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W48 Conference Introduction:

EYEANEEERESKCEARXER, AT HREAMEARLTHNRBE, —E8fXXE.
BIFA 2B HYHAITIE, EBYE Topl0 HEFLIETFETIL, RIALBRNTHEN
TME. BEERAESMENLEE SBERNXY, TEREAYFV2IAHEDLRSY. £#8x
EUARER L, HUA-AWEEY (ADC) MMFRUNAEHIE T BEHR, #—FSHTHES
M VNZTHER. EERUEENRERT, RERGEZL~UE 2023 FRETERNEFRIE.
XERRARLEEEIER (US FDA) ER#MAT RRESMAAYEX LT, X—EERMEMHISE
EFR AN REC LR L SERVERR, FNMXEET HEREAY S WA AMKTE, BA
REEYMEAFVHERCARITT T HRE.

MEAYNREEH SAMREXRERNIND, HETEBURE. BT, £REHNSEZSAT
H, RREADTEYSF. BREYSF. FUESEESSMOTER, FFRMNRITFLRE LHE
TENFameEaARERE., XTHREGYESLLUmE, BADTEN. BEXEENHYRER
. BREANZEEINRETER—MEEREMENES.

EXEHNRZRS (USP) tENEE 200 ZEH LN RRETEFENS, BOTHERBTHKE
AMMRENRE. TEUTHANRHINERBXATR, IUESRBRRAME T SBA ST,
USP R4 TN AR, AL E/LEF, USP—ERRSERAMBEXTZRSEE B
NEYEAF mRERTT.

FERFWLRTREERNARIEF EVAE. ENBEVNE. ERBDHREFTD.
CRO/CMO AR, MR EART RN G, BESEIREREL . BADT. BHEITEFXR. T
ZHAERFZATERTARANZRMNR . BEPZLENUR, SSEFRERBRNT BIRAEH
VN RFNSMEARER, ARKO\ART =L RREEEM . BNHPFSEXBRITHESR
ISR R AR, ANEBES M R TTR

The field of biologics has attracted worldwide attention in recent years, and therapeutic antibody drugs have been
the focus of attention as the leading ones. Looking back at the ranking list of the world's best-selling drugs over
the years, antibody drugs account for half of the Top 10 list, showing strong market potential and value. With the
support of technological progress, regulation and policies, China's antibody drug industry is showing a vigorous
development trend. On basis of monoclonal antibodies, antibody-drug conjugates (ADC) and bispecific antibodies
have also made significant progress, further promoting the diversified development of the antibody drug industry.
In the context of global cooperation, China's antibody drug industry has made significant international
breakthroughs in 2023. The US FDA has approved two domestic antibody drugs for marketing in the United States,
marking a milestone event that indicates the quality of domestic antibody drugs has gradually been in line with
international standards. This achievement not only demonstrates the strength and level of China's antibody drug
industry, but also opens a new chapter for the international development of China's biologics industry.
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The quality control and analysis of antibody drugs is a crucial step, covering many aspects such as physicochemical
characterization, bio-activity analysis, and impurity control. These processes require the use of various advanced
analytical techniques such as molecular biology, cell biology, mass spectrometry, and chromatography, and
involves the management of the entire product life cycle from design and development to post-market changes.
For antibody drugs manufacturers, improving analytical capabilities, establishing quality standards, and ensuring
the safety, efficacy, and quality control of products are challenging tasks.

USP is a drug quality standard-setting body with a history of more than 200 years. It is committed to developing
public standards and related programs that help ensure the quality, safety, and effectiveness of drugs and foods,
and has made outstanding contributions to improving global health. USP has been paying attention to the
development of the field of biological products. In the past few years, USP has been actively communicating and
collaborating with domestic stakeholders to jointly improve the quality of biomedical products.

