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« Randomize the people

— Using a method that gives them all an equal
chance of being chosen
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* Fisher RA, et al. (1923)
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« Amberson JB, et al. (1931)
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 British Medical Research Council (1948)
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« FEITFRAUE
—ETETOHIRE (TTP:time to progression)
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Mouridsen H, et al. JCO 2003;21:2101
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Letrozole (n = 453), median TTP 9.4 months
- - - -Tamoxifen (n = 454), median TTP 6.0 months

Hazard ratio 0.72, P < .0001

n—free

‘in
£}
@
o

Pre

Maonths
Mouridsen H, et al. JCO 2003;21:2101
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e BIRIUFRAE
— BERTHEAR (TTF:time to treatment failure)
— RIGETOHIRE (time to response)
— £ 4 7FHAR (OS:overall survival)
— &% &t (ORR:overall tumor response rate)
— BEERBY £ (rate of clinical benefit)
— &% (safety)

Mouridsen H, et al. JCO 2003;21:2101
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% it> (response)

- 3N AZDBEF M TEE R (CR:complete
response) &=l # 57 &It (PR : partial
response) MEESNDH &

- SEERIGITEEDTEHEK., B4 =it L&
B D50%LL EDfE/IN (WHOFRZE)

— ¥ I TIXRECIST (response evaluation
criteria in solid tumor) A RS A HV 124
Mouridsen H, et al. JCO 2003;21:2101
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« EMIURRAk (true endpoint)
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. ﬁ%’i-zbﬂ‘«(/ ~ (surrogate endpoint)
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HETHADTHLGNS, (Meinert CL, 1986)

R KRR 3R E ARG AR 29




KBIURRAU DA

KREIVEFRAUE BEOIVRRAUE
mfaLX57Fa0—)LE IDEREBOFRSE

£ & MER. NNEESORE
M #E{E WERASHEDFEAE
iEREEHUNIES &St

ER IV SE

IDEEEIEIE DAREDFRSE
MmEFEE FIDE . DAEE

CD4') >/ \Bk#L AIDS3E

AR IE RAPEDIREF LS

R KRR 3R E ARG AR

30



. B

CAST

- Cardiac Arrhythmia Suppression Trial -

- MABIREDDAEERDEARTEFTHIRD
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— encainide : EZ4324 vs. T5+t7
— flecainide : #3234 vs. 7517
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« EE 45% vs. FS5tR 1.2%
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R42545

o IEH 7.7% vs. TS5t 3.0%
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