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E5103 Clinical Trial Results Summary

Doxorubicin, Cyclophosphamide, and Paclitaxel With or Without Bevacizumab in
Treating Patients With Lymph Node-Positive or High-Risk, Lymph Node-Negative
Breast Cancer

What did this trial involve and who was it for?

E5103 was for people with breast cancer who had a high risk of the cancer returning after it was
removed with surgery. A common treatment after breast cancer surgery is a chemotherapy regimen
(doxorubicin, cyclophosphamide, and paclitaxel). Earlier studies showed that bevacizumab, an
immunotherapy, is also effective at treating patients with certain types and stages of breast cancer.
The purpose of E5103 was to see if adding bevacizumab to chemotherapy would reduce the risk of
breast cancer coming back after surgery (recurrence).

The trial was open to enroliment from November 2007 to February 2011 to people who had not yet
received chemotherapy or hormonal therapy for their breast cancer. Approximately 5,000
participants were randomly assigned by a computer to one of three treatment groups:
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*A cycle is one round of treatment, followed by a short break before the next round of treatment begins.
** A placebo is a substance that looks like the medication it is being compared to, but does not contain
any active medication.

Treatment after Cycle 8 (i.e., hormonal or radiation therapy) was decided by the doctor, and was
given until side effects became too severe, the cancer recurred, or a second cancer developed.
Participants were followed by their doctor for up to 15 years.

What are the results?

o At 5 years after study treatment was completed, 77% of Group 1 patients, 76% of Group 2
patients, and 80% of Group 3 patients were still alive and did not have a recurrence (or new
cancer). These small differences were not considered significant.

e Congestive heart failure and severe high blood pressure were noted as more likely to occur
in patients who received bevacizumab, but the overall occurrence was very low (only 1%-3%
of patients).
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What do the results mean for patients?

e Adding bevacizumab to doxorubicin, cyclophosphamide, and paclitaxel did not improve long-
term patient outcomes and increased the risk of heart-related side effects.

e Information learned from patients who participated in E5103 helped researchers to create the
practice-changing EAZ171 study. That study found that among Black women, docetaxel
chemotherapy led to less peripheral neuropathy (nerve damage in the hands and feet) and
fewer treatment dose reductions than paclitaxel.

For more information, go to:

o United States National Institutes of Health (NIH) Library of Medicine:
https://clinicaltrials.gov/study/NCT00433511

e Journal of Clinical Oncology: https://pmc.ncbi.nim.nih.gov/articles/PMC6118403/

e JCO Precision Oncology: https://pmc.ncbi.nlm.nih.gov/articles/PMC5765553/

e Journal of Clinical Oncology: https://pmc.ncbi.nim.nih.gov/articles/PMC11670807/

About ECOG-ACRIN

This trial was led by the ECOG-ACRIN Cancer Research Group (ECOG-ACRIN). ECOG-ACRIN is a
membership-based scientific organization that designs and conducts cancer research involving
adults who have or are at risk of developing cancer. ECOG-ACRIN is a component of the National
Cancer Institute’s National Clinical Trials Network. Learn more at www.ecog-acrin.org.

To all the patients that participated in this trial, thank you. Your participation, and that of
other patients like you, made this research possible.
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