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08:30-11:50

08:30-08:40:

08:40-09:10:

09:10-09:50:

09:50-10:10:

10:10-10:50:

10:50-11:30:

11:30-11:50:
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June 29, 2019

Section 1: H i E TR PR/ Current Status of Immunogenicity Evaluation

25 I %%/ Opening Ceremony

Ui (hEAHZSAYFH T Z 5143 [ Professor. ling Ma(Toxicology

Professional Committee, China Pharmacological Society)

CDE X F 43 J5 PR i) #A 45/ CDE perspective on immunogenicity testing.

TBD CEZK &2 5 B B R 24 @ PEHR 0y )/ TBD (Center For Drug
Evaluation, China)

5 PR e 0% IR PR BIIR AN Bk %/ Current status and challenges of clinical

immunogenicity evaluation.

BN (E K Bl g avr it sodl Chigas i BAEMFE AR R AR~

"] ) ) /Dr. Xiaoping Zhao (National Shanghai Center for New Drug Safety

Evaluation and Research(Shanghai Innostar Biotech Co., Ltd.))

KB/ Tea Break

2019 fix FDA 85 JE I fi# 32/ Interpretation of FDA Guidance issued 2019.
fEts (Ex Bl 2t s (CEERw BAEYMEARBROAAIRA
H]) ) /Dr. Xinyi Ren (National Shanghai Center for New Drug Safety Evaluation
and Research(Shanghai Innostar Biotech Co., Ltd.))

e 25T b G iR 1 XURS: IR PEA / Immunogenicity risk assessment during

biologic drug development.
Dr. Sheng Dai (Boehringer Ingelheim)

R/ Q&A


http://www.baidu.com/link?url=zPAsvBP7nT_5x9a8d5iF10ukqsRuQdfjfQztvG0rthZPUpoTU2nOirjIqeQ2dvip

13:00-17:10

13:00-13:40:

13:40-14:20:

14:20-15:00:

15:00-15:20:

15:20-16:00:

16:00-16:40:

16:40-17:10:

20194 6 H 29 H

June 29, 2019

Section 2: IR MW ¥k FES M7 K B HE #E 32/ Immunogenicity
Testing, Sample Analysis and Interpretation of Data
AR PR e 2 514 PE4 / Immunogenicity evaluation in nonclinical.
Ui (hEAHZSAYEH T Z 5123 / Professor. ling Ma(Toxicology
Professional Committee, China Pharmacological Society)
FL BRI PR G928 TP IXURS: FR 425/ Risk assessment and control in early clinical
trail.
HRERER LR E PR 2 —EPt) /Jianzhong Shentu(The First
Affiliated Hospital of Medical School of Zhejiang University)
G g8 5 7 VR SR R AIF ) St AT 2% B/ Implementation and consideration of
assay validation.
fEftE (B K B2 2 vt i (g v BAYRAR R A IR A
H]) ) /Dr. Xinyi Ren(National Shanghai Center for New Drug Safety Evaluation
and Research(Shanghai Innostar Biotech Co., Ltd.))
KB/ Tea Break
AR IEBEBUARIBRER . 71 AHAEE/ Challenges, modulates,
expectations and the way to select antibody in Nab studies.
Dr. Weifeng Xu(Merck & Co. Inc.)
e PR e 5 SR PR A< B BH AR ™ T il - S 1 2 S FLAth/ Negative and
positive of Clinical Immunogenicity - Cut Point Determination and Beyond
R (CZZPEAYD) [ Dr. Rong Zeng(Amador Bioscience)
FEIRATT/ QRA



08:00-12:00

08:00-08:40:

08:40-09:20:

09:20-09:40:
09:40-10:20:

10:20-11:00:

11:00-11:40:
11:40-12:00:

2019 6 H30 H
June 30, 2019

Section 3: F3% JF M I P-AS B R4 E/ Immunogenicity Testing Strategy and
Case Study
RIS, X A 25 S S A% RS FIE AN 250/ In silico analysis of
immunogenicity risk and computationally-guided deimmunization of biologics
Professor. Chris Bailey-Kellogg(Dartmouth College)
AN PBMC, B S58 VAN B E 250 S % SR PR3 AT R4/ Preclinical
immunogenicity assessment of protein therapeutics by using human PBMC,
Professor. Karl Griswold(Dartmouth College)
KB/ Tea Break
JE9 25 B B3 BRI 1 S 22 SR L R4S /iImmunogenicity assessment of
AAV-based gene therapy.
Dr. Ronghua Meng (Spark Therapeutics,Inc.)
FEWNALL 245 1) I R G 2 JEL P AT/ Immunogenicity evaluation of biosimilar

drugs in clinical study.
Dr. Yong Chen (AstraZeneca,Inc. )

TBD
F T/ QA





