In April 2018,
USP successfully organized the inaugural International Therapeutic Peptides Forum in China. With the great
success of the workshop, USP decides to continue utilizing such platform to collaborate with global and local
industries, regulatory agencies, suppliers and other key stakeholders to improve the quality and standards in
biologics to benefit the public. In 2019, USP forum will expand topics from therapeutic peptides to all biologics,
including recombinant proteins, monoclonal antibodies, insulins, synthetic peptides, cell therapy and blood
products, etc.

USP China invites experts and leaders, both domestic and overseas, from regulatory agencies, manufacturing
industry, research and development, CRO/CDMO, academic institutions and other standard-setting
organizations, to present and discuss perspectives on current landscapes and future opportunities of biologics
drugs, GMP manufacturing and regulations, state-of-the-art technologies for biologics quality, updates on
biologics standards, and analytical technologies and quality standards for impurities.

Empowering a healthy tomorrow



usp.org
‘Aﬁhw

FoEEEHREMHARESIFERRFRILE

The 2™ USP International Biologics Forum on Quality and Standards 2019
2019 £ 5 B 22-24 H $E L May 22-24, 2019, Shanghai, China

PN Sessions:

$E—XDay1l 22" May 2019

HEHEEE Opening
XEARERSLIREYH MK USP Global Biologics Strategy

Fouad Atouf {4, EXEAHAZRSEIKEYH ME] SR
Fouad Atouf, Ph.D., Vice President, Science-Global Biologics, USP

EASEY

FE—: EPHmAERER

Session 1- Regulation Expectations for Biologics

E MU A HEIMER The Regulatory Landscape for Biosimilars: Totality of Evidence
Gustavo Grampp =+, /A5 = mREMBMITAS
Gustavo Grampp, Ph.D., Executive Director, Product Quality, Amgen Inc.

MR R PHENE R ZIEM Understanding of the Regulation Requirements for
Biosimilar

NitSEL, DEERXNREVYRABRGERLASKEEWEA, B

Scott Liu, Ph.D., Co-founder, Chief Executive Officer, Shanghai Henlius Biotech Inc.

E R £ #2555 — % Overview on Biologics Regulation Updates in China
TREL, EEAVERLIBZH
Jing Li, Ph.D., Vice President, Mabpharm Limited.

EWFI LT K BEN T R ZREE Regulations Requirements: Biological Development Perspective
BESEL, PEEEAYREKENTEK
Jinhai Shi, Ph.D., General Secretary, China Protein Drug Quality Alliance
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Session 2- Analytical Methodology for Biologics Characterization

iZ AR AHTEAN L ERRIELHT Identification and In-Depth Characterization of Protein
by Mass Spectrometry

Alain Beck i+, £¥MARALTSRZY, Centre dImmunologie Pierre Fabre /A 3]
Alain Beck, Ph.D., Senior Director, Biologics CMC & developability, Centre d'Immunologie Pierre Fabre

ILERSEMTEHR—F: NXEHRS ADC AYNTESF. TE, SEEFRRENITHER
Advancing Antibody Separations: Addressing the Analytical Challenges of Intact, Subunit and
Charge Variants for Monoclonal Antibodies and ADCs

Jennifer Fournier, REFtEAS =REEETH LK

Jennifer Fournier, Director, Product Marketing in the Chemistry Group, Wasters Corporation.

EAHREZETZRBTFWE HCP &4 Proteomics Profiling for HCP Analysis

Christopher Yu i+, XEERZRZASDEARDITUFERITEERFER

Christopher Yu, Ph.D., Senior Group Leader, Department of Protein Analytical Chemistry, Genentech
Inc.

FAF A4 G A 1M I B9 # B M B 4G M 77 & A9 FF R AN SEHIE

Developing and Qualifying Cell-Based Bioassays for Potency Tests in Biologics Development
BEEEL, TEERQDEDRAR IR LBEIE

Jey Cheng, Ph.D., Bioassay Group Lead, R&D, Promega Corporation

4% S EIFER LS4 Structural Analysis of Glycosylation in Biologics
NS, BRI S EYRIRBRA S E FPEIE
Xiaobin Sun, Manager, Project Department, Shanghai Applied Protein Technology Co., Ltd.

