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Figure 1. Study Design Table 2. Tumor Response

Figure 2. Waterfall Plot of Best Tumor Response Figure 3. Number of Prior Therapies and Duration of Treatment

B Fruquintinib (HMPL-013) is a novel, potent and highly selective, oral
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B A phase 1/1b dose-finding study was conducted in the US and is TNBC
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17

e T R | R T T

* As of data cut-off, 31 of the 34 m
patients in Cohort B treated with

PR

Key Inclusion Criteria for Cohort B:

— |
o
2% )
R
% 3
ME % ol m 3% ™
-2T%

|
€
|
]
|
P
13

METHODS

were previously reported and confirmed the established RP2D in the US 1)

with similar PK characteristics.3

Here we report the efficacy and safety of fruquintinib in an expansion
cohort (Cohort B) of the phase 1/1b study, which consists of US patients
with advanced, refractory mCRC who progressed on all standard
chemotherapies and relevant biologics and also progressed on or were
Intolerant to TAS-102 and/or regorafenib.

This is an ongoing phase 1/1b, open-label, dose escalation and dose
expansion study to determine the safety, tolerability, and preliminary
efficacy of fruquintinib in a US patient population (Figure 1).

The primary objective of the dose escalation portion was to evaluate the
safety and efficacy and to determine the RP2D of fruquintinib in US

2)

Histologically or cytologically documented adenocarcinoma of the colon or
rectum.

Progression on all standard chemotherapy, at least 1 anti-VGEF biologic,
and, if RAS wild-type, at least 1 anti-EGFR biologic. Patients must also
have progressed on or been intolerant to with TAS-102 and/or
regorafenib.

Key Exclusion Criteria for Cohort B:

1)
2)

3)

Patients with VTE, PE, TIA, stroke or MI <6 months prior to enrollment.

Gl bleed <3 months prior to enroliment; other bleed or major surgery
<60 days prior to enroliment.

Systemic anti-neoplastic therapy, or any investigational therapy, within 4
weeks (or 5 half-lives for TKIs) of first dose.

RESULTS

Table 1. Patient Baseline Characteristics
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Table 3. Overview of Treatment-Emergent Adverse
Events

Fruquintinib (N=34)

Table 4. TEAEs in 215% of Patients or 25% Grade 3

TEAEs
(215% or Gr3 25%)

Fruguintinib (N=34)

n (%)

Grade 1-2 Grade 3-4

B Fruquintinib was generally well-tolerated with preliminary evidence of anti-
cancer activity in patients with heavily pretreated, refractory mCRC.

B The disease control rate in evaluable patients was 80.6%.
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