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International Workshop co-sponsored by Yokohama City University & FDA (United States Food and Drug
Administration) Biomarkers for Development of Biological Products and New Therapy
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[9:30 — 10:00] Opening/Introductory Remarks (B OFER L ORE)
Tsutomu Fuse, PhD, President, Yokohama City Univers ity Az K2R
Shuichi Kishida, Councillor for Pharmaceutical Safe ty Minister's Secretariat
Ministry of Health, Labour and Welfare  EA %A KE'E EEi&E

Chintamani D Atreya, PhD, Office of Blood Research and Review, CBER/FDA

[10:00 — 12:00] Morning Session: Search and Transla tional Research on Biomarkers ( /31 A~ —71—

PRIR B L UG LAFE)

10:00 — 10:25 Proteomics in the Search for Biomarke  rs: Current Status and Future Prospects (NA A~
—H—ERIIBIT AT T A I 7 ZOBR L BY) Michail Alterman, PhD, Division of
Cellular and Gene Therapies, Office of Cellular, Ti ssue and Gene Therapies,
CBER/FDA

10:25 — 10:50 Human Proteomes in the Search for Dis ease-Related Proteins  (JEJEEIK # > 77 DEEFEIC
BF5H e F 7w 74— L) Hisashi Hirano, PhD, Department of Supramolecular
Biology, International Graduate School of Arts and Sciences/YCU

10:50 — 11:15 Genes Relevant to Cellular Polarity:  From Mouse Models to Human Diseases
(MM E RIS T« ~ 7 AETANBE FORRT)

Shigeo Ohno, PhD, Department of Molecular Biology, Graduate School of Medicine/YCU

11:15 - 11:40 Translational Research utilizing Imag  ing Biomarkers  (f A—Y > 7 « A F~—h— %5 H
L 7= L#F%E) Tsuneo Yano, Riken Center for Molecular Imaging Sci  ence

11:40 — 12:00 Discussion  (#7

[12:00 — 13:15] Lunch Break and Poster Session (BREBLIOKRAZ—& v 3 V)

[13:15 — 15:45] Afternoon Session 1: Biomarkers for Development of Biological Products and New

Therapy ( ZE#HH & BHIBIRIERFE DT DA F~—T1—)

13:15 — 13:40 The Critical Path to Drug/Device (Com panion Diagnostics) Co-development (aoR=Fr
ZWr D72 DI  HEM RIS IC T 722 U 5 ¢ L3 R)  Dr. Sousan Altaie, PhD,
Office of In Vitro Diagnostic Device Evaluation and Safety, CDRH/FDA




