Aravive Presents Detailed Results of Phase 1 Clinical Trial of AVB-S6-500 at the 2018 EORTCNCI-AACR Symposium
November 13, 2018
HOUSTON, Nov. 13, 2018 (GLOBE NEWSWIRE) -- Aravive, Inc. (Nasdaq: ARAV), a clinical-stage biopharmaceutical company, today announced
detailed results of its first-in-human Phase 1 clinical trial of AVB-S6-500 in healthy volunteers. As previously announced, the trial met the safety and
tolerability endpoints for the trial and demonstrated clinical proof-of-mechanism for AVB-S6-500 in neutralizing GAS6, a key molecule in the AXL
cancer survival pathway. These detailed data are being presented today in a poster presentation at the Molecular Targets and Cancer Therapeutics
2018 EORTC-NCI-AACR Symposium.
“The Phase 1 clinical trial in healthy volunteers demonstrated that AVB-S6-500 was well tolerated with an acceptable safety profile. Using the
pharmacodynamic data generated from this clinical trial, we have identified a dose for our upcoming Phase 1b clinical trial in platinum-resistant
recurrent ovarian cancer,” said Gail McIntyre Ph.D., DABT, Senior Vice President of R&D at Aravive.
The Phase 1 clinical trial was designed to assess safety, pharmacokinetics (PK) and pharmacodynamics (PD) of single ascending and repeat doses of
AVB-S6-500. The clinical trial dosed 42 healthy volunteers in 5 dose cohorts. The single ascending dose portion consisted of 4 sequential dose
escalation cohorts (1, 2.5, 5 and 10 mg/kg), whereas the repeat dose portion consisted of a single dose cohort (5mg/kg) receiving 4 weekly doses.
Drug levels and serum GAS6 (sGAS6) levels were assessed using Aravive’s proprietary PD assay. Use of this proprietary PD assay expedited the
AVB-S6-500 development program by guiding dose selection for future trials in cancer patients. This strategy minimizes administration of
sub-pharmacologically active doses to cancer patients and identifies different dosing regimens to complement those of combination chemotherapy.
The ability to test potential pharmacologically active doses from the start of the Phase 1b clinical trial offers the potential to assess signs of efficacy
earlier in development.
There were no serious adverse events (AEs) and AVB-S6-500 was well tolerated across all doses. Serum GAS6 levels were suppressed for 22 and 29
days following single doses of 5 mg/kg and 10 mg/kg, respectively. Weekly administration of 5 mg/kg resulted in suppression of sGAS6 in 4 out of 6
subjects for at least 3 weeks after the fourth dose. Preclinical PK/PD modeling with Phase 1 healthy volunteer data and simulating increases in sGAS6
suggested that dosing regimens of 5 mg/kg every week or 10 mg/kg every other week would abrogate sGAS6 levels in cancer patients. Based on
these data, Aravive has selected the 10 mg/kg every other week as the initial dose in the Phase 1b clinical trial of AVB-S6-500 in platinum-resistant
recurrent ovarian cancer. The Phase 1b clinical trial of AVB-S6-500 in combination with standard of care chemotherapy in platinum-resistant recurrent
ovarian cancer is expected to enroll its first patient before the end of 2018.
A copy of the poster presentation, entitled, "Expedited Development of AVB-S6 through the use of a Proprietary Biomarker in Healthy Volunteers to
Guide Dosing in Oncology Studies," will be made available at www.aravive.com.
About Aravive
Aravive, Inc. (Nasdaq: ARAV) is a clinical stage biopharmaceutical company focused on developing innovative therapies that target important survival
pathways for cancer. Aravive’s lead candidate, AVB-S6-500, is a novel, high-affinity, soluble Fc-fusion protein designed to block the activation of the
GAS6-AXL signaling pathway by intercepting the binding of GAS6 to its receptor AXL. AXL receptor signaling plays an important role in multiple types
of malignancies by promoting metastasis, cancer cell survival, resistance to treatments, and immune suppression. Aravive expects to initiate the
Phase 1b portion of a Phase 1b/2 clinical trial of AVB-S6-500 combined with standard of care therapies in patients with platinum-resistant recurrent
ovarian cancer before the end of 2018, and intends to expand development into additional tumor types. For more information, please visit
www.aravive.com.
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