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Number of Number of
Study Dosing efficacy efficacy
design regimen evaluable evaluable
in NTRK in ROS1

Number of
safety
evaluable

Purpose

Protocol No. Target population

of study

Adult pts with - 100
To determine advanced/metast Open-label, mg/m?/day -
Italy | ALKA-372-001 ' \pp atic solid tumors dose 100% — 50%% 1 9 57
with NTRK1/2/3, escalation - 40% - 33%
ROS1 and ALK increase
P1.,to determine .
DLT & MTD; adﬁiﬁtgﬁn\:ﬁr;st Open-label P1.100~
US and I/lla RXDX-101-01/ P2a, to atic solid tumors dose 1600 mg/m? 2 7 76
S.Korea STARTRK-1 determine . : P2a : 600 mg
with NTRK1/2/3, escalation
recommended ROS1 and ALK QD
dose & ORR

Adults pts with  Open-label,

RXDX-101-02/  To determine
lobal
Global p| STARTRK.2 ORR advanced/metast  bascket 600 mg QD 51 37 206
atic solid tumors study

To determine  Pediatric pts with Open-label, 250 mg/m2 to

RXDX-101-03/ DLT & MTD and recurrent or 2
o Vb STARTRK-NG recommended refractory solid dosg 750 mg/m® . 1 0 16
escalation QD
dose tumors
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RAEMEHIE 67 (32.5%) 2 ( 1.0%)
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Number of Number of
Study Dosing efficacy efficacy
design regimen evaluable evaluable
in NTRK in ROS1

Number of
safety
evaluable

Purpose

Protocol No. Target population

of study

Adult pts with - 100
To determine advanced/metast Open-label, mg/m?/day -
Italy | ALKA-372-001 ' \pp atic solid tumors dose 100% — 50%% 1 9 57
with NTRK1/2/3, escalation - 40% - 33%
ROS1 and ALK increase
P1.,to determine .
DLT & MTD; adﬁiﬁtgﬁn\:ﬁr;st Open-label P1.100~
US and I/lla RXDX-101-01/ P2a, to atic solid tumors dose 1600 mg/m? 2 7 76
S.Korea STARTRK-1 determine . : P2a : 600 mg
with NTRK1/2/3, escalation
recommended ROS1 and ALK QD
dose & ORR

Adults pts with  Open-label,

RXDX-101-02/  To determine
lobal
Global p| STARTRK.2 ORR advanced/metast  bascket 600 mg QD 51 37 206
atic solid tumors study

To determine  Pediatric pts with Open-label, 250 mg/m2 to

RXDX-101-03/ DLT & MTD and recurrent or 2
o Vb STARTRK-NG recommended refractory solid dosg 750 mg/m® . 5 0 16
escalation QD
dose tumors
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