This workshop brings together scientists and opinion leaders from domestic and foreign drug standard setting
organizations, regulatory agencies, antibody drug research and development production enterprises, CRO/CMO
organizations, and academic institutions. Participants will engage in in-depth exchanges and discussions on topics
such as standard establishment, physicochemical analysis, bio-active method development, process-related
impurities, and more. The workshop will provide a valuable platform for participants to exchange ideas and
promote the development and innovation of the antibody drug industry. By sharing experiences and perspectives,
participants will be able to gain insight into the latest developments and technological progress in the field of
antibody drugs, laying a solid foundation for future research and industrial development. We look forward to
discussing the future development of the antibody drug industry with you and making greater contributions to
human health.

5435 Who Should Attend:

AT MY IERNERZ/FFET . HERAR, BREMMENESAR, BRFETHFLA
R, REBARAREETR, REME. FAKEAL REMNEAMRNZARTG/BALAAR,
AR E A XN & ERBSGBAIA R

Therapeutic antibody drugs 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 workshop.

2Pt & Location:

g2 E MBRRIERE InterContinental Shanghai Pudong
it ERETORRIK K 777 S
Address: No.777 Zhangyang Road, Pudong District, Shanghai

<WIEE Language:

/X (IREEEZRRSS) Chinese / English (simultaneous interpretation will be offered)
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2WEFBERRE Topics and Speakers:

#—X Day1 17" April 2024

tREET 51RE Standards Establishment and Improvement

EEAREYEGE RAWIREHRE Overview of USP Biologics and mAbs Standards Update

Annu Uppal, XEAHRZRSRFESSHEBEE
Annu Uppal, Director, Scientific Affairs & Strategy, USP

BhH#AY: RESKEXE mAbs Drugs: Quality and Regulatory Aspects

Susan Kirshner, XERMAMBEEERAMTENTARFOEDFR
Susan Kirshner, Biologist, CDER, US FDA

BhtmP R SRS ENARHER

Research Progress of Analytical Methods of Tween Content in Monoclonal Antibody Products
/B, PERRARKEARRETEINERE

Xiaojuan Yu, Division of Monoclonal Antibody Products, National Institutes for Food and Drug Control
(NIFDC)

AEROITIEHIFEMER  Endotoxin Analysis Control and Regulatory Requirements

5%, TERAAAKENRREAEEEE
Hua Gao, Former Director of Pharmacology Department, National Institutes for Food and Drug
Control (NIFDC)

IB{LRAE Physicochemical Characterization

PEGVRRARERE

Development Status and Prospect of Antibody Industry in China

B, PEEATIVESROTEYHRR. THFARLSLE

Jemilia Chen, Researcher & Marketing Director, Chinese National Pharmaceutical Industry Information
Center

£y mREREFR PN EE R ARER

Analytical Procedure Life Cycle in Biologics Quality Control
Amanda Guiraldelli Mahr, XEZ#HH#ERESHFEFRIE
Amanda Guiraldelli Mahr, Scientific Affairs Manager, USP

REXE: FRS5ERAXERS T

Quality Considerations: Product and Process Related Impurity Analysis
Annu Uppal, 2EAAZRASRZELSSHIEEE
Annu Uppal, Director, Scientific Affairs & Strategy, USP
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SWEHERRE (4:) Topics and Speakers (Cont.)

STEEREOCEAEEYHRERF KA

The Application of Analytical Ultracentrifugation (AUC) in the Quality Control of Biopharmaceuticals
FNE, FERFEARFESLETFREE/SRIEID

Wengqi Li, Facility Manager of Protein Purification and Identification/Senior Engineer, Tsinghua
University

ADC A REIEFIBkE ADC Drugs Quality Control Challenges
FHEFY, REEVTIHES)RNDARLSRERR DL
Guiping Qi, Director, Quality Research, RemeGen (Yantai)

$ X Day 2 18" April 2024

£ ¥3EM Biological Activity

USP @MI<86> “fE HEARFIHTHRANSZTEMR" MNSHIZH
USP General Chapter <86> and Endotoxin Control

Huiping Tu, £EZ#ZERSRSRITBUARERNYR
Huiping Tu, Senior Principal Scientist, Science-General Chapters, USP

