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We Encourage Clinicians in Practice to Submit Questions 

Feel free to submit questions now before the program 
begins and throughout the program.



Familiarizing Yourself with the Zoom Interface

Expand chat submission box

Drag the white line above the submission box up to create 
more space for your message.



Familiarizing Yourself with the Zoom Interface

Increase chat font size

Press Command (for Mac) or Control (for PC) and the + symbol. 
You may do this as many times as you need for readability.



Clinicians in the Audience, Please Complete 
the Pre- and Postmeeting Surveys

Quick Survey Quick Poll
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Thank you for joining us!

CME and MOC credit information will be emailed to 
each participant within 5 business days.
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SOLO-1: Initial Results 2018

Moore KN et al. N Engl J Med 2018;379:2495-505.

• Interim OS analysis: 3-Year OS rate was 84% in olaparib group, 80% in placebo group (HR 0.95)

Median: Not reached

Median: 13.8 mo



J Clin Oncol 2023;41(3):609-17.



SOLO-1: Subsequent PARP Inhibitor Therapy

DiSilvestro P et al. J Clin Oncol 2023;41(3):609-17.



SOLO-1: Seven-Year Overall Survival

DiSilvestro P et al. J Clin Oncol 2023;41(3):609-17.



SOLO-1: Seven-Year Summary of Select Adverse Events (AEs)

DiSilvestro P et al. J Clin Oncol 2023;41(3):609-17.

• The most common Grade ≥3 AE was anemia.
• Serious AEs occurred in 21.2% of olaparib patients and 13.8% of placebo patients. 
• The most commonly reported serious AEs were anemia (7.3% of olaparib patients versus 0.0% of 

placebo patients) and neutropenia (1.5% versus 0.0%).
• In total, 4 (1.5%) cases of MDS/AML were reported in the olaparib group and 1 (0.8%) case was 

reported in the placebo group. 



IGCS 2022;Abstract S005/1753.

Eur J Cancer 2023 August;189:112908.



PRIMA: PFS Across Biomarker Subgroups (Investigator-Assessed)

González-Martín A et al. IGCS 2022;Abstract S005/1753. González-Martín A et al. Eur J Cancer 2023;189:112908.



J Clin Oncol 2022;40(34):3952-64.



ATHENA-MONO: Investigator-Assessed Progression-Free Survival 
(PFS) in HRD-Negative Patient Group (BRCA Wild Type, LOH Low)

Monk BJ et al. J Clin Oncol 2022;40(34):3952-64.
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Case Presentation: 54-year-old woman, gBRCA1, s/p IV/IP 
chemotherapy → olaparib maintenance, now with recurrence

Dr Neil Morganstein (Summit, New Jersey)



Case Presentation: 57-year-old woman, gBRCA2, s/p 
surgery, chemotherapy, Stage II HGSOC

Dr Kellie Schneider (Charlotte, North Carolina)





Case Presentation: 77-year-old woman, sBRCA2 Stage IVB 
HGSOC, PD on the PRIMA trial (placebo). Recurrence 2019 à 
liposomal doxorubicin/carboplatin → maintenance niraparib

Dr Karim ElSahwi (Neptune City, New Jersey)





Proposed Treatment Algorithm for Newly Diagnosed Ovarian Cancer

O’Malley DM et al. Target Oncol 2023;18(4):471-503.

Adapted from DiSilvestro et al. Cancers 2021;13(22):5756.

NACT = neoadjuvant chemotherapy; PDS = primary debulking surgery; HRD = homologous recombination deficiency



2022;18(23):2505-36 



Poly(ADP-Ribose) Polymerase (PARP) and PARP Inhibitor 
Mechanisms of Action

González-Martín A et al. Future Oncol 2022;18(23):2505-36. 

SSB = single-stand break; DSB = double-strand break





Mechanisms of Resistance to PARP Inhibitors

Washington CR, Moore KN. Curr Oncol Rep 2022;24(12):1685-93. 

