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Crizotinib: First-in-Human/Patient Trial

. Dose-Escalation cohort
JVIFZ_TDREMETAT7AILEREHT B

) JF_TDEHAFETOHERA=E (RP2D
) BLUEEERIZDODWNTKRETT 5

YR EERE
. RP2D enriched population cohort

ALK BEEEFEMHEF=(Ec-METIZZEE L <
[FIEIEN H S EBERMEE ( enriched population

cohort) ICHEVNTHESBIRZHEETT 5

¥R - c-metiEiE/ZE, NPM-ALKZE, (ALK[E
ENSCLC) 7t&




Eligibility criteria1 (RP2D a7k—kF1akEF)

RP2D enriched population cohort:

Evidence of Met activation

NPM-ALK positive anaplastic large cell lymphoma




Eligibility criteria 2 (EML4-ALK@L & &z FH R %)

RP2D enriched population cohort:

Evidence of Met activation
NPM-ALK positive anaplastic large cell lymphoma

Echinoderm microtubule-associated protein-like 4
(EML4)-ALK positive non-small cell lung cancer




Eligibility criteria 3 (NSCLC P3:iE&EH81%)

RP2D enriched population cohort:

Evidence of Met activation
NPM-ALK positive anaplastic large cell lymphoma

NSCLC patients with ALK translocations will no longer
be allowed to enroll in this study
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“High Compression Work” and “Team Work”
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* Enriched populationZ»t % &L 1= 3105 5%
— TRRA2R:PFS or OS
— Historical controlMFEE ?
— Adaptive designMEA ?
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“The Phase 3 trial may lack equipoise in the eyes of
both physicians and patients” (Bruce Chabner, NEJM,
2011;364(12):1087-1089)
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