EARA/REENHRRB RN

Recombinant Protein (Vaccine) Manufacture and Quality Control: Higher Structure Analysis
BIREL, DEFREYREAERASSEARRA

Jiangmin Huang, Ph.D., Senior Scientist, Shanghai Zerun Biotechnology Co., Ltd.
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#F—-XDay2 23" May 2019

FE=: EAEANREETRAAITE

Session 3- Quality Control and Pharmacopeias for Recombinant

EEZ A VIR ENRE USP Perspective on Standards for Biologics
Krishna Menon i+, XEHAZRASSKEDH RS RBFHKEE

Krishna Menon, Ph.D., Senior Science ad Standards Liaison, Global Biologics, USP

rh E 25 s - MR E R E#T 5 R 2 ChP Perspective and Updates of Biologics Standards
TEERAHRZERS

Chinese Pharmacopoeia Commission

LIF B A YIRER R R
Standards Requirement and Development for Innovative Biologics
ExRAmEEEERARBENEHD
Center for Drug Evaluation, National Medical Products Administration

4% G E FRARE SR International Biological Reference Standards

Chris Burns 4, REERAYH MAEEMEDFISRIBET

Chris Burns, Ph.D., Head of Biotherapeutics Division, National Institute for Biological Standards and
Control

i E £ % BicE Y & 53R Biological Reference Standards Development in China
FERRARKERRE
National Institutes for Food and Drug Control

BEAEA AT REREIRER S RREEF Standard Establishment and Quality Control of

Excipients for Recombinant Protein
RRE[L, PEARKRFHK

Jiasheng Tu, Ph.D., Professor, China Pharmaceutical University
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FAEM: EHEAQRN GMP EXRRE=REET

Session 4: GMP Requirements and Manufacture Control for Recombinant Protein

FDA S5 5% 844 X I %1% 2 FDA Biologics Review and Inspections
¥ifEt, APEYVERFREE. SAEIEH
Chiang Syin, Ph.D., Chief Quality Officer, SVP, WuXi Biologics Co., Ltd.

£ YH NI H1%E K & Biologics Inspection and compliance
ERARETEEERD
Shanghai Center for Drug Evaluation and Inspection

BT 4254 = 4B E R Cell Substrates for Biotech Manufacturing
BREmEt, EBRREVEAFTRAIEFNITE
Jianxin Chen, Ph.D., Chief Executive Officer, Shanghai Zhenge Biotech Co., Ltd.

BEYR B R ETZEF Controlling the Quality of Raw Materials
Fouad Atouf {4, EXEAHAZRASLIKEYH ME] 2K
Fouad Atouf, Ph.D., Vice President, Science-Global Biologics, USP

& USPIRENELAREABEEYHAPHN AN D EEHREABIRENTAR

Application of Recombinant Trypsin Conforms to USP39 Used in the Process of Biopharma and
Study of Standard of Recombinant Trypsin

FREELT LEROCEYRAFRAITEERFER

Suxia Li, Ph.D., Chief Science Officer, Shanghai Yaxin Biotechnology Ltd.
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$ =X Day 3 24th May 2019

FREWES

FHH: AREZKRNEARAR

Session 5: Impurity Study of Synthetic Peptide

B Z R KRB EEMTE K

Strategy of Peptide Impurity Research and Regulation Considerations

Xiaohui (Jeff) Jiang i+, XERRARBEEERAMTNEMRRF L ARERE/HEIANAE
yafr MEReER] Bl

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

EERZRAYMRERRR K RES

Development and Current States of Quality Control for Synthetic Peptides in China
XiEEL, PERARARKERRRECAREEHRA

Bo Liu, Ph.D., Research Associator, Department of Biochem, National Institutes for Food and Drug
Control

XEAANTERERERIFELERBRIFEFXR

USP Consideration and Development of Peptide Impurity
Krishna Menon i+, XEHAZRSLKREDH RS RARZHREE
Krishna Menon, Ph.D., Senior Science ad Standards Liaison, Global Biologics, USP