HR = homologous recombination



Case Presentation: 52-year-old woman with recurrent BRCA 
WT, HRD-negative clear cell OC after interval debulking surgery

Dr Dana Chase (Los Angeles, California)



Case Presentation: 61-year-old woman with BRCA WT, 
HRD-negative OC, primary progression on neoadjuvant 
carboplatin/paclitaxel. Folate receptor alpha-positive: 
now on mirvetuximab sorvatansine 

Dr Priya Rudolph (Athens, Georgia)



Unique Events Associated with Mirvetuximab Soravtansine:
Keratopathy and Blurred Vision 

Keratopathy

Blurred vision

Events developed in 
50/106 (47%) patients:

Mostly low grade

Proactive supportive care
– Lubricating artificial tears
– Corticosteroid eye drops

Predictable
– Median time to onset: Cycle 2 (~1.5 months)

Manageable with dose modifications, if needed
– 22% of patients (23/106) had dose delay and/or reduction

Reversible
– At data cutoff: >80% of patients with Grade 2-3 events had 
resolved to Grade 0-1
– Nine patients still receiving MIRV or being followed up for 
resolution

<1% discontinuation due to ocular events
– One of 106 patients discontinued due to Grade 4 keratopathy, 
which resolved within 15 days

Matulonis UA et al. SGO 2022;Abstract LBA4.



SGO 2022



Upifitamab Rilsodotin (UpRi): First-in-Class ADC Targeting NaPi2b

Richardson DL et al. SGO 2022;Abstract 76.

Upifitamab Rilsodotin (UpRi) – First-in-Class ADC Targeting NaPi2b

ADC, antibody drug conjugate; AF, Auristatin F; AF-HPA, auristatin F-hydroxypropylamide; IHC, immunohistochemistry; NaPi2b, sodium-dependent phosphate 

transport protein 2B; TPS, tumor proportion score; UpRi, upifitamab rilsodotin.

1. Bodyak ND et al. Mol Cancer Ther. 2021;20(5):885–895. 2. Mersana. Data on File. 2022. 3. Tolcher AW et al. ASCO Annual Meeting 2019; Abstract 3010.

4. Lin K et al. Clin Cancer Res. 2015;21(22):5139–5150. 

1 or 2 or 3

%

0

NaPi2b IHC assay in 
development – an optimal 
diagnostic assay would be 
robust, predictive, 
reproducible, easily able to 
distinguish a wide range of 
expression using   TPS scoring 
method2

• NaPi2b expressed by tumor cells in 
two-thirds of patients with high-grade 
serous ovarian cancer2

• NaPi2b is a lineage antigen (not an oncogene)1

2/3

Antibody: Humanized monoclonal anti-
NaPi2b1

Linker: Polymer scaffold; cleavable ester 
linker2

Payload: AF-HPA (DolaLock-controlled 
bystander effect)1

Drug-to-Antibody Ratio: ~10UpRi
Upon ADC internalization into tumor cells and efficient release of payload, AF-

HPA payload is metabolized to AF that remains highly potent but loses the ability 
to cross the cell membrane, locking it in the tumor, controlling the bystander 

effect, and consequently limiting impact on adjacent healthy cells2,3

AF-HPA AF

Intracellular 
metabolism 

= Antigen-expressing cell

NaPi2b Is a Sodium-Dependent Phosphate Transporter Broadly Expressed in Ovarian Cancer With Limited Expression in Healthy Tissues4



FDA Issues Partial Clinical Hold on Enrollment Based on Safety 
Data from UP-NEXT and UPGRADE-A Trials Evaluating UpRi
Press Release: June 15, 2023

“June 15, 2023 (GLOBE NEWSWIRE) — A clinical-stage biopharmaceutical company focused on discovering and developing a 
pipeline of antibody-drug conjugates (ADCs) targeting cancers in areas of high unmet medical need, today announced that the 
US Food and Drug Administration (FDA) has issued a partial clinical hold pausing new patient enrollment in UP-NEXT and 
UPGRADE-A, the company’s ongoing clinical trials of UpRi in platinum-sensitive ovarian cancer. UPLIFT, [the] ongoing clinical trial 
of UpRi in platinum-resistant ovarian cancer, completed enrollment in October 2022. Patients who are already enrolled in these 
trials may continue receiving UpRi. [The company] expects to lock its UPLIFT clinical trial database and disclose UPLIFT top-line 
data by early August.

