ONCOLOGY
PRACTICE
MANAGEMENT"

FOR ONCOLOGISTS, PRACTICE MANAGERS, FINANCIAL COUNSELORS, AND BILLING/CODING SPECIALISTS!

ADVERTISEMENT

ELEVENTH ANNUAL ONCOLOGY GUIDE

PATIENT SUPPORT SERVICES |

VIEW NOW 2025 DESK REFERENCE

FDA Approves First PSMA-Targeted PET
Imaging Drug for Prostate Cancer

© EDAAPPROVALS, NEWS & UPDATES

A

BOOKMARK

Page 1

On December 1, 2020, the FDA approved Gallium 68 PSMA-11 (Ga 68 PSMA-11;
University of California), the first drug for positron emission tomography (PET) imaging of
prostate-specific membrane antigen (PSMA)-positive lesions in men with prostate
cancer. Ga 68 PSMA-11 is indicated for men with suspected metastatic prostate cancer
that may be curable by surgery or by radiation, and for suspected recurrent prostate
cancer based on elevated serum prostate-specific antigen (PSA) levels.

Ga 68 PSMA-11 is a radioactive drug that is administered via intravenous injection. Ga
68 PSMA-11 binds to PSMA, an important target for prostate cancer imaging.

The approval of Ga 68 PSMA-11 was based on the results of 2 prospective clinical trials
in 960 men with prostate cancer who received 1 Ga 68 PSMA-11 with PET and
computed tomography or with PET and magnetic resonance imaging. In the first study,
325 patients were candidates for surgery or had an increased risk for metastasis. Among
the patients who had surgery, positive readings in the pelvic lymph nodes on Ga 68
PSMA-11 PET had a clinically significant rate of metastatic cancer confirmed by surgical
pathology.

The second study included 635 patients with biochemical evidence of recurrent prostate
cancer. In all, 74% of the patients had =1 positive lesions, as detected by Ga 68 PSMA-
11 PET in at least 1 body region. Of those with positive Ga 68 PSMA-11 PET readings
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and correlative tissue pathology from biopsies, the results from baseline or follow-up
imaging by conventional methods, and the serial PSA levels, 91% had confirmed local

recurrence or metastasis of prostate cancer.

No serious adverse events were seen with Ga 68 PSMA-11. The most common adverse
reactions were nausea, diarrhea, and dizziness. This drug is associated with a risk for
misdiagnosis, because Ga 68 PSMA-11 binding may occur in other types of cancer, as
well as certain nonmalignant processes.
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