
Median PFS follow-up time: 27.4 months for LYNPARZA + bevacizumab and 27.5 months for bevacizumab + placebo1

PAOLA-1 was a phase 3 trial of women with advanced ovarian cancer that 
enrolled patients regardless of surgical outcome or BRCA mutation status 
following response to first-line platinum-based chemotherapy with 
bevacizumab. Patients were randomized 2:1 (N=806) to receive LYNPARZA 
tablets 300 mg BID in combination with bevacizumab 15 mg/kg (n=537) or 
placebo BID in combination with bevacizumab 15 mg/kg (n=269). 

Bevacizumab was administered every 3 weeks for a total duration of up to 
15 months, and LYNPARZA or placebo treatment was administered for up 
to 24 months or until disease progression or unacceptable toxicity.

The primary endpoint was the investigator-assessed PFS. Prespecified 
exploratory analyses included PFS in predefined subgroups, including HRD 
status and BRCA mutation status, which were not controlled for Type 1 
error. HRD status was not a stratification factor in PAOLA-1. PFS within 
HRD-positive patients served as the basis of the FDA-approved indication.

PAOLA-1 Study Design1-3

Select patients for this indication based on an FDA-approved companion diagnostic.1

Including BRCA mutation (as determined by Myriad myChoice® CDx) and other causes of HRD. HRD 
positive was defined as either a tBRCA mutation and/or an HRD score ≥42 by Myriad myChoice® CDx.4

*
†

The 2-year analysis is descriptive only; the PAOLA-1 trial
was not powered to assess a statistical difference between
treatment groups at these time points.

(including BRCAm and genomic instability positive)1

~1 in 2 women with advanced ovarian 
cancer in PAOLA-1 was HRD positive2HRD+

BID=twice daily; BRCAm=BRCA-mutated; CDx=companion diagnostic; CI=confidence interval; HR=hazard ratio; HRD=homologous recombination 
deficiency; PFS=progression-free survival; tBRCA=tumor BRCA.

Additional 
Analyses
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There is no official clinical consensus on
what is considered higher vs lower risk.
Data are based on post hoc exploratory
subgroup analyses in 2 clinical
subgroups (higher risk and lower risk),
including by biomarker status. Neither
HRD status nor risk factor was a
stratification factor in PAOLA-1.2,3

Higher-risk patients5:
FIGO Stage III patients
with upfront surgery
and residual disease
or NACT
FIGO Stage IV patients

•

•

Lower-risk patients5:
FIGO Stage III patients
with upfront surgery
and complete resection

•

*Unstable median due to lack of events.5

FIGO=International Federation of Gynecology and Obstetrics; mPFS=median progression-free survival; NACT=neoadjuvant chemotherapy; NR=not reached. 
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ARs occurring in ≥10% of patients treated with LYNPARZA + bevacizumab and at 
≥5% frequency compared with placebo + bevacizumab1

Lab abnormalities reported in ≥25% of women on LYNPARZA + bevacizumab vs 
bevacizumab + placebo1¶

*Graded according to the National Cancer Institute Common Terminology Criteria for Adverse Events (NCI CTCAE), version 4.0. †Includes asthenia and fatigue. ‡Includes 
anemia, anemia macrocytic, erythropenia, hematocrit decreased, hemoglobin decreased, normochromic anemia, normochromic normocytic anemia, normocytic anemia, and 
red blood cell count decreased. §Includes B-lymphocyte count decreased, lymphocyte count decreased, lymphopenia, and T-lymphocyte count decreased. ||Includes 
leukopenia and white blood cell count decreased.

¶Reported within 30 days of the last dose. #This number represents the safety population. The derived values in the table are based on the total number 
of evaluable patients for each laboratory parameter. **Patients were allowed to enter clinical studies with laboratory values of CTCAE Grade 1.

