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versionExperience with the oral gastrin-releasing peptide antagonist RC-3095 in patients with advanced or
metastatic cancer. In phase I studies, the gastrointestinal (GI) tolerability and antitumor activity of the oral

GRP antagonist, RC-3095, have been demonstrated in patients with advanced and metastatic malignancies.
This report describes phase II studies of RC-3095 in these patients. Patients with advanced and metastatic

solid tumors whose disease had been considered progressive on prior chemotherapy were entered into phase
II studies of single agent RC-3095. RC-3095, administered orally twice daily, was administered continuously
on days 1-21. Twenty-three patients with a mean of 2.0 prior regimens for advanced tumors were entered

into these studies. The median number of treatment days was 21 (range, 2-62). The dose escalation
(100-900 mg/day) and the dose-escalation phase were completed. Thirty-two patients (57%) completed one

cycle of treatment. The commonest side-effect was diarrhea (68%), followed by nausea/vomiting (56%),
anorexia/weight loss (50%), asthenia/fatigue (48%) and abdominal pain (40%). The two most common

responses included stable disease (26%) and partial response (26%). The mean change in tumor size from
baseline to best response was greater in responders than non-responders (p=0.03). RC-3095 was well
tolerated in patients with advanced solid tumors. The frequency of grades 1-3 diarrhea and grades 1-2
anorexia/weight loss was similar to that observed in the phase I studies. Further studies of single agent

RC-3095 in patients with advanced tumors are indicated.The U.S. State Department has expressed concern
over what is being done in the name of Baloch Liberation in Pakistan. The Concerned U.S. State Department
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