Jose Pablo Leone, M.D.

“This trial will help us
answer key questions
about whether or

not drugs such as
aromatase inhibitors
and CDK4/6 inhibitors
are effective in men.
The results will help
us determine if clinical
practice should
change.”

- Jose Pablo Leone, M.D.
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ETHAN Breast Cancer Trial Aims to Improve Treatment for Men

STUDY TITLE: A Phase Il Study Comparing Different Endocrine Therapies for

Male Breast Cancer

STATUS: Recruiting
TRIAL NUMBER: NCTO05501704
FOCUS: Treatment

TRIAL PHASE: Phase Il (Phase 2)

PARTICIPANTS ELIGIBLE FOR THE STUDY*:

e Men aged 18 years or older diagnosed with stage |, Il or Ill breast cancer.

e Participants must not have undergone surgery to remove the tumor or lymph nodes.

e Breast cancer must be hormone receptor-positive and HER2-negative.

e Men whose partners are able to have children must be willing to use effective non-hormonal
contraception throughout the study and for 6 months after the last dose of the study
treatment.

e Must be willing to undergo a breast biopsy.

e Must not have received treatment for the breast cancer diagnosis.

*Additional eligibility criteria may apply

TRIAL DETAILS:

e Approximately 60 participants will be randomized into 3 groups for the first phase. The
three groups will receive tamoxifen or anastrozole (an aromatase inhibitor), or anastrozole
plus degarelix (a GnRH receptor inhibitor that decreases the amount of testosterone produced
by the body) for 3 weeks.

e Participants will receive a breast biopsy after the initial 3-week treatment. Researchers will
use this biopsy to determine if tumor growth slows down in response to these treatments by
comparing it to the initial biopsy used for the participant’s breast cancer diagnosis.

e Participants will then be randomized into one of 4 groups: tamoxifen, tamoxifen plus
abemaciclib (a CDK4/6 inhibitor), anastrozole plus degarelix, or anastrozole plus degarelix
plus abemaciclib. Participants will receive this treatment for 4 months.

e After the 4-month treatment, researchers will determine how the different treatments
impacted the amount of breast cancer remaining at the time of the participant’s surgery.

ABOUT HORMONE RECEPTOR-POSITIVE MALE BREAST CANCER:
e Male breast cancer tends to be hormone receptor-positive and HER2-negative.

e Men with hormone receptor-positive breast cancer are typically treated with tamoxifen with
or without the CDK4/6 inhibitor abemaciclib (Verzenio).

e Men who cannot take tamoxifen are treated with an aromatase inhibitor combined with
androgen deprivation therapy.

e Since male breast cancer is rare, treatment of male breast cancer is largely based on clinical
trial data from women.

e There is a need for more data on men to determine the optimal hormone therapy treatment to
treat male breast cancer.
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SUSAN G. KOMEN BREAST CARE HELPLINE

For more information about clinical trials, please call our Breast Care Helpline at 1-877 GO KOMEN
(1-877-465-6636) or email at clinicaltrialinfo@komen.org to connect with a trained specialist or
oncology social worker. Our caring and trained staff provide support, education and resource

This information is being provided for education purposes only and does not contain all information related to this
clinical study. The study status and eligibility criteria may change. If you are interested in learning if this study is right
for you, please reach out to the study coordinator or your doctor for more information.
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