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The 2™ USP International Biologics Forum on Quality and Standards 2019
20194 5 B 22-24 H #E L& May 22-24, 2019, Shanghai, China

PN Sessions :

$£—XDay1l 22" May 2019

FHEEEE Opening

EEARERSEIREYH MK USP global biologics strategy
Fouad Atouf {4, EXEAHARZRSEIKEYH ME] SR
Fouad Atouf, Ph.D., Vice President, Science-Global Biologics, USP

FE— : EYHRAERER

Session 1- Regulation expectations for biologics

£ AR EIMR The Regulatory Landscape for Biosimilars: Totality of Evidence
Brad Jordan i+, R A S & HEMBIR B4
Brad Jordan, Ph.D., Director, Global Regulatory and R&D Policy, Amgen Inc

RN BEH L P EENE R RIEMR Understanding of the regulation requirements for biosimilar
JEELE, EEERNREVEARBRNDERATZH
Scott Liu, Ph.D., CEO, Shanghai Henlius Biotech, Inc

i E £ % S E MR Overview on Biologics Regulation updates in China
FREL, RMNEBALVEZR, NTEE
Jing Li, Ph.D., Vice President, Executive director, Mabpharm Limited.

EWFIL T X BEM T R EZ R E Regulations: Biological development perspective
RESEL, PEEEBYREKENTEK
Jinhai Shi, Ph.D., General Secretary, China Protein Drug Quality Alliance
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FAZ  EMAmMBRIERDIITRR

Session 2- Analytical methodology for biologics characterization

BRI SBAMMTEHR—D : KRS ADC AYNTERESF. TE. SEERREN kR
Advancing Antibody Separations: Addressing the Analytical Challenges of Intact, Subunit and
Charge Variants for Monoclonal Antibodies and ADCs

Jennifer Fournier 4, KiFHASFEM 2, ~REESTHIE

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

& S EIEELE 4 Structural Analysis of Glycosylation in Biologics

izsg, LERREEmEYRRERASIEERREVEASZTIHSEE

Hong Qiang Ruan, Ph.D., Vice President, General Manager of biomedicine division, Shanghai Applied
Protein Technology Co., Ltd.

EHEEANSREHRBEMERAR

High order structure similarity study for recombinant protein
sBhEE, EEFEEMRBERASERENTE

Li Shi, Ph.D., CEO, Shanghai Zerun Biotechnology Co.,Ltd.

$F_-XDay2 23 May 2019

FE=  EARANREEH KRG RITE

Session 3- Quality Control and Pharmacopeias for recombinant

EEZAEYIRAERNRE USP perspective on- standards for biologics, USP
Fouad Atouf i+, XEHHRZERASEIKEDHIRESH
Fouad Atouf, Ph.D., Vice President, Science-Global Biologics

4% S E FRARE SR International Biological Reference standards
Chris Burns 84, REEZR4AYH REEMEY S SRIBET
Chris Burns, Ph.D., Head of Biotherapeutics Division, NIBSC

BEAZAGY P INERARER S R REIRS Standard establishment and quality control of

excipients for recombinant protein.
RREEL, PEARAFER

Jiasheng Tu, Ph.D., Professor of China Pharmaceutical University
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FHMN : EHEAR GMP ERRE=RERET

Session 4: GMP requirements and Manufacture control for recombinant protein

BEAHZEHR GMP §#1%F K GMP requirements for recombinant proteins
¥ifgt, APEYRELHN
Chiang Syin, Ph.D., CQO, Wuxi Biologics

FE R B REES : — P ERNTRKR

Controlling Raw Materials/Ancillary Materials: A Major Source of Variability
Fouad Atouf i+, XEHHRZRASEIREDTIREI SR
Fouad Atouf, Ph.D., Vice President, Science-Global Biologics, USP

$ =X Day 3 24th May 2019

FREH : ARERERHAR

Session 5: Impurity Study of Synthetic Peptide
AR E KRR R X AT K

Strategy of peptide impurity research and regulation considerations

Jeff Jiang =+, XERMABEEEERAYMTINEARP O WRERE/HHIANAZE JBI7 HRERD
i &l E1E

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

XEAANTERSRERIFEZRRIFETFK

USP consideration and development of peptide impurity
Fouad Atouf {4, XEHAHRZASEKREYHRE SR

Fouad Atouf, Ph.D., Vice President, Science-Global Biologics, USP

AR ZIRAYRNZBREW S Impurity profiling of synthetic therapeutic peptides
Tt PRRECERLAIREH AR LS

Henry Ji, Ph.D., Associate Director, Analytical Research & Development, Chinese Peptide Company

EREBREANSREFA P RRS RREEEABESTHRFRN

Impurities and immunogenicity
BEFR, RHFAVERNERASERENRLE
Yangming Tang, Director, R&D Department, Hybio Pharmaceutical Co., Ltd.
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Session 6: GMP requirements and Manufacture control for synthetic peptide

FDA Z5¥ 4 =iz & X 5 H2E What to Expect During a FDA Drug Manufacturing Inspection
ZREELT, BREVERBVHLZE, IHEREREEYHARNBRAIE SEE

Jianjun Jiang, Ph.D., General Manager of Sinopep Peptide Division, Vice General Manager of Sinopep-
Allsino Biopharmaceutical Co., Ltd.

SR EZREFHREXE-&FT Quality Considerations for Peptide Manufacturing— Regulatory
Compliance

PR, EBYEERBMARAS B

Peter Zhu, President, Lianyungang ChemPharm Technology Co., Ltd.

Z K GMP 1 ZERIE B9 = Case study of GMP inspection

SOKIE L, REZEEYREBRNERA S 2K
Raymond Wen, Ph.D. President, Chengdu Shengnuo Biotechnology Co., Ltd

CEET L)/ ki More will be coming-+

SoXFR Participants :

BEHAERA. £, REX. EH/SMEK. A0ETT XML& E £ Y6 IS e R 25 /513 £
= ERAR  BRROFMFVEMES AR | BRTmHALRAR | REAFRAREETR | RERE. &
MBEEAL ) REMRAMRNZARTG/BFLEMAR | REHAS TS EBEBEHAR.
Biologics (recombinant proteins, monoclonal antibodies, insulins, synthetic peptides, cell therapy, blood
products, etc.) APl/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.

£ Location:

iR E BRI

InterContinental Shanghai Pudong

it - ERTIRRITX K 777 S

Address: 777 Zhangyang Road, Pudong, Shanghai China

(PEEHh S L KB (2S5, IS, NS, AS%) $47 5594 5 mins walk to Century Avenue railway station)
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