Trial in progress: A study of Bria-OTS cellular immunotherapy in metastatic recurrent breast cancer.
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BACKGROUND

Metastatic breast cancer is almost always fatal. BC-OTS-001 is a Phase 1/2a study of cellular immunotherapy in

metastatic recurrent unresectable breast cancer patients. Thus far, patients have been enrolled in Phase 1, Part 1 of
the study and have been treated with the BC1 cell line alone. BC1 is derived from breast cancer cell-line SV-
BR-1 and SV-BR-1-GM.
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Study Population: Patients with metastatic recurrent breast cancer after progression on
prior therapies.
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This is an open-label study. Phase 1: BC1 cell line alone; Phase 2, Bria-OTS regimen with
check point inhibitor (CPI). Phase 1: Patient 1: 20 million cells BC1 intradermally g2 wks x
8 wks (4 doses); Patient 2: 40 million cells of BC1; Patient 3: 60 million cells BC1. If no DLT
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benefit may continue treatment. Subjects will continue to be followed for time on

subsequent therapy (PFS2) and survival g3 mos. for 2 years. The phase 1 monotherapy

part of the study has enrolled and treated 3 patients.
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