2019 Nanjing International DMPK Symposium — Workshop
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June 28, 2019, EHiH
8:30-18:30 % M
Workshop | — E4 8:30 am — 11:30 am

Symposium on DMPK Studies for IND and NDA Submission in New Drug Development
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CSSX Industrial Group, Leading Speakers: Zhuohan Hu, Ph.D., Zheming Gu, Ph.D., Ziwei Zhao, Ph.D.
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Workshop Il = 4 1:30 pm - 4:30 pm

Identification of Drug Metabolites-Strategy and Technology
PR P — SRIEAIEOR
Lin Xu, Ph.D., Takeda, Linzhi Chen, Ph.D., Bl, USA; Xiaoyan Chen, Ph.D., etc.
TR BRARE L, REH L

Topic 1: The strategy of metabolite profiling in eatly clinical drug development
FELSH IR RTI A R SI 25 M A P e e
Speaker: Lin Xu, Ph.D., Takeda, USA, #RAk1E 1, 35 E L H #1125

Topic 2: 1) Human "“C-ADME: why, when and how, Ak “C-ADME

2) H/D exchange for metabolite identification, &/ fiacreA =% & rh i b
Speaker: Linzhi Chen, Boehringer Ingelheim, USA; BRbkE+, kg i, £
Topic 3:  UPLC/Q-TOF MS i& B fl1 4 € AL WA dt h AR P M0 Sk CRLAR S8 704D

Speaker: Xiaoyan Chen, Ph.D., FREHE L, b [ B2 e E g 25401 72

Q&A 30 min, 20 73l )%
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June 29,2019 - 20194 6 H 29 H, EHiN
08:00-08:10 H%#=£1H] Opening Remark (i #5 B &+ Zheming Gu, Ph.D.)
44 1- ERE: Jenny Sheng L

Topic 1:  Clinical Pharmacology and Pharmacometrics in China: Science,
Regulation, and Beyond - BMS Experience
e PR 245 B2 M R 24 PR A2 R o, VR R AT - Tt Bt R 42 0

Speaker:  Jenny Sheng, PharmD, Ph.D., BMS, USA
Jenny Sheng 18+, jtivi =, EHE

08:10-10:10 Topic 2:  Translational Challenges and Considerations in the Research and

Development of ADC Therapeutics
ADC ZyLEmT A AL PR A5 18 R R

Speaker:  Baiteng Zhao, Ph.D., Profound Bio, USA; &4/l

Q&A: 20 min; 20 4%l il &
10:10-10:30 ZREX (Tea Break)
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Topic 3:  Oligonucleotide drug development: DMPK and bioanalytical perspective
HZERAYIT R : DMPK 54955 Hr il £
Speaker:  Linzhi Chen, Ph.D., Boehringer Ingelheim, USA
1377 S L 7 N < 955 ¢ P S S
Topic 4: ADME Challenges in Discovery of Novel Therapeutics , Including ADCs,
10:30-12:30 Bispecifics, mAb and siRNA, etc.
BT 251 ADME Bk, BIEHUA-ZGYIMRE 25, XU Hiik,
PP LL I SIRNA 45
Speaker: Cong Wei, Ph.D. , Vertex Pharmaceuticals, USA
PR L, fRZRHIZY, £H
Q&A: 20 min; 20 73 Bh M %&
12:30-13:30 TR R
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Topic 5:  Updates on FDA's Drug-Drug interaction (DDI) Guidance - In Vitro and
Clinical
FDA Zi¥A HAEF (DD 487 ¥ 5 Hr- 1 4TI R

Speaker:  Xinning Yang, Ph.D., Office of Clinical Pharmacology, Center of Drug
Evaluation and Research, FDA, USA
Mirritit, S5 FDA, CDER, IGAKZEFEES]

13:30-15:30




Topic 6:  Optical substrates for drug metabolizing enzymes and their applications in
drug-drug interactions
LA 27 SR BORIE A S FEAE 245 AH LA R A o B 52
Speaker: Guangbo Ge, Ph.D., Institute of Interdisciplinary Integrative Medicine
Research, Shanghai University of Traditional Chinese Medicine
) WA, R B 2RSS ORI I B
Q&A: 20 min; 20 4 i) 2
15:30-16:00 %<& (Tea Break)
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Topic 7:  Clinical pharmacology and biopharmaceutics in tisagenlecleucel
development
Car-T 4liffay7% (tisagenlecleucel) FF& Hlfi A 24 B A A 4y 371 ) 2 22
éa

Speaker:  Xu (Sue) Zhu, PK Sciences, Novartis Institute for BioMedical Research
RVF, WitEHIZ

Topic 8:  DMPK Perspectives for Covalent inhibitor Development
A IR A B 25 A AN 2580 ) 25

Speaker:  Xu Zang, Ph.D., Genentech, USA
R L, ERZERE AR, KHE

Q&A: 20 min; 20 74 [a] 2

16:00-18:00

18:15-19:45 -3

20:15-21:45 Panel Discussion (JH &)
June 30, 2019 (201946 H 30 H) EHH
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Topic 9:  Pharmacokinetics-based Formulation Development through 505(b)(2)
Regulatory Pathway
DAZGARON AR, e R LGB 25T R g,

Speaker: Bill Wei, Ph.D., CEOQ, Innovaco Pharmaceuticals, Inc.

08:00-9:30 B, B RIS 2 AR 0 A IR R S 48

Topic 10:  AEW045 850: I I AR AR 2

Speaker: ki, FEHIZ

Q&A: 20 min; 20 434 a2

9:30-10:00 Z# (Tea Break)
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Topic 11: Clinical Modeling in Efficacy and Safety Evaluation: Phase 111
ELOQUENT-2 follow-up and post-hoc analyses on progression-free
survival and tumor growth

Speaker:  Jenny Sheng, PharmD, Ph.D., BMS, USA
Jenny Sheng féi-t:, Hiti=®,
Topic 12: MIDD and Regulatory Decision
BRG] 3 25T KA PR
10:00-12:30 Speaker:  Prof. Jin Yang, China Pharmaceutical University
MEh#Ea%, HEZRRY:

Topic 13:  Application of population PKPD modeling and simulation to guide a
dose-finding study design in patients with Schizophrenia
I AR 2 245 8080 71 546 SR YT R AR 23 ZUE — I PR 6

Speaker:  Lin Xu, Ph.D., Takeda, USA
IR s, 5 [ U | 24

Q&A: 20 min; 20 73 a2

12:30-13:30 R

el - ERFE: BIEEEE

Topic 14: MIST Guidance in a Decade: Challenges in Bioanalysis: Current Strategy
and Practice in Industry
MIST 45T JEUR AP 0 b 0Pk AR: Tl 5 S A S e

Speaker:  Zhe-ming Gu, Ph.D., Value Pharmaceutical Services

13:30-15-30 BT, T T

Topic 15: MIST Guidance in a Decade: Review of Biotransformation Perspectives
and Strategies
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Speaker: £§iE
Q&A: 20 min; 20 4y i) 2
15:30-16:00 758 (Tea Break)
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Topic 16:  [AIALERARIC S 73 T AR BT B 245 5 AL AT 5T v B N P
Speaker: Zheng Wang, Ph.D., E1EW+, XK

Topic 17: Quantitative Whole Body Autoradiography (QWBA) and Its Application
16:00-17:55 in Innovative Drug Research and Development

SE B4 G H R EOR (QWBA) B AL B8 25T A v (1) 5
Speaker: Yating Xiong, Value Pharmaceutical Services, AEMELs, L5 J70%
Q&A: 20 min; 20 4% ] &
17:50-17:55 Closing Speech, %%






