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*  In QUADRA, HRD positive status (HRD+) was determined using the Myriad myChoice CDx as either tBRCAm and/or  
GIS+ (genomic instability score [GIS] ≥42).
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The only PARP inhibitor indicated for late-line 
treatment of HRD+ recurrent ovarian cancer1-3

FDA-approved indications for ZEJULA1

ZEJULA EXTENDS PARP INHIBITOR 
THERAPY TO MORE WOMEN1-4

Ovarian cancer defined by either1:
Homologous Recombination Deficiency Positive (HRD+)*
Indicated for the treatment of 4th-Line+

BRCAm OR BRCAwt, Genomic Instability Positive (GIS+) 
Platinum-Sensitive Disease

Please see additional Important Safety Information on the next page, as well as the Prescribing Information.

Myelodysplastic syndrome/acute myeloid leukemia (MDS/AML), 
including some fatal cases, was reported in 15 patients (0.8%) out 
of 1,785 patients treated with ZEJULA monotherapy in clinical 
trials. The duration of therapy in patients who developed secondary 
MDS/cancer therapy-related AML varied from 0.5 months to 
4.9 years. These patients had received prior chemotherapy with 
platinum agents and/or other DNA-damaging agents including 
radiotherapy. Discontinue ZEJULA if MDS/AML is confirmed.

Hematologic adverse reactions (thrombocytopenia, anemia, 
neutropenia, and/or pancytopenia) have been reported in patients 
receiving ZEJULA. The overall incidence of Grade ≥3 thrombocytopenia,  
anemia, and neutropenia were reported, respectively, in 39%, 

31%, and 21% of patients receiving ZEJULA in PRIMA; 29%, 25%, 
and 20% of patients receiving ZEJULA in NOVA; and 28%, 27%,  
and 13% of patients receiving ZEJULA in QUADRA. Discontinuation due 
to thrombocytopenia, anemia, and neutropenia occurred, respectively, 
in 4%, 2%, and 2% of patients in PRIMA; 3%, 1%, and 2% of patients 
in NOVA; and 4%, 2%, and 1% of patients in QUADRA. In patients  
who were administered a starting dose of ZEJULA based on baseline 
weight or platelet count in PRIMA, Grade ≥3 thrombocytopenia, anemia, 
and neutropenia were reported, respectively, in 22%, 23%, and 15%  
of patients receiving ZEJULA. Discontinuation due to thrombocytopenia, 
anemia, and neutropenia occurred, respectively, in 3%, 3%, and 2%  
of patients. 

Important Safety Information

Indications
ZEJULA is indicated: 

•	 for the maintenance treatment of adult patients with advanced epithelial ovarian, fallopian tube, or primary peritoneal cancer who are in 
a complete or partial response to first-line platinum-based chemotherapy

•	 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 to platinum-based chemotherapy 

•	 for the treatment of adult patients with advanced ovarian, fallopian tube, or primary peritoneal cancer who have been treated with three or 
more prior chemotherapy regimens and whose cancer is associated with homologous recombination deficiency (HRD) positive status defined  
by either: 
•  a deleterious or suspected deleterious BRCA mutation, or 
•  genomic instability and who have progressed more than six months after response to the last platinum-based chemotherapy. 

Select patients for therapy based on an FDA-approved companion diagnostic for ZEJULA.

https://gskpro.com/content/dam/global/hcpportal/en_US/Prescribing_Information/Zejula_Capsules/pdf/ZEJULA-CAPSULES-PI-PIL.PDF


Clinically meaningful, durable benefit was observed  
in the indicated 4L+ treatment population1

Do not start ZEJULA until patients have recovered from hematological 
toxicity caused by prior chemotherapy (≤Grade 1). Monitor complete blood 
counts weekly for the first month, monthly for the next 11 months, and 
periodically thereafter. If hematological toxicities do not resolve within 28 
days following interruption, discontinue ZEJULA, and refer the patient to 
a hematologist for further investigations. 
Hypertension and hypertensive crisis have been reported in patients 
receiving ZEJULA. Grade 3-4 hypertension occurred in 6% of patients 
receiving ZEJULA vs 1% of patients receiving placebo in PRIMA, with 
no reported discontinuations. Grade 3-4 hypertension occurred in 9% 
of patients receiving ZEJULA vs 2% of patients receiving placebo in 
NOVA, with discontinuation occurring in <1% of patients. Grade 3-4 
hypertension occurred in 5% of ZEJULA-treated patients in QUADRA, 
with discontinuation occurring in <0.2% of patients. Monitor blood 
pressure and heart rate at least weekly for the first two months, then 
monthly for the first year, and periodically thereafter during treatment 
with ZEJULA. Closely monitor patients with cardiovascular disorders, 
especially coronary insufficiency, cardiac arrhythmias, and hypertension. 
Manage hypertension with antihypertensive medications and adjustment 
of the ZEJULA dose if necessary.
Posterior reversible encephalopathy syndrome (PRES) occurred in 
0.1% of 2,165 patients treated with ZEJULA in clinical trials and has also 
been described in postmarketing reports. Monitor all patients for signs 
and symptoms of PRES, which include seizure, headache, altered mental 
status, visual disturbance, or cortical blindness, with or without associated 
hypertension. Diagnosis requires confirmation by brain imaging. If 
suspected, promptly discontinue ZEJULA and administer appropriate 
treatment. The safety of reinitiating ZEJULA is unknown.
Embryo-fetal toxicity and lactation: Based on its mechanism of action, 
ZEJULA can cause fetal harm. Advise females of reproductive potential 
of the potential risk to a fetus and to use effective contraception during 
treatment and for 6 months after receiving their final dose of ZEJULA. 
Because of the potential for serious adverse reactions from ZEJULA 
in breastfed infants, advise lactating women to not breastfeed during 
treatment with ZEJULA and for 1 month after receiving the final dose. 
Allergic reactions to FD&C Yellow No. 5 (tartrazine): ZEJULA capsules 
contain FD&C Yellow No. 5 (tartrazine), which may cause allergic-type 
reactions (including bronchial asthma) in certain susceptible persons. 
Although the overall incidence in the general population is low, it is 
frequently seen in patients who also have aspirin hypersensitivity.
First-line Maintenance Advanced Ovarian Cancer
Most common adverse reactions (Grades 1-4) in ≥10% of all patients who 
received ZEJULA in PRIMA were thrombocytopenia (66%), anemia (64%),  

