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I 1: 2o A F oA AFE-H Dose-toxicity = A1
B2 SF3) Dosc(mg/m*) FA1 (pa) F42 (pn) 43 (pi3)
1 80 0.02 (0.02) 0.22 (0.24) 0.00 (0.03)
2 160 0.03 (0.03) 0.32 (0.30) 0.01 (0.03)
3 270 0.05 (0.05) 0.41 (0.39) 0.04 (0.04)
4 400 0.08 (0.08) 0.48 (0.49) 0.09 (0.06)
5 530 0.15 (0.15) 0.54 (0.57) 0.12 (0.09)
6 710 0.30 (0.30) 0.69 (0.68) 0.19 (0.16)
7 950 0.59 (0.59) 0.80 (0.79) 0.24 (0.31)
8 1200 0.83 (0.83) 0.89 (0.88) 0.59 (0.56)
9 1450 0.95 (0.95) 0.94 (0.95) 0.83 (0.82)
10 1700 0.98 (0.98) 0.99 (0.99) 0.98 (0.99)
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3 540 DM} A3 24 ] HlaL (6= 0.5)

= = D

Ha T N 594 9¢  wwdd __AZg  AUG
=4 DM 9795 168.80 261.03 268.63 -571.20 798.80
e FIT 9892 44.52 48.25 176.81 -390.13 737.78
a2 DM 7570 262.02 195.37 163.05 =777.98 342.02
FIT 9133 15.29 7.73 234.49 -953.57 999.75

=43 DM 9116 611.51 673.70 267.14 -308.49 1061.5
FIT 9116 169.90 175.73 215.31 -176.42 717.85

T 4: FAE SM33FITHHE ] MTD 4 gha 224 1] (0 = 0.33)
T4 244 _ L : EE R
N zew  w¢  wEdq @%@ #9%

A1 SM3 9392 337.76 333.21 198.17 -212.24 657.76 16.82

FIT 9884 28.02 35.58 239.40 —442.18 694.04 30

=9 SM3 4307 114.18 71.70 64.16 —-205.83 114.18 7.88

e FIT 7563 —54.48 -77.54 185.43 —-741.01 193.47 30
=243 SM3 9348 572.48 471.82 287.40 —227.52 892.48 17.74

= FIT 9145 220.23 217.77 266.51 —-684.13 971.60 30
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Maximum Tolerated Dose Estimate by Curve Fitting in
Phase I Clinical Trial

Eunha Heo, Dongjae Kim!¢

“Department of Biostatistics, The Catholic University of Korea

Abstract
The purpose of a Phase I clinical trial is to estimate the maximum tolerated dose, MTD, of a new drug. In
this paper, the MTD estimation method is suggested by curve fitting the dose-toxicity data to an S-shaped curve.
The suggested MTD estimation method is compared with established MTD estimation procedures using a Monte
Carlo simulation study.

Keywords: Phase | clinical trial, Maximum tolerated dose(MTD), dose-toxicity curve.
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