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METHODS

* Atotal of 34 patients aged 19 and older with histologically confirmed locally advanced or metastatic solid tumors were enrolled in a phase | modified 3+3 dose-escalating study (NCT02160106)

ASCO
Annual Meeting

June 1-5, 2018
Chicago, IL

BACKGROUND

In Vitro activity of Vactosertib well translated into in vivo anti-tumor effects

* Therapeutic antibodies that block the programmed death-1 (PD-1) — programmed
death-ligand 1 (PD-L1) pathway can induce robust and durable responses in patients
with various cancers 1. However, these responses only occur in a subset of patients.

Table 1. In vitro potency of Vactosertib Figure 4. PK/PD Correlation observed in animal model

* Vactosertib was orally administered at the dose range of 30~340 mg QD and 200mg BID for 5 days with 2 days off every week.
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1) A 75-yr-old penile cancer patient with diabetes mellitus and hypertension developed stroke on C1D7 and was hospitalized with diagnosis of brain infarction. After standard treatment, he
recovered on C1D8 with minor motor dysfunction
2) A 63-yr-old chondrosarcoma patient with diabetes mellitus and hypertension was hospitalized on C2D15 with the diagnosis of non-cardiogenic pulmonary edema. After one week of
supportive care, he fully recovered and was discharged. °

those with progressive disease.

*arbitrary cut-off level used. adjusted hazard ratio 1.27; P=1.06 x 10-8

Figure 7. Anti-tumor effect following 4-week treatment with intraperitoneal anti-mouse PD-1, oral vactosertib (TEW
7197) or combination in syngeneic gastric cancer cell [ine NCC-S1M allografts

Based on PK profiles observed, a BID dosing regimen would allow for better
maintenance of plasma levels of vactosertib in the biologically active range

Colorectal (CMS4) and diffuse gastric cancer with high-TBRS are associated with poor prognosis 34

Figure 8. PK profiles Table 4. PK profiles
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