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First-in-Human Trial Seminar & Workshop:

An MHLW Core Hospital Seminar,
supported by MHLW grant for promoting clinical research

Organized by *
General Clinical Research Center, Oita University Hospital
Clinical Pharmacology Center, Oita University Hospital
Co-organized by :
Clinical Research Assist Center, Fukuoka University Hospital
Clinical Trial Center for Developmental Therapeutics, Tokushima University Hospital

Abstract

Oita University Hospital is one of the few core clinical research centers designated by the Ministry of
Health, Labour and Welfare (MHLW). The university organized this “First-in-Human (FIH) Trial Seminar”
to promote early clinical development in Japan. Planning FIH studies involves more than designing the
study. FIH studies must be conducted not only safely, but also scientifically, with clear scientific objectives
and hypotheses driven by the basic and clinical concept for the compound(s) that the program is testing.
The primary objective of traditional FIH studies was to evaluate the tolerability of an investigational
compound by identifying the maximum tolerated dose (MTD) in human subjects. However, the objectives
of the FIH studies are multiple nowadays. For example, “exploratory” clinical studies involve limited
human exposure, have no therapeutic intent, and are not intended to examine clinical tolerability. Non-
clinical requirements (e.g. non-clinical toxicology studies required by ICH M3 R2) vary based on the FIH
strategy with the starting and maximal dose estimated differently. The plan to execute non-clinical studies
to support initiating FIH studies must be critically evaluated prior to administering an investigational
compound for the first time to humans.
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Government policies for first-in-human study in Japan

g BT BT EESBEEBUSRARIREIARITER
Takeyuki Sato  Office of Clinical Trial Promotion Research and Development Division, Health Folicy Bureau,
Ministry of Health Labour and Welfare
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1R STEEANER REEA SRS (Pharmaceuticals and Medical Devices Agency)
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Fig. 1 BEBRERBBOHER (BEEMH)
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D, BBRRREOEMH, BEORRMEZEDDL I L
BWIAT 4 I R_R=¥ 3 V2K BEERERED
ERNLBIFOFETT.
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XA EHI O VAER, translational research (TR),

*2

B4 HBEREFREN. FoaRREELS P EHEORMREE LIZBT 2RESHE I OWT (AR, F

K22 2H22H [EBF 02225865 . Available from : http://www.mhlw.go.jp/shingi/2010/01/d1/s0119-10a.pdf

*3

kantei.go.jp/jp/sinseichousenryaku/sinseichou01.pdf

FRERE~ [TRaBE] BEOYF VA~ FR2FE6A18H BEHERE. Available from : http://www.
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AENBZRFIZH D, drug lagDERD 1D &F
Z6hFET. ZOXIRRWAEITEL, HAIE
B CHERREBRZEML, HARBOETNAESH

W EEEREAHLEO LS Z LT
BAERICE, REPHAREIE TS AEARED
PR - B0 RH - FERIEERAER 2 EiE T
BEEB L4 VT T EEMRT L TEDERER
AEASE (BA, @ - BEEREEE, RO
EIE) JLIOBEE WIS L, 83
BEIC LTS, BRI —FT 13— % —
(CRC) &AM, BWiEESOBMEOKREE
AT e i, HAOBRE SR S
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LORBELHEBIILEFVY VICHZ S
ZEMTEELTH, X561, PMDA (EHRERE
HHRBEEE PEIRMMEHLRERL, ¢
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A D Y. 201 DOBESERIE R
T¥. GCPAKHE T O EiFRAF 22 53 52 56 7 BE 75 Al
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- BROEZIDICEELZDITEDD EEA
2, BEHICKTAHRMAREFERTSA5E M
VD THHREWE L 5T 5 B SEE X hTn
ZLVn3ZETY. —EORENFERH IS L
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(Table 3).
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. EBICEBE SN B IEEIKT -4, GMP, f#
WENBEEZOZL —F, BOENI2DDH]
EOFTRERETSHTL & D 2.
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