The partial clinical hold follows a submission by [the manufacturer] of a recent aggregate safety report of all patients dosed 
with UpRi (approximately 560 patients) evaluating bleeding events. As noted in FDA guidance, aggregate analyses generally 
become more informative as a drug progresses through development and accumulates data. Detection of a clinically meaningful 
risk, particularly in single-arm clinical trials, typically requires a large safety database to detect differences in rates of adverse 
events compared to those that are expected in the population being studied.

Although data on the background rate of bleeding in platinum-resistant ovarian cancer are limited, [the company’s] recent 
assessment determined that serious bleeding events appear to occur at a higher rate than background. While most bleeding 
cases in this aggregate safety analysis were low-grade, five (<1%) Grade 5 (fatal) bleeding events were observed among the 
approximately 560 patients dosed to date. The causes of bleeding events remain under investigation.”

https://ir.mersana.com/news-releases/news-release-details/mersana-therapeutics-announces-partial-clinical-hold-next-and



Dr Lyndsay Willmott (Phoenix, Arizona)

Case Presentation: 64-year-old woman with recurrent BRCA 
WT HGSOC, TTFields discontinued due to skin toxicity



Kirson ED et al. Cancer Res 2004;64(9):3288-95; 
Mun EJ et al. Clin Cancer Res 2018;24(2):266-75.

TTFields 
therapy 

mechanism 
of action

1

2

3

4

5

INTERFERENCE IN 
CELL MOBILITY AND MIGRATION

ENHANCEMENT OF 
ANTITUMOR IMMUNITY

DISRUPTION OF MITOSIS

PERMEABILITY

DDR DOWNREGULATION 

Tight junction protein delocalisation 
in endothelial cells

Actin bundling and formation of focal adhesions
Loss of cytoskeletal directionality

R-loop formation disruption
Red. replication fork speed
Chromatid aberrations
Downregulation of the FA-BRCA pathway

Activation of immunogenic cell death
Recruitment and infiltration of tumor leukocytes

Activation of downstream adaptive immunity

Diminished microtubule abundance 
Red. mitotic spindle assembly
Septin disruption and cytoplasmic blebbing
Organelle migration to cleavage furrow

Tumor Treating Fields (TTFields) Mechanism of Action

Courtesy of Richard T Penson, MD



Vergote I et al. Gynecol Oncol 2018;150(3):471-77.

• Histologically or 
cytologically 
confirmed recurrent 
ovarian, fallopian 
tube, or primary 
peritoneal 
carcinoma 

• ECOG PS 0–1

Paclitaxel 80 mg/m2 
weekly for  #2

then on days 1, 8, 15 
of each subsequent 

28-day cycle + 
TTFields 

(200 kHz 18 h/day)

N = 31

CT scan 
Q2mo

Primary endpoints:
• AE severity and frequency, No. prematurely DCing TTFields due to skin toxicity
Secondary endpoints:
• PFS, OS, OS1yr, ORR and DOR, CA-125 response and DOR, TTFields usage

Start date: September 2014
Primary completion date: December 2016
Study sites: 5 (Europe)

Radiological/clinical 
disease progression/
unacceptable toxicity

Survival
follow-up

84% TTFields-related dermatitis

ORR 25% mPFS 8.9mo
Clinical benefit 71% OS1yr 61%

INNOVATE: Phase II Trial Design

Courtesy of Richard T Penson, MD



Phase III Pivotal INNOVATE-3 Study of Tumor Treating Fields for 
Ovarian Cancer Does Not Meet Primary Endpoint
Press Release —  August 28, 2023

"[It was announced] that the phase 3 ENGOT-ov50/GOG-3029/INNOVATE-3 clinical trial of Tumor 
Treating Fields (TTFields) together with paclitaxel in patients with platinum-resistant ovarian cancer 
did not meet its primary endpoint of overall survival (OS) at the final analysis. Patients randomized 
to receive TTFields therapy plus paclitaxel (n=280) demonstrated a median OS of 12.2 months versus 
a median OS of 11.9 months in patients treated with paclitaxel alone (n=278) (HR: 1.008). Consistent 
with previously reported studies, TTFields therapy was well-tolerated with no added systemic 
toxicities.

