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A Phase lll, Multicenter, Randomized, Double-Blind, Placebo-Controlled Study
Evaluating the Efficacy and Safety of Inavolisib Plus a CDK4/6 Inhibitor and
Letrozole Versus Placebo Plus a CDK4/6 Inhibitor and Letrozole in Patients With
Endocrine-Sensitive PIK3CA-Mutated, Hormone Receptor-Positive, HER2-
Negative Advanced Breast Cancer

Clinical summary

This study is looking at how well and how safely a new treatment combination works.

It compares adding inavolisib (a targeted therapy) to standard treatment with a CDK4/6 inhibitor and
letrozole, versus standard treatment with a placebo instead of inavolisib.

The treatments are being studied as the first treatment (first-line) for this type of cancer.

Who can participate?You may be eligible if you:

are aged 18 or older

have hormone receptor-positive (HR+), HER2-negative breast cancer

your cancer is advanced (has spread or cannot be cured with surgery)
your cancer is either:

newly diagnosed at an advanced stage; or

has come back after earlier treatment with hormone therapy

your cancer has a PIK3CA mutation (this will be confirmed through testing)

What does the study involve?Participants are randomly allocated (by chance) to receive either:

Inavolisib + a CDK4/6 inhibitor + letrozole
Placebo + a CDK4/6 inhibitor + letrozole
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Conditions
This trial is treating patients with advanced breast cancer that is HR+ and HER2-, with a PIK3CA
mutation



Trial Acronym Cancer

INAVO123 Breast
Trial Identifiers Age: 18+
NCT06790693 Phase: IlI
W045654

ISRCTN67316571

2024-516162-11-00
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