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Background

The SOFT and TEXT trials have shown substantial
survival benefit from adding ovarian function
suppression (OFS) with gonadotropin-releasing
hormone agonists (GnRHa) to aromatase inhibitors
(Al), compared with tamoxifen alone in
premenopausal patients with hormone receptor (HR)-
positive breast cancer.

This benefit was particularly pronounced among
women with a higher risk of recurrence, such as
younger patients and those who received adjuvant
chemotherapy.

Although most pivotal trials used monthly GnRHa,
many clinicians prescribe 3-monthly depot injections
for convenience, despite limited prospective data
supporting their efficacy.

Retrospective data from a Brazilian cohort presented
at the 2023 ASCO Annual Meeting [JCO 41, no.

16 suppl (June 1, 2023) 527-527] suggested fewer
estradiol (E2) increases with 3-monthly compared to
monthly GnRHa, prompting the need for a
prospective randomized trial.

The hypothesis of this present study is that GhnRHa
administered every three months is as effective as
monthly administration for ovarian function
suppression in premenopausal breast cancer
patients.

Current Status

This investigator-initiated study is supported by the
2024 Long-term International Fellowship (LIFe)
Award from Conquer Cancer, the ASCO Foundation.
IRB approval was obtained in July 2025, and the
study is currently in the activation phase.

Patient enrollment is expected to begin shortly
thereafter.

Methods and Study Design
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\- To evaluate the association between baseline patient characteristics and E2 elevations. /
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The findings may contribute to future clinical guidelines for OFS, while also improving convenience,
supporting treatment adherence, and enhancing quality of life for premenopausal breast cancer patients
globally.
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