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First real-life data on niraparib maintenance in newly diagnosed advanced ovarian cancer: 

a descriptive analysis of the Temporary Authorization for Use (ATU) cohort

Conclusions
• These findings are the first French real-world data of niraparib as a 1L maintenance treatment

for patients with newly diagnosed FIGO Stage III/IV, advanced OC, with limited maintenance

treatment options in a predominantly older population, with a poorer prognosis, compared to the

PRIMA population6

• Overall, the safety profile of niraparib using the recommended ISD was consistent with the

safety profiles reported in clinical trials

• ISD along with treatment interruption/dose modifications for AE management likely led

to a manageable safety profile for the majority of the cATU patients

• The median dose of 200 mg/day was comparable to the median dose of 181.3 mg/day

reported in PRIMA8

• Since November 9, 2021, the use of niraparib per the EMA indication in 1L maintenance5 is

reimbursed in France for all patients, irrespective of BRCA status or bevacizumab eligibility

Objective
• To report real-world data for patients with newly diagnosed advanced OC receiving niraparib 1L maintenance therapy

through the early-access French cATU program
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• This was a descriptive analysis of the cATU population between August 12, 2020, and March 31, 2021

• Ovarian cancer (OC) is one of the leading causes of gynecological cancer-related deaths in patients, globally1

• Standard treatment for OC includes cytoreductive surgery and platinum-based chemotherapy (CT); however,

approximately 70% of patients will relapse in the first 3 years2,3

• Maintenance therapies aim to delay recurrence and prolong survival3 and include vascular endothelial growth factor

inhibitors (e.g. bevacizumab) and poly(ADP-ribose) polymerase inhibitors (e.g. niraparib, olaparib, and rucaparib)2

• Niraparib was approved in the first-line (1L) maintenance setting in April 2020 by the Food & Drug Administration4 and

in October 2020 by European Medicines Agency (EMA)5 as monotherapy for the maintenance treatment of adult

patients with advanced epithelial (FIGO Stages III and IV) high-grade ovarian, fallopian tube, or primary peritoneal

cancer who are in response (complete or partial) following completion of first-line (1L) platinum-based chemotherapy,

irrespective of biomarker status

• The approval of niraparib in this setting was based on results from the PRIMA/ENGOT-ov26/GOG-3012 trial which

showed a significant improvement in progression-free survival in patients with newly diagnosed advanced OC versus

placebo, with no new safety signals identified6

• Prior to EMA approval of niraparib in 1L maintenance, maintenance therapies for patients with newly diagnosed

advanced OC in France included bevacizumab, or olaparib monotherapy for patients with breast cancer gene (BRCA)

mutation only (representing 25% of patients)7

• Based on results from the PRIMA trial, an early access program (cohort expanded access programme [cATU]) was

granted by the French National Agency for Medicines and Health Products Safety on July 30, 2020, for patients with

OC without any other treatment options

– The ATU indication was given for niraparib for patients with newly diagnosed, high-grade (FIGO Stages III and IV)

advanced OC, who did not have a BRCA mutation (i.e. not eligible for olaparib), who had a complete or partial

response to 1L platinum-based CT, and who were not eligible for bevacizumab maintenance

– The approved individualized starting dose (ISD) of niraparib in the cATU was 200 mg/day for patients <77 kg or

with a baseline platelet count <150,000/μL and 300 mg/day per day for patients ≥77 kg and with a baseline platelet

count ≥150,000/μL

Data Collection and Analysis

• Participating oncologists completed electronic forms to request access for niraparib treatment for patients enrolled

between August 12, 2020, and March 31, 2021

− Data were also collected through treatment discontinuation forms and follow-up forms until March 31, 2021, although

follow-up forms reporting efficacy data were not mandatory

− Access to the electronic data collection tool was kept open until April 6, 2021, to allow oncologists to finish filling in

patient follow-up data

− At the end of the cATU extension, patients remained on niraparib treatment until progression or unacceptable toxicity

• National pharmacovigilance data were collected for all pharmacovigilance cases reported by healthcare professionals to

GSK or the relevant health authorities for the indication extension program

Patient population and characteristics

• A total of 67 oncologists from 55 hospitals completed the treatment access forms for 82 patients with

newly diagnosed advanced OC

• Of these 82 patients, 9 patients were excluded:

