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Item 8.01 Other Events.

On May 31, 2012, Genta Incorporated announced that the first patient has been accrued to a new randomized trial of
tesetaxel as initial chemotherapy for women with advanced or recurrent breast cancer. The trial -- a randomized,
three-arm, Phase 2b study that is expected to accrue approximately 220 patients -- will be conducted at approximately
15 sites in the U.S. and Western Europe. Accrual is projected to take approximately 12 months, with approximately
12 months of followup. Tesetaxel is the leading oral taxane in clinical development.

The trial will enroll women who have not previously received chemotherapy for metastatic or recurrent
disease. Eligible patients who are HER2-negative (including so-called “triple negative” patients) may have received
adjuvant chemotherapy and hormonal therapy. In this study, which compares two oral chemotherapy agents, patients
will be randomized to one of three treatment groups: tesetaxel administered once every 3 weeks; tesetaxel
administered once weekly for 3 consecutive weeks; or capecitabine (Xeloda®; Hoffmann La Roche, Inc.)
administered twice per day for 14 consecutive days. The primary endpoint of the trial is overall response rate;
secondary endpoints include progression-free survival and safety.
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