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● Mortality rates in patients with newly diagnosed 
advanced ovarian cancer (OC) remain high despite 
advancements in treatment1

– In 2022, it was estimated that there would be 
26,500 deaths from OC in the European Union, 
4000 deaths in the United Kingdom, and 
12,810 deaths in the United States1,2

● Patients with newly diagnosed advanced OC who are 
ineligible for primary debulking surgery are treated 
with neoadjuvant chemotherapy followed by interval 
debulking surgery3

● Regardless of the timing and type of debulking 
surgery, the extent of residual disease after surgery is 
an important predictor of patient outcomes4,5

● There is an unmet need to improve neoadjuvant 
therapy to decrease postoperative residual disease 
and improve outcomes in patients with newly 
diagnosed advanced OC

● OPAL-C is a global, multicenter, randomized, open-label, phase 2 
trial comparing neoadjuvant niraparib treatment vs standard of 
care in patients with advanced OC with homologous 
recombination-deficient (HRd) tumors

● Enrollment is ongoing and is expected to conclude in March 2024
● The primary analysis is anticipated to be completed in 

September 2024, and the final analysis in May 2026

● Niraparib inhibits the poly(ADP-ribose) polymerase (PARP) enzymes PARP-1 and PARP-2 that 
play a role in DNA repair

● HRd tumors are more sensitive to PARP inhibitors like niraparib because cells are forced to use 
inefficient and erroneous mechanisms to repair double-stranded DNA breaks,6 resulting in 
increased cell death and improved outcomes compared to patients with homologous 
recombination-proficient tumors7

● Niraparib is approved as maintenance therapy in patients with advanced epithelial ovarian, 
fallopian tube, or primary peritoneal cancer who responded to first-line platinum-based 
chemotherapy, regardless of biomarker status8,9
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Plain Language Summary

AML, acute myeloid leukemia; FIGO, International Federation of Gynecology and Obstetrics; HRD, homologous recombination deficiency; HRd, homologous recombination-deficient; 
IDS, interval debulking surgery; MDS, myelodysplastic syndrome; OC, ovarian cancer; PARP, poly(ADP-ribose) polymerase; RECIST, Response Evaluation Criteria in Solid Tumors.

aAn estimated sample size of 40 patients in each of the 2 arms (80 patients total) is needed for the half-width of a 2-sided 80% CI for the pre-IDS unconfirmed overall response rate difference of 12%. This estimate assumes that the pre-IDS unconfirmed overall
response rate in the neoadjuvant niraparib arm is 65% and the pre-IDS unconfirmed overall response rate difference between arms is 20%.
bPatients with a complete or partial response after neoadjuvant therapy per RECIST v1.1 go on to receive IDS. Patients with stable disease or progression of disease may proceed to alternative therapy at the investigator’s discretion.
cDefined as the percentage of patients with unconfirmed complete or partial response on study treatment before IDS as assessed by the investigator using the RECIST v1.1 criteria.
dThird cycle optional.
eUp to 36 months in the absence of progressive disease, death, unacceptable toxicity, or patient/physician decision to withdraw from the study.
HRd, homologous recombination-deficient; IDS, interval debulking surgery; R, randomized; RECIST, Response Evaluation Criteria in Solid Tumors.
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● OPAL cohort C (OPAL-C) is a global, multicenter, randomized, open-label, phase 2 trial evaluating the efficacy, 
safety, and tolerability of neoadjuvant niraparib treatment versus standard of care in patients with advanced OC 
with HRd tumors (ClinicalTrials.gov identifier: NCT03574779)

The OPAL-C Trial

aPre-IDS unconfirmed overall response rate, defined as the investigator-assessed percentage of patients with unconfirmed complete or partial response on study treatment before IDS per RECIST v1.1.
CTCAE, Common Terminology Criteria for Adverse Events; IDS, interval debulking surgery; OS, overall survival; pCR, pathological complete response; PFS, progression-free survival; RECIST, Response Evaluation Criteria in Solid Tumors; 
TFST, time to first subsequent treatment.

• Female, aged ≥18 years, with measurable disease according to RECIST v1.1

• Stage III/IV ovarian, fallopian tube, or peritoneal cancer according to FIGO

• Eligible for neoadjuvant platinum-taxane doublet chemotherapy followed by IDS

• Prior completion of one run-in cycle of carboplatin-paclitaxel treatment

• Have tumors that are HRd as determined by central HRD testing using the Myriad myChoice®

CDx PLUS assay

Key Inclusion Criteria

• Received prior treatment for OC (ie, prior surgery, immunotherapy, or PARP inhibitor treatment)

• Unable to swallow orally administered medication

• History or present diagnosis of MDS or AML 

• Have bowel obstruction

• High risk of bleeding due to major injuries or major surgery within the past 28 days prior 
to the start of study treatment

Key Exclusion Criteria

Study duration ≈ 48 months

Enrolling Sites

SpainCanada United States
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Patients with newly diagnosed
• Stage III/IV
• High-grade nonmucinous

epithelial ovarian, fallopian tube, 
or peritoneal cancer

• Eligible for neoadjuvant 
platinum-taxane doublet 
chemotherapy followed by IDS

• HRd tumors
• 1 run-in cycle of carboplatin-

paclitaxel

R
1:1 IDSb Platinum-taxane ±

optional bevacizumab
Niraparib ±

optional bevacizumab

Neoadjuvant therapy
Three 21-day cycles

Adjuvant therapy
Up to three 21-day cyclesd

Maintenance therapy
21-day cycles 

up to 36 monthse

Primary endpoint
Pre-IDS unconfirmed overall response ratec

Platinum-taxane
doublet neoadjuvant 

chemotherapy
(n≈40)a

Niraparib
(n≈40)a

Primary endpoint
● Pre-IDS unconfirmed 

overall response ratea

Secondary endpoints
● PFS

● PFS rate at 12, 18, 
and 24 months

● OS

● TFST

Safety assessment
● All adverse events will be 

assessed for intensity 
according to CTCAE

Exploratory endpoint
● pCR