The ENGOT-ov50/GOG-3029/INNOVATE-3 trial enrolled patients with a maximum of five total prior 
lines of systemic therapy. An analysis of exploratory subgroups suggests a potential survival benefit 
in patients who received only one prior line of therapy. This signal could merit further exploration 
given the unmet need for the ~20% of ovarian cancer patients who have a limited response to 
frontline platinum-based treatment. Full evaluation of the data from the ENGOT-ov50/GOG-
3029/INNOVATE-3 trial, including subgroup analyses, is ongoing.”

https://www.novocure.com/novocure-provides-update-on-phase-3-engot-ov50-gog-3029-innovate-3-trial-evaluating-tumor-
treating-fields-therapy-in-platinum-resistant-ovarian-cancer/



Case Presentation: 59-year-old woman, gBRCA1, PMH of 
breast cancer and prophylactic BSO, now recurrent 
peritoneal cancer. Responds for 10 months to olaparib 
followed by chemotherapy followed by rucaparib. 
Nivolumab on TAPUR trial 

Dr John Chan (San Francisco, California)



Potential Synergy Between PARP Inhibition and Immune 
Checkpoint Blockade

Vikas P et al. Front Oncol 2020;10:570.



Abstract LBA5506



DUO-O: Study Design

Harter P et al. ASCO 2023;Abstract LBA5506.



DUO-O: PFS in the ITT Population

Harter P et al. ASCO 2023;Abstract LBA5506.

PFS = progression-free survival; ITT = intent to treat



DUO-O: Subgroup Analysis of PFS by HRD status

Harter P et al. ASCO 2023;Abstract LBA5506.
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Which specific assays or genetic testing platforms do you 
typically order for your patients with newly diagnosed advanced 
ovarian cancer (OC)? 

Germline panel, 
multigene somatic 

(eg, NGS)

Germline panel, HRD

Germline panel

Multigene somatic 
(eg, NGS), BRCA and 
HRD tumor testing

NGS = next-generation sequencing; HRD = homologous recombination deficiency

Germline panel, 
multigene somatic 

(eg, NGS)



Bevacizumab with olaparib

Maintenance therapy

Bevacizumab: 15 months
Olaparib: 2 years

2 years

Duration

A 65-year-old woman with no comorbidities with OC (Stage IIIC, extensive intra-abdominal disease and 
ascites) receives neoadjuvant carboplatin/paclitaxel/bev (good response) → R0 resection. Regulatory and 
reimbursement issues aside, what would you most likely recommend as maintenance therapy if genetic 
testing revealed the patient’s tumor was positive for a BRCA1/2 or PALB2 mutation?

Bevacizumab with olaparib

Bevacizumab with olaparib Bevacizumab: 1 year
Olaparib: 2 years

Bevacizumab with olaparib Bevacizumab: 15 months
Olaparib: 2 years

PARPi = PARP inhibitor

Bevacizumab with olaparib Bevacizumab: 1 year
Olaparib: 2 years



Maintenance therapy

2 years

Duration

A 65-year-old woman with no comorbidities with OC (Stage IIIC, extensive intra-abdominal disease and 
ascites) receives neoadjuvant carboplatin/paclitaxel/bev (good response) → R0 resection. Regulatory and 
reimbursement issues aside, what would you most likely recommend as maintenance therapy if genetic 
testing revealed the patient’s tumor was BRCA wild type, HR deficient (LOH high)?

