Evaluation of Niraparib 200 mg/day as Maintenance Therapy in Recurrent Ovarian Cancer
and Associated Thrombocytopenia in a Real-World US Setting
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Background

•
•
•
•

Niraparib (ZEJULA®) is a poly(ADP-ribose) polymerase inhibitor approved for the maintenance treatment
of adult patients with recurrent epithelial ovarian, fallopian tube, or primary peritoneal cancer who are in a
complete or partial response (CR or PR) to platinum-based chemotherapy1,2
Hematologic adverse events (AEs), including thrombocytopenia, anemia, and neutropenia, have been reported
in patients treated with niraparib; dose interruptions and reductions are effective for managing these AEs1-4
A retrospective analysis identified baseline body weight <77 kg and/or platelet count <150,000/μL as risk factors
for grade ≥3 thrombocytopenia and dose reductions in patients receiving niraparib4
Patient-reported outcomes have revealed that treatment with niraparib does not adversely affect quality of life
during treatment, compared with no maintenance treatment, even among those experiencing an AE3,5,6

Objective

•

To assess the rate of thrombocytopenia, defined by laboratory values, among US patients with
platinum-sensitive recurrent ovarian cancer (OC) starting niraparib at 200 mg/day in a real-world setting

Methods
Data Source
• Medical or gynecologic oncologists across the United States, treating patients with recurrent ovarian,
fallopian, and/or primary peritoneal cancer, were recruited from an online panel to abstract patient chart
data and complete online data collection forms for eligible patients
–– Each oncologist completed 1 or 2 charts, spending about 20 minutes per chart review
–– Oncologists were required to be board certified or board eligible and in practice for at least 5 years
• To be included in the chart review, adult patients had to have:
–– Recurrent epithelial ovarian, fallopian tube, or primary peritoneal cancer
–– Initiated niraparib (200 mg/day) as maintenance therapy following a CR or PR to platinum-based
chemotherapy
–– Initiated niraparib within 12 weeks after platinum-based chemotherapy
–– At least 3 months of follow-up data after initiating niraparib
• This retrospective chart review study was executed between June and August 2018

Measures
Provider-related measures:
• Demographics: age, sex, specialty, patient load, and experience with prescribing niraparib
Patient chart-related measures:
• Demographics: age, weight, race, and insurance coverage status
• Clinical/disease history: date of initial diagnosis, number of recurrences, stage at diagnosis, and history
of comorbidities
• Biomarker data: BRCA and homologous recombination deficiency (HRD) status and timing of testing
• Treatment history and use: previous treatment use, and reasons for niraparib initiation at 200 mg/day
• Treatment changes during follow-up: drug discontinuation, reduction, or interruption and reasons for
altering therapy
• Thrombocytopenia assessment: platelet counts before niraparib initiation, at the time of niraparib
initiation, and during follow-up
Analysis
• Descriptive univariate analyses were done for all measures related to oncologists and patients
• Quantitative variables (eg, age) included mean and standard deviation, as well as median and range.
Categorical variables (eg, sex and race) and non-mutually exclusive categorical variables (eg, treatments)
included the individual totals along with the respective percentages out of the total sample size
• All analyses were conducted using SAS (v9.3) and/or R (v3.4)

Results
Physician Characteristics
• A total of 107 oncologists (medical oncologists, n=82; gynecologic oncologists, n=25) were recruited for
this study and contributed 150 patient charts by completing the online questionnaire
• On average, oncologists were 46.9 (9.3) years of age, had been practicing for 14.5 years, and saw an
average of 55 total patients per week
• On average, physicians had treated 164 (median, 80) patients with OC in the last 2 years and had
prescribed niraparib to 54 (median, 50) patients with OC
Patient Demographics
• In this study, patients had a mean age of 57.8 years, and 56% of patients were white
• Slightly more than one-half of patients were on private insurance (56%), followed by Medicare and
Medicaid (30% and 10%, respectively)
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Table 1. Patient Demographics and Characteristics From Chart Abstraction
Parameter
Age, mean (SD), years
Median (Q1, Q3)
Weight, mean (SD), kg
Median (Q1, Q3)
<77 kg (168.9 lbs), n (%)
BMI, mean (SD), kg/m2
Race, n (%)
White
African American
Hispanic
Asian
Other
Unknown

N=150
57.8 (10.8)
58.5 (51.7, 65.0)
71.2 (12.7)
71.0 (63.5, 80.2)
96 (64)
25.5 (4.3)