EEHHMIBN <1108>: ¥ Fc 1SR AI i

USP GC <1108>: Assays to Evaluate Fc-mediated Effector Function
Xiaolei Zhuang, EEZHERLSRENH LB TEHBHER
Xiaolei Zhuang, Principal Scientist, Global Biologics, USP

AQbD EEZEETHMEEINEM B TTIEF R PN FH#E

The Application of AQbD in the Development of Methods Based on In Vitro Biological Activity
Analysis

BRirte, LT REBEARCEMRR £ UAREYH &/MEYETREIFTK

Xuhua Duan, Deputy Director, Division of Biochemical Drug & Biological Products/Microbiology,
SIFDC

ADC S FEYEMINERESNER

Considerations for the Establishment of Biological Activity Standards for ADC Molecules
M2, HAREREDEARGRASE SR

Liming Shi, Vice President, WuXi XDC Co., Ltd.

TRz EM DR {ESLE Best Practices of Antibody Drugs Potency Analysis
£54, PRHEAFRREARTANFESTEARADTA

Jixiang Jiao, Senior Analytical Technical Lead for Global and China, Roche
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T Z#% %R Bio-Process Impurities

SWEHMERRE (4:) Topics and Speakers (Cont.)

MAEAEYM T EZTE Changes of Antibody Drug Analysis Methods
TR, BESRBETEDEARTERATDIREEENTRE

Min Ren, Executive Quality Director, Keymed Biosciences Inc.

IR ERANERTRMBREES Impurity Study and Quality Control of Bispecific Antibodies
fRIE, RINAZREVHARBERLASE RENTA
Hui Xiong, Quality Head, Wuhan YZY Biopharma Co., Ltd.

EEHRIREIFEYF P HCP 47

USP Standards to Support Residual Host Cell Protein Analysis in Biopharmaceuticals
Ying Han, ZEEZ58ERSLEREY S EEIIFORRISER

Ying Han, Senior Scientist Il, Science-Global Biologics, USP

BIEEAER G SAETAEZEEORNPHNHAHAR

Study on Application of Mass Spectrometry in Detection of HCP of mAb Products
FLH, EEMEMRARREMRRECGREDE RIBEYERADZERITE
Hongrui Yin, Deputy Head, Department of Recombinant Drug, Division of Biochemical Drug &
Biological products / Microbiology, Shanghai Institute for Food and Drug Control

PLA A REIEH T HCP 54T
HCP Analysis in Antibody Drug Quality Control

¥, FREMHA (M) BRAS) £WEMSTEE

Zhen Li, Bio-activity Analysis Manager, Innovent Biologics (Suzhou) Co., Ltd.
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$< % Conference Pricing:

SRR

Participant Type

SR%H
Standard Registration
Rates

BEE{LE
(2024.3.25 AUk &% %)

Early Bird Discount until Mar. 25"

HRAMLE

Group Discount

1> Industries

RMB 2,300 Jt/A

RMB 1,950 Jt/A

Bl —E A5 = A 50%37$0

BUFHAG . RIABTAR
Government,
Research Institutes

RMB 1,850 Jt/A

RMB 1,500 Jt/A

50% discount for 2 or more people
from the same organization

31 1L SRREARWHE. A%, FRETER, HtHARHE,

Including fees of attending, conference materials, coffee break and lunch only.

2 RFRRG—LHERE. BERE, URRINTTRIWEEEE.

Please arrange accommodation by yourself.

B Register Procedures:

1. EZIREA: USP o 5E)hxES

Make online registration and payment by Apr. 10", 2024.

USP-China AR UK :

Wk A Beneficiary:
= Account No.:

R1T Bank:

USP-China account (RMB)

EAMAVER A RARS (L) BIRAF
6841 12464 120
EXERTARAS LERTT

www.usp-edu.org, #HRE/HFEEILH: 20244 A 10 H

2. REABRIW: ARAR- BINFTRSEHHE0HR (ELRNIERERESE) | SR%G—

AEBTREESS

HHRFE

Content of Invoice — “Training fee”, or “Service fee”, or “Consulting fee” (Please select during registration).
E-invoice will be sent by email after the workshop.
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