ABSTRACT

SV-BR-1-GM, a Whole-Cell Targeted Immunotherapy for Breast Cancer: Preliminary Clinical Data
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BACKGROUND/METHODS: SV-BR-1-GM is a GM-CSF transfected breast cancer

PERSPECTIVE

SV-BR-1-GM is a whole-cell targeted immunotherapy prepared from a breast cancer
cell line with an unusual variety of cytogenetic abnormalities (Wiseman and Kharazi,
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» Treatment is performed every 2 weeks for the first month and then every month with
evaluation every 8-12 weeks. 1

* Inclusion criteria include histological confirmation of breast cancer with recurrent and/or
metastatic lesions with evidence of persistent, recurrent, or progressive disease for which 2
there is no known or established treatment available with curative intent, after failing at
least one course of community standard systemic treatment with chemotherapy (and
endocrine therapy if appropriate)

Exploratory Objectives:

. To assess immune responses to SV-BR-1-GM, and to recall antigens, if any, as measured
by DTH skin tests and/or other immunological tests.

. To gather pharmacodynamic data including histocompatibility characterization, levels of
circulating cytokines, antibodies and cell mediated immune responses.

3. To measure the quality of life (QOL), changes in weight, performance status, and pain.
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