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Safety

• Grade ≥3 hematological adverse events occurred in similar proportions of niraparib-treated patients for the 0–<9 weeks and 

≥9–12 weeks subgroups: anemia (19.3% versus 17.0%), platelet count decreased (18.4% versus 10.6%), neutrophil count 

decreased (15.8% versus 18.4%), and white blood cell count decreased (4.4% versus 8.5%) (Table 2).

OBJECTIVE

• To understand the impact of initiation timing of PARP inhibitor maintenance treatment 

through examining the efficacy and safety of niraparib maintenance treatment initiated after 

different intervals upon completion of first-line platinum-based chemotherapy (1LCT) in 

Chinese patients with newly diagnosed advanced ovarian cancer from the PRIME trial

BACKGROUND

• The PARP inhibitor niraparib is approved as maintenance treatment for patients with newly diagnosed advanced 

ovarian cancer after a response to 1LCT in the United States, Europe, and China, among others.

• The multicenter, double-blind, placebo-controlled, randomized, phase 3 PRIME trial (NCT03709316) evaluated the 

efficacy and safety of niraparib maintenance treatment in Chinese patients with newly diagnosed advanced ovarian 

cancer who responded to 1LCT.1

• In PRIME, niraparib significantly prolonged progression-free survival (PFS) versus placebo (median: 24.8 vs. 8.3 

months; hazard ratio [HR], 0.45; 95% confidence interval [CI], 0.34–0.60; P<0.001), regardless of biomarker or

postoperative residual disease status.1

CONCLUSIONS

• Whether initiated after 0–<9 weeks or ≥9–12 weeks upon completion of 1LCT, niraparib 

maintenance treatment conferred clinically significant PFS benefit versus placebo to patients with 

newly diagnosed advanced ovarian cancer. The initiation timing of niraparib maintenance 

treatment had no significant impact on its safety profile.

• The two placebo arms appeared to have some differences in terms of PFS curve and treatment 

discontinuation, which warrants further investigation.

• The long-term monitoring of efficacy and safety profiles of niraparib maintenance treatment is still 

ongoing for the PRIME trial.

METHODS

• The design of the PRIME trial is presented in Figure 1. Between 29 June 2018 and 11 November 2019, a total of 384 

patients were randomized 2:1 to receive niraparib or matched placebo within 12 weeks after completion of 1LCT. The 

randomization was stratified according to germline BRCA mutation status, tumor homologous recombination deficiency 

status, receipt of neoadjuvant chemotherapy, and response to 1LCT. 

Characteristic

Initiation interval: 0–<9 weeks Initiation interval: ≥9–12 weeks

Niraparib

(N=114)

Placebo 

(N=58)

Niraparib

(N=141)

Placebo

(N=71)

Median age (range), years 53 (32–77) 54 (40–71) 54 (35–70) 54 (33–77)

ECOG performance status, n (%)

0 34 (29.8) 24 (41.4) 64 (45.4) 28 (39.4)

1 80 (70.2) 34 (58.6) 77 (54.6) 43 (60.6)

FIGO stage, n (%)

III 76 (66.7) 41 (70.7) 106 (75.2) 53 (74.6)

IV 38 (33.3) 17 (29.3) 35 (24.8) 18 (25.4)

Neoadjuvant chemotherapy, n (%)

Yes 54 (47.4) 29 (50.0) 67 (47.5) 30 (42.3)

No 60 (52.6) 29 (50.0) 74 (52.5) 41 (57.7)

Germline BRCA mutations, n (%)

Yes 46 (40.4) 19 (32.8) 39 (27.7) 21 (29.6)

No 68 (59.6) 39 (67.2) 102 (72.3) 50 (70.4)

Cytoreductive surgery outcome, n (%)

Optimal (R0+R1) 89 (78.1) 46 (79.3) 104 (73.8) 59 (83.1)

Suboptimal (R2) or missing 25 (21.9) 12 (20.7) 37 (26.2) 12 (16.9)

Response to 1LCT, n (%)

Complete response 92 (80.7) 47 (81.0) 120 (85.1) 56 (78.9)

Partial response 22 (19.3) 11 (19.0) 21 (14.9) 15 (21.1)

Table 1: Baseline characteristics

RESULTS

Baseline characteristics

• Of the 384 randomized patients, 172 (44.8%) initiated maintenance treatment (114 niraparib, 58 placebo) after 0–<9 

weeks upon completion of 1LCT and 212 (55.2%) did so (141 niraparib, 71 placebo) after ≥9–12 weeks upon 

completion of 1LCT.