Bevacizumab with olaparib

Bevacizumab with olaparib Bevacizumab: 15 months
Olaparib: 2 years

Bevacizumab with olaparib Bevacizumab: 1 year
Olaparib: 2 years

Bevacizumab with olaparib Bevacizumab: 15 months
Olaparib: 2 years

Bevacizumab with olaparib Bevacizumab: 1 year
Olaparib: 2 years



Olaparib

Olaparib or niraparib

Maintenance therapy

2 years

2-3 years depending 
on choice of PARPi

Duration

A 65-year-old woman with no comorbidities with OC undergoes R0 resection and receives adjuvant 
carboplatin/paclitaxel (good response). Regulatory and reimbursement issues aside, what would you 
most likely recommend as maintenance therapy if genetic testing revealed the patient’s tumor was 
positive for a BRCA1/2 or PALB2 mutation?

Olaparib 2 years

Bevacizumab with olaparib Bevacizumab: 1 year
Olaparib: 2 years

Bevacizumab with olaparib Bevacizumab: 15 months
Olaparib: 2 years



Niraparib

Maintenance therapy

2 years

Duration

A 65-year-old woman with no comorbidities with OC undergoes R0 resection and receives adjuvant 
carboplatin/paclitaxel (good response). Regulatory and reimbursement issues aside, what would you 
most likely recommend as maintenance therapy if genetic testing revealed the patient’s tumor was BRCA 
wild type, HR deficient (LOH high)?

Niraparib 3 years

Bevacizumab: 1 year
Olaparib: 2 yearsBevacizumab with olaparib

Bevacizumab: 15 months
Olaparib: 2 yearsBevacizumab with olaparib

Olaparib or niraparib 2-3 years depending 
on choice of PARPi



Niraparib

Bevacizumab

None

Maintenance therapy

15 months

3 years

2 years

1 year

Not applicable

Duration

A 65-year-old woman with no comorbidities with OC undergoes R0 resection and receives adjuvant 
carboplatin/paclitaxel (good response). Regulatory and reimbursement issues aside, what would you 
most likely recommend as maintenance therapy if genetic testing revealed the patient’s tumor was 
BRCA wild type, HR proficient (LOH low)?

Niraparib

Bevacizumab



Outside of a protocol setting, in what situations, if any, would 
you administer a PARP inhibitor as a component of later-line 
treatment for a patient whose disease had progressed on or after 
first-line maintenance with a PARP inhibitor? 

Not likely to do this

Very rarely – in someone 
with exquisite platinum 

sensitivity in the 
recurrent setting

Progressed after PARPi and 
platinum-sensitive with 

good response to platinum

None

Progressed after PARPi, very 
long PFI with excellent response 

to platinum-based chemo

PFI = platinum-free interval



Outside of a protocol setting, in what clinical situations would 
you administer a PARP inhibitor to a patient with relapsed 
advanced OC?

Known BRCA mutation 
and chemotherapy 

ineligible

PARPi-naïve with BRCA 
mutation; very rarely if 

exquisitely platinum 
sensitive

PARPi-naïve and CR/PR 
after platinum

PARPi-naïve and very 
good response to 

platinum rechallenge

CR/PR = complete response/partial response

PARPi-naïve and CR/near CR 
after platinum; 2nd opinion patient 

found to have HRD or BRCA 
or RAD51 mutation 



To approximately how many patients with advanced OC have 
you administered tumor treating fields (TTFields) on protocol?

0

0

5

2

5



Based on your personal clinical experience and knowledge of 
available data, how feasible are TTFields from the perspective 
of administration and patient compliance?

No comment

Not at all feasible

Very feasible

Somewhat feasible

Somewhat feasible



ADCs with novel targets (trastuzumab 
deruxtecan, DS-600) and ATR inhibitors

ADCs, pembrolizumab, relacorilant, 
nemvaleukin, afuresertib, novel CTLA-4 Ab

DS-6000, nemvaleukin, azenosertib, 
ADP-A2M4CD8, STRO-002, ubamatamab

Angioimmunotherapy; trastuzumab 
deruxtecan and other novel ADCs, small 

molecule inhibitors of CCNE1 amplification

Promising novel agent/strategy

Yes, all of them

Trastuzumab deruxtecan 
is outstanding

Yes, all of them

STRO-002, ubamatamab

Yes, all of them

Meaningful clinical benefit

Which other novel agents and strategies in clinical development for patients with advanced recurrent 
OC do you find most promising?
Have you had patients experience meaningful clinical benefit with any of these novel investigational 
agents, and if so, which agent or agents? 