Patient Treatment Use and Response
• Before starting niraparib as maintenance therapy, approximately 56% (n=84) of the patients received
1 prior line of chemotherapy and approximately 37% (n=56) of all patients received 2 prior lines of
chemotherapy (Figure 2A)
• Slightly more than one-half of patients (55%; n=82) had a PR to platinum-based chemotherapy, while 45%
(n=68) of patients had a CR (Figure 2B)

A. Number of Prior Lines of Chemotherapy
5% (n=8)

Characteristic
Comorbidities, n (%)
Hypertension
High cholesterol
Diabetes
Cardiovascular disease
Hyperlipidemia
Stage at diagnosis, n (%)
I
II
III
IV
Disease duration (days), mean (SD)
Median (Q1, Q3)
Lines of therapy received, n (%)
1L
2L
3L
4L+
BRCA mutation, n (%)
Untested
Tested: mutated
Tested: wild type
HRD status, n (%)*
Untested
Tested: positive
Tested: negative

N=150
72 (48)
34 (22.7)
37 (24.7)
5 (3.3)
21 (14)
20 (13)
31 (21)
59 (39)
40 (27)
482.4 (489.5)
356.5 (203.8, 549.0)
84 (56.0)
56 (37.3)
8 (5.3)
2 (1.3)
63 (42)
37 (25)
50 (33)
106 (71)
12 (8)
32 (21)

*Frequencies were calculated on entire sample (N=150)
HRD=homologous recombination deficiency; SD=Standard deviation.

n=40

Complete Response

45%
(n=68)

55%
(n=82)

Reasons for Niraparib Initiation
• When asked to report the reason for initiating niraparib at 200 mg/day, approximately 40% of physicians
reported that they start all patients at this dose
• Patient preference (37%), patient concern about toxicity (33%), patient weight (28%), and previous history
of thrombocytopenia (21%) were other reasons reported by physicians (Figure 3)
Figure 3. Physicians’ Reasons for Initiating Niraparib at 200 mg/day From Chart Abstraction (N=150)*
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Rate of Thrombocytopenia
• The majority of patients (86%) had either no thrombocytopenia or grade 1 or 2 thrombocytopenia (Figure 4)
Figure 4. Rate of Thrombocytopenia After Niraparib Initiation (N=150)
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Conclusions

•

In this chart review study, <1 in 5 patients had thrombocytopenia (grade 3/4) and the median time
from initiation of niraparib to date of the first platelet count test was 25.5 days; both are lower than
observed rates reported in the ENGOT-OV16/NOVA trial1

•

Niraparib dose initiation at 200 mg/day may be beneficial in managing adverse events in patients
with recurrent OC

Limitations
• The sample source providing recruitment of oncologists in this study may not reflect overall
prescribing patterns among the general OC population

•

In addition, the sample source providing recruitment of patients with OC may not reflect the overall
OC population

•
•

A limited number of patients with OC were captured within any given observation period
It is unknown why platelet count testing was not conducted at the same time for all patients. This
may indicate a bias for one group to be diagnosed before the other
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Figure 1. Cancer Stage at Diagnosis From Chart Abstraction (N=150)

B. Best Response to Chemotherapy
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BMI=body mass index; SD=standard deviation.

Table 2. Patient Clinical and Disease Characteristics

Figure 5. Percent of Patients With Grade 3 or 4 Thrombocytopenia* Before and After Niraparib
Initiation, Divided by Patients <77 kg (n=96) vs ≥77 kg (n=54)

Figure 2. Patient Treatment and Response Before Starting Niraparib (N=150)

84 (56)
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19 (13)
7 (5)
1 (0.7)
6 (4)

Patient Clinical Characteristics
• Fifty-one percent of patients had the disease for less than 1 year and 31%, for less than 2 years
• Approximately 40% of patients had stage III/IIIB/IIIC cancer at diagnosis (Figure 1)
• Overall, 25% (n=37) of patients tested positive for a germline BRCA mutation while 8% (n=12) of patients
tested positive for HRD (Table 2)
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Rate of Thrombocytopenia by Weight Cutoff (<77 kg)
• Between the end of chemotherapy and before initiating niraparib, 19% (n=28) of all patients had been
diagnosed with grade 3 or 4 thrombocytopenia
• After initiating niraparib, that percentage had fallen to 14% (n=21) of patients being diagnosed with grade 3
or 4 thrombocytopenia (Figure 5)
• Overall, 64% (n=96) were classified as <77 kg and 36% (n=54) as ≥77 kg based on the reported weight of
the patients
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