Synergistic inhibition of MCF-7 mammary gland tumor growth with Piqray®(alpelisib) plus SDX-7320, Program #P3-11-13
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Female nude mice had estrogen pellets surgically implanted and after two
weeks of recovery, MCF-7 cells were injected into the fourth mammary gland.
When tumors became palpable (i.e., > 50 mm3) treatment with SDX-7320
(dosed subcutaneously Q4D at 8 or 16 mg/kg) and/or Pigray®/alpelisib (dosed Tumor
PO, QD at 25 or 45 mg/kg) commenced. Combinations included SDX-7320 at #iel0. 8
8 mg/kg plus Pigray®/alpelisib at 25 mg/kg as well as SDX-7320 at 8 mg/kg
plus Pigray®/alpelisib at 45 mg/kg. Endpoints included tumor volume and body
weight. One-way ANOVA with multiple comparisons was conducted to
determine significance of differences in final tumor volume on day 64 relative to

vehicle.
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Growth of MCF-7 Xenografts induced by Pigray®/alpelisib in normal C57BI/6 mice.
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* Neither SDX-7320 (8 mg/kg, Q4D) nor Piqray®/alpelisib (25 mg/kg PO,
400 - QD) had a significant effect on the growth of orthotopic MCF-7 tumors.
However, when combined, a synergistic inhibition of tumor growth
was observed.

Pancreas
- Vehicle

== SDX-7320 8 mg/kg

A Phase 1b/2a clinical trial combining SDX-7320 with Pigray®/alpelisib
plus fulvestrant in metastatic breast cancer patients harboring a
mutation in PIK3CA is scheduled to begin in 1H 2020.
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