ADC = antibody-drug conjugate

DS-6000, engineered T-cells, novel FRalpha 
ADC with deruxtecan payload, avotumetinib + 

defactinib in LGSOC



1

2

1

1

2

Enthusiasm*

Not convinced that PARPi + IO 
will be practice-changing combo

Phase 2 IIT in EU of telomerase 
vaccine UV1, low performance index

Comments

How would you rate your enthusiasm for enrolling a patient on the Phase II 
randomized ENGOT-OV56/NSGO-CTU-DOVACC trial of olaparib, durvalumab 
and cancer vaccine UV1 for patients with BRCA wild-type recurrent OC?

* 1 = not at all enthusiastic, 4 = very enthusiastic IO = immunotherapy; IIT = investigator-initiated trial

No comment

Dubious PARPi + IO synergistic; Question 
potential efficacy in pts with prior PARPi

No comment
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ENGOT-EN20/GOG-3083/xport-EC-042: A Phase 3, 
Randomized, Placebo-Controlled, Double-Blind, 
Multicenter Trial of Selinexor in Maintenance Therapy 
After Systemic Therapy for Patients with P53 Wild-
Type, Advanced or Recurrent Endometrial Carcinoma

Vergote I et al.
ASCO 2023;Abstract TPS5627.



First-in-Human Phase 1/2 Study of Ubamatamab, a 
MUC16xCD3 Bispecific Antibody, Administered Alone 
or in Combination with Cemiplimab in Patients with 
Recurrent Ovarian Cancer

Moore KN et al.
ASCO 2023;Abstract TPS5624.



Mechanism of Action of Ubamatamab

Moore KN et al. ASCO 2023;Abstract TPS5624. 

Ubamatamab



Raludotatug Deruxtecan (R-DXd; DS-6000) 
Monotherapy in Patients with Previously 
Treated Ovarian Cancer (OVC): Subgroup 
Analysis of a First-in-Human Phase 1 Study

Moore KN et al.
ESMO 2023;Abstract 745MO.



2023;33(9):1458-63 



2023 September 4;33(9):1331-44



Abstract 5501



Recommended Phase 2 Dose (RP2D) Selection and 
Pharmacodynamic (PD) Data of the First-in-Human 
Immune-Stimulating Antibody Conjugate (ISAC) 
BDC-1001 in Patients (pts) with Advanced HER2-
Expressing Solid Tumors

Li BTet al.
ESMO 2023;Abstract 657MO.
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Up-Front Treatment for Advanced Ovarian Cancer



Select Phase III First-Line PARP Inhibitor Maintenance 
Trials

Study design
SOLO-11

(N = 391)
PAOLA-12 
(N = 806)

PRIMA3

(N = 733)
PRIME4

(N = 384)

Treatment arms vs 
placebo Olaparib Bevacizumab ± olaparib Niraparib Niraparib

Patient population BRCA mutation All-comers All-comers All-comers

Treatment duration 24 months 15 months for bev
24 months for olaparib

36 months or 
until PD 36 months

Median PFS 56  vs 13.8 months
HR: 0.33

22.1 vs 16.6 months
HR: 0.59

22.1 vs 10.9 months
HR 0.40

24.8 vs 8.3 months
HR: 045

1 Banerjee S et al. Lancet Oncol 2021;22:1721-31. 2 Ray-Coquard I et al. Ann Oncol 2023;34(8):681-92. 3 González-Martín A et al. Eur J Cancer 
2023;189:112908. 4 Li N et al. JAMA Oncol. 2023;[Online ahead of print].

bev = bevacizumab; PD = disease progression; PFS = progression-free survival



IGCS 2022;Abstract S005/1753.

Eur J Cancer 2023 August;189:112908.



PRIMA: Updated Long-Term PFS (Investigator-Assessed)

González-Martín A et al. IGCS 2022;Abstract S005/1753. González-Martín A et al. Eur J Cancer 2023;189:112908.



