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[ Probability Model]
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[Dose-assignment rule]
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[Dose-finding algorithm]
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[Trial monitoring]
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Table 1 Dose-assignment actions based on the number of
patients treated and the number of patients who experienced
toxicity at dose i

Dose-assignment actions

Number of
patients 3 6 9 12
Number of
toxicities
0 E E E 5
1 ) S E E
2 D S S E
3 DU D S 5
4 DU S S
5 DU D S
6 DU DU D
7 DU DU
8 DU DU
9 DU DU
10 DU
11 DU
12 DU




[Simulation results]
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Table 2 Simulation results comparing the proposed method, the 3 + 3, the BCD, the CFM and the CRM

FEMIE Jietal. 200 2SO Z L.

Recommendation percentage at

dose level, py = 0.25 i Average
Toxicity number of

Dose 1 2 3 4 5 6 7 8 percentage’  patients

Scenario 1 5 25 50 60 70 80 20 95 none

Bayes % MTD 13 79 8 0 (V] 0 0 0 (V] 25 30
# Pts 7.7 16.1 58 0.5 0 0 0 0

3+3 % MTD 24 58 16 2 0 0 0 0 0 25 12
# Pts 4.0 5.0 2.6 0.4 0 0 0 0

BCD % MTD 10 78 11 1 0 0 0 0 0 24 30
# Pts 11.4 11.5 5.2 1.4 03 01 0 0

CFM % MTD 6 80 14 0 0 0 0 0 (V] 29 30
# Pts 5.2 16.3 7.5 09 V] 0 0 0

CRM % MTD 6 83 11 0 V] 0 0 0 0 27 30
#Pts 57 18.6 4.9 1.0 0 0 0 0

Scenario 2 1 2 3 4 5 6 25 50 none

Bayes % MTD 4] 0 0 0 2 22 62 14 0 12 30
#Pt 3.2 3.2 3.4 3.5 3.7 45 59 2.6

3+3 % MTD 0 0 0 2 3 21 46 8 0 11 27
#Pt 31 3.2 33 34 33 3.7 4.5 2.2

BCD % MTD 0 0 1 2 7 24 56 10 0 10 30
#Pt 3.2 3.6 3.6 35 3.8 5.4 4.8 2.1

CFM % MTD 0 0 0 0 1 22 61 16 0 12 30
#Pt 31 3.0 ER | 15 3.7 5.1 6.3 2.1

CRM % MTD 0 0 1 1 5 22 50 21 0 13 30
#Pt 31 34 33 3.7 3.6 4.4 51 34

Scenario 3 1 5 50 60 70 80 920 95 none

Bayes % MTD 0 79 21 0 0 0 0 0 0 22 30
#Pt 5.5 13.2 102 1.0 0 0 0 0

3+3 % MTD 0 70 28 2 0 0 0 0 0 22 13
#Pt 31 5.2 4.4 0.7 0.1 0 0 0

Table 2 (Continued)

Recommendation percentage at
dose level, p; = 0.25 o Average
Toxicity number of

Dose 1 2 3 4 5 6 7 8 percentage®  patients

BCD % MTD 0 60 39 1 0 0 0 (1] 0 22 30
#Pt 4.9 14.3 8.2 2.2 0.4 0 0 0

CM % MTD 0 56 44 0 0 0 0 0 0 28 30
#Pt 3.1 11.7 131 2.0 0.1 0 0 0

CRM % MTD 0 49 51 0 0 0 0 0 0 26 30
#Pt 3.1 13.0 120 1.8 0 0 0 0

Scenario 4% 40 50 60 70 80 90 95 99 none

Bayes % MTD n 2 0 0 0 0 0 0 67 41 19
#Pt 16.8 1.8 0.2 0 0 0 0 0

3+3 % MTD 38 9 1 0 0 0 0 0 52 43 6
#Pt 4.7 0.5 0.6 0.7 0 0 0 0

BCD % MTD 38 2 0 0 0 0 0 0 60 45 18
#Pt 12.6 4.6 1.2 0.2 0 0 0 0

CFM % MTD 38 3 1 0 0 0 0 0 58 42 14
#Pt 1.7 1.9 0.5 0.1 0 0 0 0

CRM % MTD 47 2 0 0 0 0 0 0 51 42 23
#Pt 20.2 25 0.2 0 0 0 0 0

Scenario 5 15 25 35 45 55 65 75 85 none

Bayes % MTD 3 41 21 7 0 0 0 0 24 30
#Pt 12.4 9.5 5.5 1.9 03 0 0 0

3+3 % MTD 29 37 20 7 1 0 0 0 8 26 12
#Pt 4.4 3.9 24 0.9 02 0 0 0

BCD % MTD 21 46 22 6 1 0 0 0 5 26 29
# Pt 10.6 9.2 57 25 0.8 0.1 0 0

CFM % MTD 15 44 32 7 0 0 0 0 0 27 30
#Pt 8.0 10.6 8.0 2.6 04 0 0 0

CRM % MTD 36 47 14 2 0 0 0 0 0 23 30
#Pt 13.8 11.4 36 09 0.2 0 0 0

Scenario 6 5 15 25 35 45 55 65 75 none

Bayes % MTD 2 24 42 24 7 0 0 0 0 22 30
#Pt 51 8.2 9.2 57 1.6 0.3 0 0

3+3 % MTD 9 28 34 22 5 1] 0 1] [\] 21 15
#Pt 3.6 4.3 i8 23 0.8 0.2 0 0

BCD % MTD 1 29 44 19 6 1 0 0 0 21 30
#Pt 68 8.7 75 4.4 1.9 0.6 0.1 0

CFM % MTD 0 14 49 29 6 0 0 0 1] 24 30
#Pt 3.9 6.2 107 7.3 1.8 03 0 0

CRM % MTD 4 37 45 12 2 0 0 0 0 20 30
#Pt 5.5 11.5 8.9 3.4 0.7 01 0 0

The selection percentages for the true MTD are in bold face.

0verall % toxicity out of all the simulated trials.

“The same exclusion rule as the one we proposed for our design is implemented for the BCD and CFM so that the trial will stop
early upon observation of excessive toxicity at dose 1.