nausea (57%), fatigue (51%), neutropenia (42%), constipation (40%), 
musculoskeletal pain (39%), leukopenia (28%), headache (26%), insomnia 
(25%), vomiting (22%), dyspnea (22%), decreased appetite (19%), 
dizziness (19%), cough (18%), hypertension (18%), AST/ALT elevation 
(14%), and acute kidney injury (12%).
Common lab abnormalities (Grades 1-4) in ≥25% of all patients who received 
ZEJULA in PRIMA included: decreased hemoglobin (87%), decreased 
platelets (74%), decreased leukocytes (71%), increased glucose (66%), 
decreased neutrophils (66%), decreased lymphocytes (51%), increased 
alkaline phosphatase (46%), increased creatinine (40%), decreased 
magnesium (36%), increased AST (35%) and increased ALT (29%).
Maintenance Recurrent Ovarian Cancer 
Most common adverse reactions (Grades 1-4) in ≥10% of patients who 
received ZEJULA in NOVA were nausea (74%), thrombocytopenia (61%), 
fatigue/asthenia (57%), anemia (50%), constipation (40%), vomiting 
(34%), neutropenia (30%), insomnia (27%), headache (26%), decreased 
appetite (25%), nasopharyngitis (23%), rash (21%), hypertension (20%), 
dyspnea (20%), mucositis/stomatitis (20%), dizziness (18%), back pain 
(18%), dyspepsia (18%), leukopenia (17%), cough (16%), urinary tract 
infection (13%), anxiety (11%), dry mouth (10%), AST/ALT elevation (10%), 
dysgeusia (10%), palpitations (10%).
Common lab abnormalities (Grades 1-4) in ≥25% of patients who received 
ZEJULA in NOVA included: decrease in hemoglobin (85%), decrease in 
platelet count (72%), decrease in white blood cell count (66%), decrease 
in absolute neutrophil count (53%), increase in AST (36%), and increase 
in ALT (28%).
Treatment of Advanced HRD+ Ovarian Cancer
Most common adverse reactions (Grades 1-4) in ≥10% of patients 
who received ZEJULA in QUADRA were nausea (67%), fatigue (56%), 
thrombocytopenia (52%), anemia (51%), vomiting (44%), constipation 
(36%), abdominal pain (34%), musculoskeletal pain (29%), decreased 
appetite (27%), dyspnea (22%), insomnia (21%), neutropenia (20%), 
headache (19%), diarrhea (17%), acute kidney injury (17%), urinary tract 
infection (15%), hypertension (14%), cough (13%), dizziness (11%), AST/
ALT elevation (11%), blood alkaline phosphatase increased (11%).
Common lab abnormalities (Grades 1-4) in ≥25% of patients who received 
ZEJULA in QUADRA included: decreased hemoglobin (83%), increased 
glucose (66%), decreased platelets (60%), decreased lymphocytes (57%), 
decreased leukocytes (53%), decreased magnesium (46%), increased 
alkaline phosphatase (40%), increased gamma glutamyl transferase 
(40%), increased creatinine (36%), decreased sodium (34%), decreased 
neutrophils (34%), increased aspartate aminotransferase (29%), and 
decreased albumin (27%).

Please see Prescribing Information. 
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2L = second line; 4L+ = fourth line or later; AR = adverse reaction; BRCAm = breast cancer susceptibility gene mutated; BRCAwt = not BRCA mutated; HRD+ = homologous 
recombination deficiency positive; HRD- = HRD negative; NE = not evaluable; ORR = overall response rate; PARP = poly (ADP-ribose) polymerase; tBRCA+ = tumor-BRCA mutated.
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Important Safety Information (continued)

QUADRA: A single-arm, phase 2 trial of patients (N=463) with advanced ovarian cancer who had 
been treated with 3 or more prior lines of chemotherapy. The FDA-indicated population is for 
HRD+ patients with either BRCAm tumors, regardless of platinum status, or BRCAwt tumors with 
genomic instability (GIS+) and had progressed more than 6 months after the last platinum-based 
chemotherapy. Those with prior exposure to PARP inhibitors were excluded. Patients received ZEJULA 
300 mg once daily continuously for 28-day cycles until disease progression or unacceptable toxicity.1

Safety signals observed in QUADRA were consistent with those found in NOVA1

However, rates of most common ARs observed were different from NOVA and fatal adverse reactions 
occurred in 2% of patients, including cardiac arrest. Serious adverse reactions occurred in 43% 
of patients receiving ZEJULA. Serious adverse reactions in >3% of patients were small intestinal 
obstruction (7%), vomiting (6%), nausea (5%), and abdominal pain (4%).1
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