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Studientitel 

ENGOT-ov44 (FIRST) 

NGOT-ov44 The FIRST (First-line Ovarian Cancer 
Treatment With Niraparib Plus TSR-042) Study: A 
Randomized, Double-blind, Phase 3 Comparison of 
Platinum-based Therapy With TSR-042 and Niraparib 
Versus Standard of Care Platinum-based Therapy as 
First-line 

ClinicalTrials.gov Identifier NCT03602859 

Sponsor Tesaro, Inc. (Pharma) 

Ansprechpartner*in Prof. Dr. med. Jalid Sehouli 

Kontakt Studienzentrale 

 

An-
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Charité - Universitätsmedizin Berlin  

Campus Virchow-Klinikum  

Augustenburger Platz 1, 13353 Berlin 

Tel. +49 30 450 564 001 

+49 30 450 564 002 

  

Kontakt Cancer-Hotline +49 30 450 564 222    Email:  cccc@charite.de 

 Wichtigste 
Einschlusskriterien 

 

 

 

 

 

 

 

 

 Participants must be female, >=18 years of age, able 
to understand the study procedures, and agree to 
participate in the study by providing written informed 
consent. 

 Participants with a histologically confirmed diagnosis 
of high-grade nonmucinous epithelial ovarian 
(serous, endometrioid, clear cell, carcinosarcoma, an 
mixed pathologies), fallopian tube, or primary 
peritoneal cancer that is Stage III or IV according to 
the International Federation of Gynecology and 
Obstetrics (FIGO) or tumor, node and metastasis 
staging criteria. 

 All participants with Stage IV disease are eligible. 
This includes those with inoperable disease, those 
who undergo primary debulking surgery (PDS); 
(complete cytoreduction [CC0] or macroscopic 
disease), or those for whom neoadjuvant 
chemotherapy (NACT) is planned. 

 Participants with Stage III are eligible if they meet 
one or more of the following criteria: 

1. Stage IIIC participants with CC0 resection if 
they meet the following criteria: Aggregate 
>=5 cm extra-pelvic disease during PDS as 
assessed by the investigator 
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2. All participants with inoperable Stage III 
disease. 

3. All Stage III participants with macroscopic 
residual tumor (per investigator judgement) 
following PDS. 

4. All Stage III participants for whom NACT is 
planned.. 

 Participants must provide a blood sample for 
circulating tumor deoxyribonucleic acid (ctDNA) 
homologous recombinant repair (HRR) testing at 
pre-screening or screening. 

 Participant must provide a minimum of formalin-fixed 
paraffin embedded (FFPE) block at pre-screening or 
screening for PD-L1, homologous recombinant 
deficiency (HRD) testing. 

 Participants of childbearing potential must have a 
negative serum or urine pregnancy test (beta human 
chorionic gonadotropin) within 3 days prior to 
receiving the first dose of study treatment. 

 Participants must be postmenopausal, free from 
menses for >1 year, surgically sterilized, or willing to 
use highly effective contraception to prevent 
pregnancy or must agree to abstain from activities 
that could result in pregnancy throughout the study, 
starting with enrollment through 180 days after the 
last dose of study treatment. 

 Participants must have adequate organ function: 
Absolute neutrophil count ANC >=1500/micro liter 
(μL;) Platelet count >=100000/μL; Hemoglobin >=9 
grams per deciliter (g/dL); Serum creatinine <=1.5 × 
upper limit of normal (ULN) or calculated creatinine 
clearance >=60 milliliters per minute (mL/min) using 
the Cockcroft-Gault equation; total bilirubin <=1.5 × 
ULN or direct bilirubin <=1.5 × ULN; AST and ALT 
<=2.5 × ULN unless liver metastases are present, in 
which case they must be <=5 × ULN. 

 Participants must have an Eastern Cooperative 
Oncology Group (ECOG) score of 0 or 1. 

 Participants must have normal blood pressure (BP) 
or adequately treated and controlled hypertension 
(systolic BP <=140 millimeters of mercury (mmHg) 
and/or diastolic BP <=90 mmHg). 

 Participants must agree to complete health related 
quality of life (HRQoL) questionnaires throughout the 
study. 

 Participants must be able to take oral medication. 
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