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TRIAL DESIGN

Enrollment of 300 patients with platinum-sensitive relapsed OC who are eligible for PARP
inhibition maintenance therapy with niraparib in up to 15 sites in Germany and Austria.
Treatment decision has to be determined independently by the physician before inclusion of
the patients into the study. The niraparib treatment should be planned according to current
SmPC. Patients can be included after therapy decision of niraparib treatment (decision to
start niraparib therapy must have been taken independently) and for up to 3 months after
start of niraparib therapy. During this study data will be collected at baseline and every 3
months for up to 7 years follow-up (long-term survival with every 6 months visits) or
patient’s death whatever comes first. Since 04/2021 19 patients with maintenance therapy
were recruited within the study “CAROLIN”. The study is currently enrolling patients.
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BACKGROUND

Long-term survivors (>5 years after primary diagnosis) with ovarian cancer (OC) constitute a
rare, not well-investigated cohort among OC patients. The recent Expression IV study of the
North-Eastern German Society of Gynecological Oncology (NOGGO) on patients' preferences
and expectations regarding maintenance therapy has shown that patients primarily choose
maintenance therapy to improve therapeutic outcome. Only secondarily do they opt for
maintenance therapy to improve their quality of life (QoL).

Furthermore, approximately 30% of patients prefer an oral administration and over 50%
would tolerate a 2-year administration of maintenance therapy if the delay of tumor
progression could exceed over six months. Based on these results, this prospective study
characterizing the long-term experience of patients with OC undergoing maintenance
treatment with niraparib was planned. The objective of this trial is to prospectively evaluate
the long-term survival multifactorial experience in patients undergoing maintenance
treatment. In particular, this study aims to identify disease, patient, and treatment factors
associated with long-term survival.
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n = 300
(200 BRCA wt, 100 BRCA mut) endpointspatients

15 sites

Data will be collected at 
baseline,  every 3 months

during niraparib
treatment and every 6 
months during up to 7 

years of follow-up (long-
term survival) or patient’s

death whatever comes
first
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Primary objective is the identification of
disease, patient and treatment factors
associated with long-term survival.

Secondary objectives are the evaluation of
therapy management of niraparib with
focus on long-term survival and the
identification of treatment specific factors
associated with long-term survival (<5 vs >5
years).

• Female, age at least 18 years 

• Participant must be able to 
understand the study procedures 
and agree to participate in the 
study by providing written 
informed consent

• Histologically diagnosed OC, 
fallopian tube cancer, or primary 
peritoneal cancer

• For the last chemotherapy course 
prior to inclusion in the NIS the 
patient must have achieved a 
partial (PR) or complete (CR) 
tumor response 

• Patients eligible for niraparib 
maintenance therapy according to 
SmPC 

• Patients are eligible after therapy 
decision and before start of 
niraparib treatment (decision to 
start niraparib therapy must have 
been taken independently from 
and prior to patient inclusion)

• Patient is able to take oral 
medications

Primary objective: 

• Identification of disease, 
patient and treatment 
factors associated with 
long-term survival

Secondary objectives: 

•Evaluation of therapy 
management of 
niraparib with focus on 
long-term survival 

• Identification of 
treatment specific 
factors associated with 
long-term survival (<5 vs 
>5 years)


