%= C-19
FEmREMWEMARRBESE
VR 2 34 3 H 31 HBUE

HEES : 14401
WiRiER - EBHE (0)

ZeHARE : 2008~2010
SEREES 20500255
MEFRESL (FIX) EFELHEARICEITSFAFEEEORLOI=ODHETHAEZDHE
FEiEE4L (EX) Statistical Methodologies for Improving Predictability inClinical
Research and Development of Drugs

MEARE
Bl &5 (HAMASAKI TOSHIMITSU)
KRKRZF - EERMER - £HR
MREES : 40379243

ﬁ‘kﬁﬁ*‘k LT, Euuxuiﬁﬁﬁ%ﬁ?ﬁ%ﬁ@ﬂﬁﬁ%/ﬁﬁﬁﬂﬁF'ﬁ@%ﬂﬁfﬁ, =8 {3%/?_

3 xﬁ“%’oﬁﬁ@i%}:
B2 1RO L & e D) 1% B R L 72 MEEHRI T EORIZE - BRI 21770 o 72, L <IZ, 1) K&
DGR DM L3 25 7272T, KEOFEFE 2GRN 5 720 DR — A7 e 3 B AL
DA%, 2) EARY A XOEIEZRET 2 FEER MR T VA OB, 3) HE O LERHMm
XA b ORI OEAY A ZORREHO ka2 R Lz,

MR R OB EE (J£32) : Statistical methodologies for Improving predictability in clinical research and
development of drugs with shorten the time, saving the cost , and improving productivity were consi-
dered. (1) the exponential cure classification and regression tree (CART) was newly developed to inden-
tify the patients group with higher risks of remissions and recurrence of diseases, especially with appli-
cation of major depressive disorder and the statistical simulation for assessment of clinical trial designs
were performed with the models suggested model. (2) Performances of randomization methods fre-
quently used in clinical trials were theoretically and numerically assessed. In addition, issues in groups
sequential design with sample size modification based on multiple co-primary endpoints were discussed.
(3) Power and sample size determinations in clinical trials with multiple correlated continuous, binary
and time to events endpoints were discussed and some guidance was provided to how to consider the
correlation between the endpoints in power and sample size determinations.
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