AGO-OVAR 28/ENGOT-OV57: Phase III Trial Comparing Niraparib 
to Niraparib with Bevacizumab for Advanced Ovarian Cancer

Heitz F et al. ASCO 2022;Abstract TPS5612.



Emerging Novel Approaches to Up-Front Treatment 
for Ovarian Cancer



The Potential Synergy Between PARP Inhibition and Immune 
Checkpoint Blockade

Vikas P et al. Front Oncol 2020;10:570.



Abstract 529MO



MEDIOLA Final Analysis: Median Overall Survival and 56-Week 
Disease Control Rate

Content of this presentation is copyright and responsibility of the author. Permission is required for re-use.Susana Banerjee

Olaparib plus durvalumab and bevacizumab
Median follow-up for OS, months 31.9
Events, n 17

Median OS (95% CI), months 31.9 (22.1–NC)
56-week DCR (90% CI), % 38.7 (24.1–55.0) 

Olaparib plus durvalumab and bevacizumab Olaparib plus durvalumab

Olaparib plus durvalumab
Median follow-up for OS, months 23.2
Events, n 20

Median OS (95% CI), months 26.1 (18.7–NC)
56-week DCR (90% CI), % 9.4 (2.6–22.5) 

Median OS and 56-week DCR

Circles represent censored events. Dashed lines represent 95% CI.
Comparisons are not randomized; doublet cohort enrolment commenced once triplet cohort enrolment was complete.

NC, not calculable.

Banerjee S et al. ESMO 2022;Abstract 529MO.



MEDIOLA: Adverse Events

Content of this presentation is copyright and responsibility of the author. Permission is required for re-use.

Olaparib plus 
durvalumab and 

bevacizumab
N=31

Olaparib plus 
durvalumab

N=32
Patients with any AE, n % 31 (100) 32 (100)
Patients with any Grade ≥3 AE, 
n (%) 19 (61.3) 21 (65.6)
Patients with any serious AE, 
n (%) 6 (19.4) 8 (25.0)
Patients with AEs leading to 
deaths,* n (%) 0 1 (3.1)

Patients with AEs leading to 
discontinuation of any study 
treatment,†,‡ n (%)

10 (32.3) 1 (3.1)

Olaparib‡ 4 (12.9) 1 (3.1)
Durvalumab‡ 5 (16.1) 1 (3.1)
Bevacizumab‡ 9 (29.0) –

Safety profiles were consistent with the known safety profiles of the 
single agents

Susana Banerjee

*Excludes deaths due to disease progression; †Discontinuation of olaparib, durvalumab or bevacizumab; patients who discontinued more than one study treatment are only counted
once; ‡Patients with multiple AEs leading to discontinuation are counted once for each system organ class / preferred term. 

Patients could continue other study treatment(s) despite discontinuation of other(s).
AE, adverse event.

Olaparib plus 
durvalumab and 

bevacizumab
N=31

Olaparib plus 
durvalumab

N=32

Grade ≥3 AEs in ≥2 patients in any cohort, n (%)
Anaemia 6 (19.4) 7 (21.9)
Hypertension 5 (16.1) 1 (3.1)
Fatigue 2 (6.5) 2 (6.3)
Lipase increased 2 (6.5) 2 (6.3)
Febrile neutropenia 2 (6.5) 1 (3.1)
Neutropenia 1 (3.2) 2 (6.3)
White blood cell count 
decreased 2 (6.5) 0

Banerjee S et al. ESMO 2022;Abstract 529MO.



Abstract 10415



Liu JF et al. SGO 2021;Abstract 10415.

Antitumor Activity of Niraparib with Dostarlimab and 
Bevacizumab in Cohort A of the OPAL Trial



ASCO 2022;Abstract 5573.



MOONSTONE: Efficacy Summary of Niraparib with Dostarlimab 
for Platinum-Resistant Ovarian Cancer

Randall LM et al. ASCO 2022;Abstract 5573.

“…the ORR observed with niraparib + dostarlimab did not reach the threshold for 2nd-stage accrual in this cohort of 
pts with PROC, no known BRCAm, and prior bevacizumab treatment. PD-L1 status did not predict response; HRD 
testing is in process. Although DCR was 29%, futility was declared based on low ORR. The safety of the combination 
was similar to the safety profile of each monotherapy.”



