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NIVO+IPI for MSI-H GC
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This is the first prospective study of
first-line treatment for MSI-H
advanced GC in the world.

Primary Objective

* To assess the overall response rate (ORR) as assessed by blinded independent Secondary endpomts

. e . : : - * ORR by investigators, disease control rate, PFS, OS, duration of response, time to
central review (BICR) which is defined as CR+PR of IPI+NIVO in subject with MSI-H
ap view ( ) which | | n SUDJECLW response, safety & tolerability, concordance rate of MSI-H between MSI-IVD kit, FALCO and

other assays, biomarkers associated with clinical efficacy (ORR, PFS, OS) and/or with
incidence of adverse events of IPI+NIVO

1,000 cases / 2 years

Accrual

Study enrollment was successfully completed on Aug 29, 2022, with 29 cases registered.

Study Site Enrolled

Sample size

 The number of patients was set at 28 based on the threshold and expected ORR
values of 35 and 65%, respectively, with a one-sided alpha error of 0.025 and power of
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For more details, please refer to the protocol paper: Kawakami H, et al. Cancers (Basel). 2021 Feb 15;13(4):805.
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