In addition, venous thromboembolic events occurred more commonly in patients receiving LYNPARZA + bevacizumab 
(5%) than in those receiving placebo + bevacizumab (1.9%)1

•

Fatal adverse reactions occurred in 1 patient due to concurrent pneumonia and aplastic anemia. Serious adverse reactions occurred in 31% of 
patients who received LYNPARZA + bevacizumab. Serious adverse reactions in >5% of patients included hypertension (19%) and anemia (17%).1

In patients receiving LYNPARZA + bevacizumab, dose interruptions of LYNPARZA due to an adverse reaction of any 
grade occurred in 54% of patients, dose reductions of LYNPARZA due to an adverse reaction occurred in 41% of 
patients, and discontinuation of LYNPARZA due to adverse reactions occurred in 20% of patients.1

ARs and laboratory abnormalities in PAOLA-1 were mostly Grades 1 and 21

AR=adverse reaction.
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Median duration of follow-up (primary analysis): 41 months for LYNPARZA and 41 months for 
placebo (DCO: May 17, 2018).1,6

Median PFS follow-up time (post hoc follow-up analysis): 
efficacy and safety were assessed with long-term follow-up; 
5 years after the last patient was randomized (4.8 years for 
LYNPARZA and 5 years for placebo: DCO: March 5, 2020).9

The analyses at 1–5 years are descriptive only; the SOLO-1
trial was not designed to assess a statistical difference
between treatment groups at these time points.

LYNPARZA 
not reached (NR)

Placebo 
13.8 months

HR=0.30; 95% CI: 0.23–0.41; P<0.0001

Median PFS1,6

SOLO-1 was a phase 3 trial of women with sBRCAm or gBRCAm advanced ovarian cancer in complete 
or partial response to first-line platinum-based chemotherapy. Patients were randomized 2:1 (N=391) to 
receive LYNPARZA tablets 300 mg BID (n=260) or placebo (n=131). The primary endpoint was 
investigator-assessed PFS. 
Treatment with LYNPARZA was continued for up to 2 years or until disease progression or 
unacceptable toxicity. Patients who remained in CR received a maximum treatment duration of 2 years; 
patients whose disease remained stable could continue to receive LYNPARZA beyond 2 years.

Select patients for this indication based on an FDA-approved companion diagnostic.1

Based on a 2005 population-based study of 209 women with invasive ovarian carcinoma who underwent genetic 
testing through full sequencing and BRCA1 rearrangement.7

Based on a 2014 study of 390 ovarian carcinomas, with prospective enrollment at diagnosis, using targeted capture 
and massively parallel genomic sequencing.8

*
†

‡

SOLO-1 Study Design1,6

Median PFS9

LYNPARZA Placebo

56 months

HR=0.33; 95% CI: 0.25–0.43

13.8 months

22% of women with ovarian cancer have a 
BRCA mutation7,8

• 15% gBRCAm7†       • 7% sBRCAm8‡

g/sBRCAm 
positive

g/sBRCAm 
negative

CR=complete response; DCO=data cutoff; gBRCAm=germline BRCA-mutated; sBRCAm=somatic BRCA-mutated.
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*Graded according to the National Cancer Institute Common Terminology Criteria for Adverse Events (NCI CTCAE), version 4.0. †Includes asthenia, fatigue, lethargy, malaise. 
‡Includes neutropenia, febrile neutropenia. §Includes leukopenia, white blood cell count decreased. ||Includes platelet count decreased, thrombocytopenia. ¶Includes abdominal 
pain, abdominal pain lower, abdominal pain upper, abdominal distension, abdominal discomfort, abdominal tenderness. #Includes colitis, diarrhea, gastroenteritis. **Includes 
stomatitis, aphthous ulcer, mouth ulceration. ††Includes urosepsis, UTI, urinary tract pain, pyuria. ‡‡Includes dyspnea and dyspnea exertional.

• No additional cases of MDS/AML reported; incidence remained <1.5%. Follow-up for MDS/AML continued until death due to any cause9

• Safety profile remained consistent with the primary analysis9

At 5-year follow-up analysis

§§This number represents the safety population. The derived values in the table are based 
on the total number of evaluable patients for each laboratory parameter. ||||Patients were 
allowed to enter clinical studies with laboratory values of CTCAE Grade 1.

Monitor patients for hematological toxicity at baseline and monthly thereafter.

ARs reported in ≥10% of women on LYNPARZA vs placebo1
Lab abnormalities reported in ≥25% of women on 
LYNPARZA vs placebo1

Among patients who received LYNPARZA, dose interruptions due to an adverse reaction of 
any grade occurred in 52%, and dose reductions due to an adverse reaction occurred in 28%. 
Discontinuation due to adverse reactions occurred in 12% of patients receiving LYNPARZA.1

AML=acute myeloid leukemia; MDS=myelodysplastic syndrome; UTI=urinary tract infection.
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*Select patients for this indication based on an FDA-approved companion diagnostic.1
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