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MITF
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transcription factor; MITF

(Clear cell sarcoma; CCS)
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ASPS)
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Challenging
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OSCAR trial
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95%

95%CI

20 3 0.15 (0.032, 0.379)

20 4 0.20 (0.057, 0.437)

20 5 0.25 (0.087, 0.491)
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Thall PF and Simon R. Practical Bayesian 
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Biometrics, 1994;50:337-349.
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S Beta(aS, bS)

= aS(aS + bS), v = (1 - )/(aS + bS + 1)
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Decision rule
stop (promising)

stop (not promising)

< < & < continue
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Mean: 0.05

1
Beta(2.3, 43.7)

2
Beta(10, 190)
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Mean: 0.3

Beta(0.6, 1.4)
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n
1

Beta(2.3, 43.7)
2

Beta(10, 190)

L U L U
nmin = 15 . 3 . 3

16 . 3 . 3
17 . 3 . 3
18 . 4 . 3
19 . 4 . 3
20 . 4 . 3
21 . 4 . 3
22 . 4 . 4
23 . 4 . 4
24 . 4 . 4

nmax=25 . 4 . 4
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1 0.0559

2 0.0757

15 0.703

25 0.910
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Clopper-Pearson 95%
n 95%

15 3 0.200 (0.043, 0.481)

16 3 0.188 (0.040, 0.456)

17 3 0.176 (0.038, 0.434)

18 3 0.167 (0.036, 0.414)

19 3 0.158 (0.034, 0.396)

20 3 0.150 (0.032, 0.379)

21 3 0.143 (0.030, 0.363)

22 4 0.182 (0.052, 0.403)

23 4 0.174 (0.050, 0.388)

24 4 0.167 (0.047, 0.374)

25 4 0.160 (0.045, 0.361)
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ALS Functional Rating Scale
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1
maximum tolerated dose; MTD

Recommended phase 2 dose; 
RP2D
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Change point 
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MTD
MTD 1

2

PFS/OS (?)

relative dose intensity; RDI
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relative dose intensity; RDI
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Cycle 1

Total Dose: 
200*1.87(m2) 300
150*55(times)=8250(mg)
RDI:8250/8400=0.982

Cycle: 200 mg/m
2
/Day PO in 2 DIVIDED DOSES Day1-28

=> Planned Dose: 100* BSA(m2)* 2(BID)*28(day) [mg]

Cycle 2

2017/2/28 2017/3/28

Total Dose: 
200*1.87(m2)*2 300
150*53(times)=7950(mg)
RDI:7950/8400=0.946

3/12 evening 4/13 all
4/14 morning

RDI

48Hirakawa et al. (Submitted)

2000 -2012 CTEP/NCI* 1 9
(N = 141)

*Cancer Therapy Evaluation Program (CTEP) of National Cancer Institute (NCI)

0.00 < RDI < 0.50

P < 0.05
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RDI

1. MTD

2.

- -
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Postel-Vinay et al. Ann Oncol. 2016;27:214-224. 
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Real World Data

Regulation

Adaptive Design
Bayesian Method

Paradigm shift
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