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Zejula (niraparib) Capsules
Clinical Update
Clinical Update: FDA Approves Zejula (niraparib) as the Only Once-Daily PARP Inhibitor in First-Line Monotherapy
Maintenance Treatment for Women with Platinum-Responsive Advanced Ovarian Cancer Regardless of Biomarker
Status.
FDA approval date: April 29, 2020
Niraparib is an oral, once-daily PARP inhibitor that is currently being evaluated in multiple pivotal trials. GSK is building
a robust niraparib clinical development programme by assessing activity across multiple tumour types and by
evaluating several potential combinations of niraparib with other therapeutics. The ongoing development programme
for niraparib includes several combination studies, including a phase III study as a first-line triplet maintenance
treatment in ovarian cancer (FIRST).
The approval is based on PRIMA study. The primary endpoint in the PRIMA study was progression-free survival (PFS)
analysed sequentially, first in the homologous recombination deficient (HRd) population, then in the overall
population. The PRIMA study significantly improved PFS for patients treated with Zejula, regardless of biomarker
status. In the HRd population, Zejula resulted in a 57% reduction in the risk of disease progression or death vs. placebo
(HR 0.43; 95% CI, 0.31 to 0.59; p<0.0001), and a 38% reduction in the risk of disease progression or death vs. placebo
in the overall population (HR 0.62; 95% CI, 0.50 to 0.76; p<0.0001). Zejula’s safety profile, as demonstrated by the
PRIMA results, was consistent with clinical trial experience. The most common grade 3 or higher adverse events with
Zejula included thrombocytopenia (39%), anaemia (31%) and neutropenia (21%).
At initiation of the PRIMA study, patients received a fixed starting dose of 300 mg of Zejula once daily. The study was
later amended to incorporate an individualised starting dose of either 200 mg or 300 mg of Zejula once-daily based on
the patient’s baseline weight and/or platelet count. Lower rates of grade 3 and 4 haematologic treatment-emergent
adverse events were observed with an individualised starting dose, compared to the overall population, including
thrombocytopenia (21% compared to 39%), anaemia (23% compared to 31%) and neutropenia (15% compared to
21%).
PARP inhibitors represent a major advancement in the fight against ovarian cancer and having a new first-line
maintenance option for platinum-responsive advanced ovarian cancer patients — regardless of BRCA mutation status
— is especially exciting.
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