– 2 patients’ forms were incomplete/unsuccessful

– 6 patients were past the 8-week period post-chemotherapy

– 1 patient had FIGO Stage IIB disease

• Of the 73 patients who met all eligibility criteria and were included in the cohort, 67 received niraparib

• Baseline characteristics for all 67 patients are shown in Table 1

• The mean (standard deviation [SD]) age of patients was 70.7 (9.2) years; the highest proportion of

patients (n=29; 43%) were 70 to 80 years of age

• The mean (SD) weight was 66.8 (14.9) kg; the majority of patients had a weight <77 kg

(n=52; 78%)

• At the time of enrollment in cATU, the mean (SD) time since diagnosis of high-grade OC was

8.0 (1.7) months; Stage IIIC (n=38, 57%) and Stage IV (n=18, 27%) were the most common FIGO

disease stages at diagnosis

• Out of the 6 patients who were tested for homologous recombination deficiency, 2 patients were

homologous recombination deficient, 2 patients were homologous recombination proficient, and

2 patients were unknown

• A total of 52 patients (78%) presented with metastases at diagnosis, and these metastases were

predominantly located in the peritoneum (n=38; 73%) and lymph nodes (n=17; 33%)

• Efficacy analyses were not performed as only 6 patients had >1 efficacy form reported during the

cATU period

• At the time of enrollment, 48 patients (72%) had undergone prior surgery (Table 2)

– 36 (75%) patients had interval cytoreductive surgeries (ICS), of which 34 patients (94%) had no 

residual disease 

– 12 (25%) patients had primary cytoreductive surgeries (PCS), of which all patients had no 

residual disease

• Over a quarter of patients exposed to niraparib had Stage IV disease (27% [n=28]), of which 36%

(n=10) were inoperable (Table 2).

– Compared to the patients who underwent PCS, inoperable patients were older (mean age 76.6 vs

64.2 years), had more advanced and symptomatic disease (Stage IV:

53% [n=10] vs 0% [n=0]; ascites: 53% [n=10] vs 25% [n=3]), and more patients received at least

one concomitant treatment (53% [n=10] vs 25% [n=3]; Table 2).

Table 2. Patient characteristics by surgery

PCS

(N=12)

ICS 

(N=36)

Inoperable disease

(N=19)

Patient characteristics, n (%)

Residual disease

Yes

No

0 (0)

12 (100)

2 (4)

34 (94)

N/A

N/A

Mean age, years (SD) 64.2 (11.1) 69.9 (8.6) 76.6 (5.1)

ECOG PS

0

1

2

7 (58)

4 (33)

1 (8)

18 (50)

18 (50)

0 (0)

7 (37)

9 (47)

3 (16)

FIGO Stage at diagnosis

IIIA/B

IIIC

IV

5 (42)

7 (58)

0 (0)

5 (14)

23 (64)

8 (22)

1 (5)

8 (42)

10 (53)

Ascites at diagnosis 3 (25) 21 (58) 10 (53)

At least one 

concomitant treatment
3 (25) 9 (25) 10 (53)

ECOG PS, Eastern Cooperative Oncology Group performance status; FIGO, International Federation of Gynecologic 

Oncology; ICS, interval cytoreductive surgery; N/A, not applicable; PCS, primary cytoreductive surgery; SD, standard deviation

Table 3. Treatment-related AEs (total) and SAEs per system organ class (SOC; most 

common and special interest)

SOC preferred terms

MedDRA

Total number of 

treatment-related AEs

(N=86)

Treatment-related SAEs

(N=29)

Most common

Disorders of the blood and

lymphatic system

Anemia

Bicytopenia

Neutropenia

Pancytopenia

Platelet toxicity

Thrombocytopenia

White blood cell disorders

n=30

3

1

3

1

1

17

3

n=22

0

1

3

1

0

17

0

Special interest

Gastrointestinal disorders

Constipation

Nausea

n=8

1

7

n=0

0

0

General disorders*

Asthenia

n=6

3

n=1

0

Nervous system disorder†

Migraine

n=4

1

n=1

0

Psychiatric disorders

Sleep disorder

n=1

1

n=0

0

Renal and urinary disorders

Renal failure

n=2

2

n=2

2

Vascular disorders

Hypertension

n=1

1

n=0

0

*Also included death (n=1; SAE), disease progression (n=1; AE), and niraparib intolerance (n=1; AE); †Also included 

stroke (n=1; SAE), dysgeusia (n=1; AE), and tremors (n=1; SAE)

