Immunotherapy in addition to first-line hormone therapy for endocrine dependent metastatic breast cancer patients
Andrea Nicolini* and Paola Ferrari
University of Pisa, Italy
Abstract
[bookmark: _GoBack]In 1992 we started an exploratory clinical trial based on beta-interferon interleukin-2 sequence additionally given to metastatic breast cancer patients in clinical benefit during conventional first-line salvage hormone therapy. Laboratory and clinical results from this initial pilot study as well as the potential rationale based on these findings are presented. Then after we had unsuccessfully more times tried out to launch a multicenter prospective clinical trial to confirm the results of our pilot study finally we had to resort to an easier 2:1 control case retrospective observational study. In this study the 42 patients of our initial exploratory clinical trial were compared to 95 similar controls that were treated in the same oncological Centre. The main characteristics of the two groups of patients and the main clinical outcomes are shown. The principal mechanisms of immune suppression in the Tumor Micro Environment (TME) of ER+ breast cancer and the main consequences of our immunostimulating immunotherapy in these ER+ patients are also described. Beside the proposal for 5-6 years of our hormone immunotherapy as prolonged adjuvant treatment in Luminal A patients at high risk of relapse is discussed.
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