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2019 Nanjing International DMPK Symposium — Workshop
2019 R H R & F I3

June 28,2019, E¥T

8:30-18:30 =M

Workshop |- L4 8:30 am —11:30 am

Symposium on Guidance for Industry — Drug-Drug Interactions

(LA AR VR BIF FE SIS ARE ) g

CSSX, Leading Speakers: Zhuohan Hu, , Ph.D., Dafang Zhong, Ph.D., Zheming Gu, Ph.D.
Yang Sai, Ph.D., Chunling Chen, Ph.D.

2 B 2 A L R B
TR S WD L, BB L, B L, L, BB SR

08:30~09:00 FF%:: FHF iy
e SR R
MUK CSSX 22 Al 45, A ik / e L

09:00~12:00 DDI & 5 J& i i8 2>,

PR AR N AR B A 41
BHELDL /TSR #5i84k DDI I EBR 5
B/ E . AR DDl I EE RS
RV =7/ PR AW (s /O E SN Y =
BT/ WAL IGPK DDl I EBK T

12:00-13:30 TAE4-% — DMPK TMV4H TAE I J2 it ie
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Topic 1:

Topic 2:

Topic 3:

Workshop Il -

T4 1:30 pm — 5:00 pm

Identification of Drug Metabolites-Strategy and Technology
LU E - FIGAIEOR

Lin Xu, Ph.D., Takeda, Linzhi Chen, Ph.D., BI, USA; Xiaoyan Chen, Ph.D., etc.

AR BRARE L, PRSEH I L
The strategy of metabolite profiling in early clinical drug development
FE 25 RAIT AR 250 AR 7 ) 5 5E g
Speaker: Lin Xu, Ph.D., Takeda, USA, &#kid 35 3 5 HH 1) 24
1) Human **C-ADME: why, when and how, A {4 **C-ADME
2) H/D exchange for metabolite identification, /7 A HAEAC P24 5 HH i)
W H
Speaker: Linzhi Chen, Boehringer Ingelheim, USA; FfRARETE L, ZHARAS B
w1, RHE
UPLC/Q-TOF MS 1B B3 A1 %5 58 AR it AR P 0 A S CEOd 245 3BT )
Speaker: Xiaoyan Chen, Ph.D., FREEHa1d L, A BBl 22 bl 25 W00 5 B

Q&A 30 min, 30 434 A&
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2019 Nanjing International DMPK Symposium

— Meeting Program

2019 (E/uE) MRERERAGRESN - SR

June 29,2019-2019 4 6 A 29 H, EHiA

08:00-08:10 %3517 Opening Remark: K< F BT+ Zheming Gu, Ph.D.

Sel- FE: BEHEL

Topic 1:  Characterization of Drug Metabolites in Drug Development under the
"Metabolites in Safety Testing" Regulatory Guidance
MR AU 22 VT (MIST) 8w 75 259 K e B Btk A7 At
VIR % E BT T

Speaker:  Griff Humphreys, Ph.D., Aranmore Pharma Consultants, USA
former Executive Director of Drug Metabolism of BMS
08:10-10:10 Griff Humphreys, Jii3% [Eljiti o AR P70 E

Topic 2: F§iE

Speaker: T EEk

NMPA CDE %t it 5lin R 2 32
Q&A: 20 min; 20 34 ] &
10:10-10:30 | %%EL (Tea Break)

RE . M b

Topic 3:  Utility of Clinical Pharmacology in Drug Development: Case
Examples
I R 245 B2 AE 25T R P IR - S48 iy

Speaker: Yali Liang, Ph.D., BMS, USA
P F A, s, KE

10:30-12:30 Topic 4:  Oligonucleotide drug development: DMPK and bioanalytical
perspective
FZERAYIT K : DMPK 54455 B ¥ Ay

Speaker: Linzhi Chen, Ph.D., Boehringer Ingelheim, USA
MRk G L, b ok, S

Q&A: 20 min; 20 3 # F] &5

7/15




12:30-13:30

FEVHE: BEEEA B IEER B HERAT (ABSCEX)

a3 - £ FOHEL

e 4- X

Topic 5:  Translational Challenges and Considerations in the Research and
Development of ADC Therapeutics
ADC ZiIERER R AR AN 5 R R R
Speaker: Baiteng Zhao, Ph.D., Profound Bio, USA;
B HaEE -+, Profound Bio, EH
13:30-15:30 Topic 6:  MIST Guidance in a Decade: Challenges in Bioanalysis: Current
Strategy and Practice in Industry
MIST 5 JE R AP 70 b BBk Tk 5 SRS A 52 ek
Speaker: Wenkui Li, Ph.D., Novartis, USA
A, EEEE
Q&A: 20 min; 20 7 ) 2
15:30-16:00 | ZSEK (Tea Break)