AE, adverse events; MedDRA, medical dictionary for regulatory activities; SAE, serious adverse event; SOC, system 

organ class 

Treatment discontinuation

• Of the 67 niraparib exposed patients, 11 patients discontinued treatment before the end of the ATU

period due to the following reasons (in order of frequency):

– TRAEs (n=5, 45%): thrombocytopenia (n=2), renal impairment (n=1), nausea (n=1), and

sleeping disorders, tremors, asthenia, and palpitation (n=1)

– Disease progression (n=3, 27%)

– Patient request (n=1)

– Death of a patient (n=1): cause of death unknown (death occurred in a different healthcare institute

69 days after the start of treatment with niraparib; unknown if related to niraparib treatment)

– Hospitalization (n=1): due to recurrence of a cerebrovascular accident

Table 1. Patient characteristics

Patients exposed to niraparib (N=67)

Mean age, years (SD) 70.7 (9.2)

Age range at enrollment, n (%) 

<60 years

60–70 years

70–80 years

≥80 years

9 (13)

21 (31)

29 (43)

8 (12)

Mean weight, kg (SD) 66.8 (14.9)

Weight <77 kg, n (%) 52 (78)

ECOG PS, n (%)

0

1

2

32 (48)

31 (46)

4 (6)

High-grade advanced OC histology, n (%)

Serous
Endometrioid

65 (97)
2 (3)

FIGO Stage at diagnosis, n (%)

IIIA/B

IIIC

IV

11 (16)

38 (57)

18 (27)

Patients who were tested for HRD, n (%) 6 (9)

Presence of ascites at diagnosis, n (%) 34 (51)

Prior treatment with bevacizumab, n (%) 4 (6)

Patients who had prior surgery, n (%) 48 (72)

Residual disease, n (%)

Yes

No

n=48

2 (4)

46 (96)

ECOG PS, Eastern Cooperative Oncology Group performance status; FIGO, International Federation of Gynecologic Oncology; 

HRD, homologous recombination deficiency; SD, standard deviation

• ≥18 years of age 

• Newly diagnosed, high-grade (FIGO Stages III and IV) OC 

(including cancer of the fallopian tubes and peritoneum)  

• Complete or partial response to 1L platinum-based chemotherapy 

• Treatment initiated within 8 weeks of finishing chemotherapy

cATU key inclusion criteria

• Eligible to receive bevacizumab 

• Enrolled in clinical trials

• BRCA mutation

cATU key exclusion criteria

Dose exposure

• Of the 67 patients who were exposed to niraparib, five (7%) patients received a dose that was

lower than the recommended dosage per the Summary of Product Characteristics for the cATU

extension program

• Of the 52 patients with a treatment initiation form, 47 (92%) initiated niraparib at 200 mg/day and 4

(8%) patients initiated at 300 mg/day; dosing information for 1 patient was missing

– The mean (SD) and median niraparib dose at treatment initiation was 207.8 (27.2) and

200 mg/day, respectively

• The median (range) duration of exposure to treatment during the cATU extension program was

102 (1–224) days; the maximum possible duration of exposure was 232 days

– In patients who permanently discontinued treatment (n=11), the median (range) duration of

exposure to treatment was 53 (14–78) days

Dose or treatment modifications

• A total of 34 patients completed ≥1 follow-up form; of these patients, 19 (56%) had ≥1 temporary

discontinuation and 8 (24%) patients had ≥1 dose reduction

• Of these 19 patients, the median (range) time to discontinuation was 0.7 (0–4) months and the median

(range) duration of treatment interruption was 12 (3–35) days

Safety

• A total of 86 treatment-related adverse events (TRAEs) occurred in 28/67 patients (Table 3)

– A total of 30 (34.9%) TRAEs were reported as ‘blood and lymphatic system disorders’,

8 (9.3%) TRAEs were reported as ‘gastrointestinal disorders’ and 24 (27.9%) TRAEs were

reported as “investigations” corresponding to abnormal biological blood markers

– The most commonly reported TRAEs experienced by patients were thrombocytopenia

(25% [Grade 3/4: 7%]), nausea (10% [Grade 3/4: 1%]), and abnormal hemoglobin

(9% [Grade 3/4: 0%])