• In each subgroup, the baseline characteristics were overall comparable between the two treatment arms (Table 1).

Efficacy

• The median PFS (95% CI) was 29.4 months (16.9–not estimable) with niraparib versus 8.3 months (5.5–11.0) with 

placebo (HR=0.31; 95% CI, 0.20–0.48) for the 0–<9 weeks subgroup and was 24.7 months (16.5–not estimable) with 

niraparib versus 10.8 months (6.5–24.9) with placebo (HR=0.60; 95% CI, 0.41–0.89) for the ≥9–12 weeks subgroup 

(Figure 2).

• For niraparib-treated patients, there was no significant difference in PFS between the 0–<9 weeks and ≥9–12 weeks 

arms (HR=0.88; 95% CI, 0.61–1.28). Further analysis showed that the median PFS was 29.4, 24.8, 24.8, and 24.7 

months for patients who initiated niraparib maintenance treatment after 0–<7 (N=52), ≥7–<9 (N=62), ≥9–<11 (N=76), 

and ≥11–12 (N=65) weeks upon completion of 1LCT, respectively, without significant differences observed between 

groups (stratified log-rank test, P=0.773).

Patients, n (%)

Initiation interval: 0–<9 weeks Initiation interval: ≥9–12 weeks

Niraparib

(N=114)

Placebo

(N=58)

Niraparib

(N=141)

Placebo

(N=71)

Any TEAEs 114 (66.3) 54 (31.4) 139 (65.6) 67 (31.6)

TEAEs leading to dose interruption 78 (68.4) 10 (17.2) 82 (58.2) 15 (21.1)

TEAEs leading to dose reductiona 52 (45.6) 4 (6.9) 51 (36.2) 4 (5.6)

TEAEs leading to treatment discontinuation 6 (5.3) 0 11 (7.8) 7 (9.9)

Grade≥3 TEAEs 65 (57.0) 8 (13.8) 74 (52.5) 15 (21.1)

Anemia 22 (19.3) 2 (3.4) 24 (17.0) 0

Platelet count decreasedb 21 (18.4) 0 15 (10.6) 1 (1.4)

Neutrophil count decreasedc 18 (15.8) 1 (1.7) 26 (18.4) 1 (1.4)

White blood cell count decreasedd 5 (4.4) 1 (1.7) 12 (8.5) 0

Table 2: Summary of treatment-emergent adverse events (TEAEs) 
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aIncluding both direct dose reduction and dose reduction following dose interruption; bIncluding thrombocytopenia; cIncluding

neutropenia; dIncluding leukopenia. 

• This post hoc analysis reports PFS assessed by blinded independent central review and HRs of niraparib versus 

placebo for subgroups by interval (0–<9 weeks or ≥9–12 weeks) between completion of 1LCT and initiation of 

maintenance treatment. HRs were estimated by stratified Cox proportional hazards models. The data cut-off date for 

the current analysis was 30 September 2021.

Figure 2: PFS by initiation interval

ECOG, Eastern Cooperative Oncology Group; FIGO, International Federation of Gynecology and Obstetrics. 
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Randomization

Figure 1: PRIME trial design

36 months or until

disease progression or 

unacceptable toxicity

* An individualized starting dose (ISD) was employed in ALL

patients: starting dose of 200 mg administered orally, once 

daily, but 300 mg for patients with body weight ≥77 kg AND 

platelet count ≥150,000/µL 

Primary endpoint

• PFS by blinded independent 

central review in the 

intention-to-treat population

Placebo*

Niraparib*Eligible patients

• FIGO stage III/IV ovarian 

cancer

• Receipt of primary or interval 

cytoreductive surgery

• Complete or partial response 

to 1LCT

FIGO, International Federation of Gynecology and Obstetrics.
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0
0 3 6 9 12 15 18 21 24 27 30 33 36

No. at risk Time since randomization (months)

Niraparib (<9 weeks) 114 101 95 86 81 70 63 61 53 23 0
Niraparib (29 126 112 100 89 81 73 64 50 37 18 4 0
Placebo (<9 weeks) 58 40 32 20 14 13 11 10 8 7 3 0 0
Placebo (29 weeks) 61 42 34 30 27 26 26 24 17 14 4 1

Interval: weeks Interval: 29-12 weeks
Niraparib (N=114) Placebo (N=58) Niraparib (N=141) Placebo (N=71)

Events, n (%) 53 (46.5) 43 (74.1) 70 (49.6) 43 (60.6)
Median PFS (95% Cl), months 29.4 8.3 24.7 10.8