Rt

Topic 7:  Clinical pharmacology and biopharmaceutics in tisagenlecleucel
development
Car-T 417 v (tisagenlecleucel) FF % H Il PR 24 BE AN AE P il 351 )
HEE
Speaker:  Xu (Sue) Zhu, PK Sciences, Novartis Institute for BioMedical
16:00-18:00 Research R, i4£HI2y
Topic 8: DMPK Perspectives for Covalent inhibitor Development
LA TR A I 2 AR RN 259030 70 775 1&
Speaker:  Xu Zang, Ph.D., Genentech, USA
WA L, EREE AR, KHE
Q&A: 20 min; 20 438 7] &
18:15-19:45 @ E&
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June 30,2019 (2019 £ 6 H 30 H) EM#IH
Sréxs5— EFE:  Bih&iE L

Topic 9:  Pharmacokinetics-based Formulation Development through 505(b)(2)
Regulatory Pathway
PAZGAR g A, e R A B3 24 0T A g,

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

BUMEIEEE 1, AU 5T ot s 25 BORWT A AT BR A ) e 22 B

Topic 10: ADME Challenges in Discovery of Novel Therapeutics , Including
ADCs, Bispecifics, mAb and siRNA, etc.
U259 ADME $hik, BRI Y), BUR A4 hiA,
08:00-9:30 BHLZPLL S SIRNA %5
Speaker: Cong Wei, Ph.D. Biogen Inc., USA
PRSI, A2, K
Q&A: 20 min; 20 41 ] 2
9:30-10:00 758K (Tea Break)

44 6- EJE: Jenny Sheng {8+

Topic 11: MIDD and Regulatory Decision
BRG] 3 R ZYIT R AN PR R
Speaker:  Prof. Jin Yang, China Pharmaceutical University

WMEhHESE, T EZRR

Topic 12: 22 iy 254X3h 130 58 0712
Speaker: Chuan Li, Ph.D., Shanghai Institute of Materia Medica, Chinese
Academy  of  SciencesMethodology  for  Multi-compound

10:00-12:30 Pharmacokinetic Investigation of Chines Herbal Medicines
ZE)NHEE, HEEREERE EiE YT

Topic 13:  Application of population PKPD modeling and simulation to guide a
dose-finding study design in patients with Schizophrenia
R AA 2 A 24 88080 10 548 R T RS # 23 20E — 931l PR
Speaker: Lin Xu, Ph.D., Takeda, USA
PRk, Sl 2
Q&A: 20 min; 20 735 ) &
& JFBE & Panel Discussion: [ P4 AR *CIADME I8 B, YL FBSE
12:30-14:00 LT BT /56 [ B MR BROAR B R AR SR /T R S B e 28— B B 2T
e A LI N R B el R H
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e 7- TR BIEEER

Topic 14: #HKZ BN )15 4
Speaker: Jiansong Yang, Ph.D., MOISM
My WAL, R B R 2GR A IR A F]
Topic 15: Optical substrates for drug metabolizing enzymes and their
14:00-15:30 applications in drug-drug interactions
2y ' S R I A S FLAE 2R ELAE VR o i B2
Speaker: Guangbo Ge, Ph.D., Institute of Interdisciplinary Integrative Medicine
Research, Shanghai University of Traditional Chinese Medicine

SR A = A e R PRE TN S S e 2 T T
Q&A: 20 min; 20 4 i) 2
15:30-16:00 758 (Tea Break)

Grex 8- ERE: MRS

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

U H B EEREAR (QWBA) KLEGIHT 24T & H 18 H
Speaker:  Yating Xiong, Value Pharmaceutical Services
Topic 17:  [RIALERARIC S 73T SR BORAE B 24 5 AL BT 58 v (A B2
Speaker: Zheng Wang, Ph.D.
FiEtEL, KE
Q&A: 20 min; 20 735 ) &
17:30-17:35 Closing Speech, %]
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