AR Z IRAY RN ZBAEW S Impurity Profiling of Synthetic Therapeutic Peptides
L, FRENERASREMKE 2K
Li (Henry) Ji, Ph.D., Associate Director, Analytical Research & Development, Chinese Peptide Company

A B Z IR T 22 R Y S SR 14 A9 KUBS 7E{d Immunogenicity Risk Assessment of Impurities
B, RBFAHULRGAERAIHALXFURERARZE
Yangming Tang, Director, R&D Center of Quality Research, Hybio Pharmaceutical Co., Ltd.
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SR Z KA FEER S Synthetic Peptide Inspection and compliance
EEARETEREFD
Shanghai Center for Drug Evaluation and Inspection

EXEHMRMEBRAMESDZERENIR
What to Expect During an FDA Drug Manufacturing Inspection
ZREE L, BRAREEVHARMARLASE A

Jianjun Jiang, Ph.D., Vice General Manager, Sino-Allsino Biopharmaceutical Co., Ltd.,

BREREFHREE B -SHERN

Quality Considerations for Peptide Manufacturing— Regulatory Compliance
R, EBYIIERSEAERAE (GMP360) H R A]
Peter Zhu, Executive Consultant, Lianyungang Key Pharma Consulting Co., Ltd (GMP360)

Z RK R 25 = 5 4 = th B IRE 2% Quality Control for Synthetic Peptide DS Product

Manufacturing
KRT, XHE (BAR) FIAARASLEE
Haoning (Henry) Zhang, General Manager, Ampharstar Nanjing Pharmaceuticals Inc.

N EET - ) ks More will be coming---

SR Participants:

HAEEH. B, REE. BEA/SHEZK. AI0ET R MK G LY H SO R /617 £
FoREAR BFROIMAERES AR, BirmHAAAR REAFTAREETR, RERE.
ERMBEANL, REMBRAMRNFEAVM/RFRMAAR, UEEMNHITETHBXBHAR.
Biologics (recombinant proteins, monoclonal antibodies, insulins, synthetic peptides, cell therapy,
blood products, etc.) API/formulation manufacturing and R&D; international registration and
regulatory affairs; international marketing; quality control and quality assurance; standard -setting and
regulatory; academic research involving quality and analytical technologies; others interested in the
topics of the international forum.
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Wb Location:

i Tin E BRI
InterContinental Shanghai Pudong
it ERTORRIK K 777 S
Address: 777 Zhangyang Road, Pudong, Shanghai China
GEEh BT L REY (25 5. KNS5, LS5%) H1755 % 5 mins walk to Century Avenue railway station)

2<% Conference Pricing:

usp.org

S SSHHA E-GIRRES
Participant Type Standard Registration Rates Advance Payment Rates
/_\\\
SR 1> Industries RMB 4,000 Jt/A RMB 3,700 Jt/.A
58 22-23 H —
May 22-23 Government, RMB 3,000 JT/ A RMB 2,800 JT/ AN
Research Institutes
/_\\\
%%§§fé £ Industries RMB 3,000 75/A RMB 2,800 I5/A
May 24 Government, RMB 2,500 Jt/ A RMB 2,300 T/ A
Research Institutes
SWNEE
58 22-24 H iS4 BT % 1000 TT/A
Meeting Package RMB1,000 discount per person
May 22-24

#1 1L SBEAWH. BRI, FRETESR HhEARE.
Including fees of attending, teaching materials, coffee break and lunch only
2 REGUARG—RHERE. BFE TRESICEERBIDEEES.

Please arrange accommodation by yourself.

B 77T Online Registration:

EZIRE: www.echinachem.com/events/2019bio/register.html

IRBELR A Contact:

EHEIW:

%R E / Chengxia Chu

F 41 MP: 15800644556 ({H{5RE=S)
Email: chengxia.chu@echinachem.com

ZIREIL:

F#2T / Nina Wang
FH1 MP: 13884941886 (fH{5ES)
Email: yanhong.wang@echinachem.com
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