
© 2022 F. Hoffmann-La Roche Ltd

Healthy Volunteers

A study to find out if taking different forms of a medicine (GDC-9545)
results in the same amount of medicine in your body – and the effect
of food on the medicine

Evaluation of the Relative Bioavailability and Food Effect of GDC-9545 in Healthy Females
of Non-Childbearing Potential

Trial Status Trial Runs In Trial Identifier
Completed 1 Countries NCT04274075 GP42006

The source of the below information is the publicly available website ClinicalTrials.gov. It has been
summarised and edited into simpler language.

Trial Summary:

This study will be an open-label, randomized, three-period, six-sequence crossover study
of GDC-9545 administered to healthy females of non-childbearing potential to determine
the relative bioavailability of the Phase 3 capsule formulation to the Phase 1 tablet
formulation in the fasted state and the effect of food on the Phase 3 capsule formulation.

Genentech, Inc. Phase 1
Sponsor Phase

NCT04274075 GP42006
Trial Identifiers

Eligibility Criteria:

Gender Age Healthy Volunteers
Female >=18 Years & <= 65 Years Accepts Healthy Volunteers

This clinical trial was done to study a new medicine called, “GDC-9545”, for the treatment
of patients with “ER+ breast cancer”. This study was done to find out how much medicine
was present in the body after taking it in capsule form and in tablet form. The effect of
taking the medicine with and without food was also studied. Eighteen women took part in
this study at one study center in the United States.