MOONSTONE: Select Treatment-Related Adverse Events in >10% 

of Patients

Randall LM et al. ASCO 2022;Abstract 5573.



Selection and Sequencing of Therapy for Patients 
with Relapsed/Refractory Ovarian Cancer



Voluntary Withdrawals of Late-Line Indications of PARP Inhibitors
Niraparib – September 14, 2022

The indication for niraparib has been voluntarily withdrawn for the treatment of advanced ovarian, fallopian tube or primary 
peritoneal cancer in adult patients who have received 3 or more prior chemotherapy regimens and whose cancer is associated 
with homologous recombination deficiency status. The decision was made in consultation with the US FDA and based on a totality 
of information from PARP inhibitors for ovarian cancer in the late line treatment setting. 

Olaparib – August 26, 2022

The indication for olaparib has been voluntarily withdrawn for the treatment of deleterious or suspected deleterious gBRCAm 
advanced ovarian cancer in adult patients who have received 3 or more prior lines of chemotherapy. The decision was made in 
consultation with the US FDA after a recent subgroup analysis indicated a potential detrimental effect on overall survival for 
olaparib compared to the chemotherapy control arm in the subgroup of patients who had received 3 or more prior lines of 
chemotherapy in the randomized Phase III study SOLO-3.

Rucaparib – June 10, 2022

The indication for rucaparib has been voluntarily withdrawn for the treatment of BRCA-mutated ovarian cancer after 2 or more 
chemotherapies. The withdrawal is based on discussions with the US FDA following submission of overall survival data from the 
ARIEL4 trial, which demonstrated an increased risk of death in participants with BRCA-mutated ovarian cancer treated with 
rucaparib after 2 or more therapies. 

https://medinfo.gsk.com/5f95dbd7-245e-4e65-9f36-1a99e28e5bba/57e2a3fa-7b9b-432f-a220-5976a509b534/57e2a3fa-7b9b-432f-
a220-5976a509b534_viewable_rendition__v.pdf?medcommid=REF--ALL-004447; https://www.lynparzahcp.com/content/dam/physician-
services/us/590-lynparza-hcp-branded/hcp-global/pdf/solo3-dhcp-final-signed.pdf; https://www.hayesinc.com/news/market-withdrawal-
rubraca-for-third-line-ovarian-cancer-indication/



Pivotal Studies of PARP Inhibitors for Recurrent, Platinum-
Sensitive or Platinum-Resistant Ovarian Cancer

NOVA1,2

(niraparib)
SOLO-33

(olaparib)
ARIEL44

(rucaparib)

BRCA status With or without gBRCA 
mutation gBRCA mutation Germline or somatic BRCA 

mutation

HRD testing Yes No No

Tumor assessment schedule Every 8 wk to C14
à every 12 wk

Every 8 wk x 48 wkà 
every 12 wk

Every 8 wk x 10 mo à 
every 16 wk

Dosing/formulation 300 mg qd 300 mg BID 600 mg BID

No. of prior lines of chemo 2 or more 2 or more 2 or more

Median OS

gBRCAm: 40.9 vs 38.1 mo 
HR 0.85

Non-gBRCAm: 31.0 vs 34.8 mo 
HR 1.06

34.9 vs 32.9 mo
HR 1.07

19.4 vs 25.4 mo
HR 1.313

1 Mirza MR et al. N Engl J Med 2016;375:2154-64; 2https://www.zejulahcp.com/content/dam/cf-pharma/hcp-zejulahcp-
v2/en_US/pdf/ZEJULA%20(niraparib)%20Dear%20HCP%20Letter%20November%202022.pdf   3 Leath C et al. IGCS 2022;Abstract 
LB001/1731; 4 Oza AM et al. ESMO 2022;Abstract 518O.
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Thank you for joining us!

Please take a moment to complete the survey 
currently up on Zoom. Your feedback

 is very important to us. The survey will remain open 
for 5 minutes after the meeting ends.

CME and MOC credit information will be emailed to 
each participant within 5 business days.


