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Randomized, Open Label, Phase I, Biomarker Study of Immune-mediated Mechanism of Action of
Neoadjuvant Subcutaneous Trastuzumab in Patients with Locally Advanced, Inflammatory, or Early HER2-
positive Breast Cancer- Immun-HER trial (GOIRC-01-2016)
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In brief

e Study population: 63 patients with locally advanced, inflammatory or early
stage, unilateral and histologically confirmed invasive HER2+ BC.

e Statistical design: In this multicenter randomized phase Il trial, the primary
endpoint was the proportion of patients with high stromal tumor-
infiltrating lymphocytes (sTILs) after neoadjuvant chemo-immunotherapy
(NAT) containing pertuzumab plus IV trastuzumab (arm A) or pertuzumab
plus SC trastuzumab (arm B).

¢ Results: SC trastuzumab exerted the most relevant enrichment of sTlLs,
with favorable variations of immune parameters in HER2-positive residual
disease after NAT. Novel immunotherapy strategies should be tested to
achieve SC-specific, antitumor immune response.
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