


Phase 1 clinical trial
« Maximum tolerated dose (MTD)
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Modified Fibonacci

Starting dose (=100%)

Second dose (=200%)

Third dose (=200% x 167% = 334%)
Forth dose (=334% x 150% = 501%)
Fifth dose (= 501% X 133% = 666%)
Sixth dose (=666% x 133% = 886%)
Seventh dose (=886% x 133% .....)






Enter 3 patients K
v Step up 1

Grade 11171V |~ Dose level
Toxicities? | NO
v i Yes .
Any 2 out of 3 1outof3
Grade 1V Grade 111 Grade 111
MTD Add 3 more
Established patients
At next Yes v
lower dose Grade 111/1V
Accrue 6 v toxicities [
Patients NO _ NO
At MTD 6 Patients
At MTD?
l Yes no grade IV

at most one grade 111

Phase 1 closed in 6 patients
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