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TRIAL TITLE: A Study of Dato-DXd Versus Investigator’s Choice Chemotherapy in Patients with
Locally Recurrent Inoperable or Metastatic Triple-negative Breast Cancer, Who Are
Not Candidates for PD-1/PD-L1 Inhibitor Therapy

TRIAL STATUS:  Recruiting
TRIAL NUMBER: NCT05374512
TRIAL PHASE: Phase Ill (Phase 3)

TRIAL DETAILS:
» Participants will be randomized to receive a new antibody drug conjugate called datopotamab
deruxtecan or Dato-DXd (not yet FDA approved) or the physician’s choice of chemotherapy.

* The treatment will be administered through |V. every three weeks until the cancer progresses.
* Researchers will determine if Dato-DXd improves progression-free survival compared to chemotherapy.

ELIGIBLE PATIENTS:
* 18 years of age or older

* Diagnosed with triple negative breast cancer (TNBC) that is locally recurrent and inoperable or
metastatic.
* Have not received therapy for metastatic breast cancer.

* May not be a candidate for immunotherapy.

ABOUT TNBC AND DATO-DXD:
* The current first line of therapy for metastatic TNBC is chemotherapy or immunotherapy plus
chemotherapy, but only about 40% of patients are eligible for immunotherapy.

* Dato-DXd is an antibody-drug conjugate that targets the TROP2 protein on cancer cells.

* Triple negative breast cancer cells have high levels of TROP2.2

* Phase 1 studies of Dato-DXd in TNBC found that 32% of patients responded to the drug.?

* The most common side effects of Dato-DXd are stomatitis, nausea, vomiting, fatigue, and alopecia.®
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