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Discussion Outline

v Review ovarian treatment landscape
v Review uterine cancer treatment landscape
v Review new treatment indications for both
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B-2 What Are the Promising Targets for Future Therapeutic 
Approaches?

• The most promising targets in clinical trials are angiogenesis and 
homologous recombination deficiency.  

Int J Gynecol Cancer 2011: 
21; 756-762

4th Ovarian Cancer Consensus Conference
25 – 27 June 2010
UBC Life Sciences Institute, Vancouver, British Columbia
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GOG-0218: Schema

Front-line: 
Epithelial OV, PP 
or FT cancer

• Stage III optimal 
(macroscopic)

• Stage III 
suboptimal

• Stage IV

n=1800 (planned)

Carboplatin (C) AUC 6

Paclitaxel (P) 175 mg/m2

PlaceboBEV 15 mg/kg

II

Stratification variables:
• GOG performance status 

(PS)
• Stage/debulking status

R
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E

1:1:1

15 months

Paclitaxel (P) 175 mg/m2

Carboplatin (C) AUC 6

Placebo

I
Arm

Cytotoxic (6 
cycles)

BEV 15 mg/kg

Carboplatin (C) AUC 6

Paclitaxel (P) 175 mg/m2 III

Maintenance
(16 cycles)

Burger RA et al N Engl J Med. 2011 Dec 29;365(26):2473-83.



GOG-0218: significantly increased PFS with 
continued bevacizumab compared with 
standard chemotherapy

Avastin Summary of Product Characteristics
Roche, data on file

I
CP + Pl    
® Pl

(n=625)

Median PFS (months) 10.6

Stratified analysis HR 
(95% CI)

p value one-sided (log rank)

II
CP + B15     ®

Pl
(n=625)

11.6

0.89
(0.78–1.02)

0.0437a

III 
CP + B15
� B15
(n=623)

14.7

0.70 
(0.61–0.81)

<0.0001a

*p value boundary = 0.0116
Data cut-off date: 25 February 2010
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GOG-0218
CA-125 To Determine Progression

Protocol-defined
PFS analysis

CA-125-censored
PFS analysis

Median PFS
CP (Arm I) 10.3 months 12.0 months
CP + BEV ® BEV (Arm III) 14.1 months 18.0 months

Absolute diff. median PFS 3.8 months 6.0 months

Hazard ratio 0.717 0.645
Censored for CA125, %

CP (Arm I) 0 20
CP + BEV ® BEV (Arm III) 0 29

Burger RA et al N Engl J Med. 2011 Dec 29;365(26):2473-83.



GOG-0218
Ad Hoc Survival Analysis in Stage 
IV

Overall Survival (months)
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CPP (n=153)
CPB (n=165)
CPB+B (n=165))
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0.2

0.0

CPP CPB CPB+B

Median OS 
(months)

32.8 32.9 40.6

HR 0.72, 95% confidence interval 0.53-0.97

NEJM Data cut-off date August 26, 2011
(ASCO 2010 cut-off date February 5, 2010)
Randall LM et al SGO 2013  
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PARP inhibitors maintenance in recurrent 
ovarian cancer



NOVA: Niraparib Maintenance in Patients with Recurrent Ovarian 
Cancer

• Platinum-sensitive recurrent high grade serous ovarian cancer
• ≥2 prior regimens of platinum-based chemotherapy
• Received at least 4 cycles platinum-based therapy and, following treatment, have an investigator-

defined CR or PR with no observable residual disease of <2cm and CA-125 WNL or a decrease of >90% 
that was stable for at least 7 days

N=553

Phase III, multicenter, randomized, double-blind, placebo 
controlled study

gBRCAmut Non-gBRCAmut

2:1 Randomization 2:1 Randomization

Niraparib
300 mg QD

N=138

Placebo

n=65

Niraparib
300 mg QD

n=234

Placebo

n=116

Primary Endpoint:  PFS by central, blinded review

Tested at 100 events to achieve p<0.05

• HRDpos population
• Tested at 100 events to achieve p<0.05
• If test was positive then:
• Test overall non-gBRCAmut cohort (p<0.05

Mirza, N Engl J Med 2016; 375:2154-2164



NOVA:  gBRCAmut Progression-Free 
Survival

Treatment

PFS
Median
(95% CI)

(Months)

Hazard Ratio
(95% CI)
p-value

% of Patients without 
Progression or Death

12 mo 18 mo
Niraparib
(N=138)

21.0
(12.9, NR)

0.27

(0.173, 0.410)

p<0.0001

62% 50%

Placebo
(N=65)

5.5
(3.8, 7.2)

16% 16%

Mirza, N Engl J Med 2016; 375:2154-2164



NOVA:  Non-gBRCAmut Progression-
Free Survival

Treatment

PFS
Median
(95% CI)

(Months)

Hazard Ratio
(95% CI)
p-value

% of Patients without 
Progression or Death

12 mo 18 mo
Niraparib
(N=234)

9.3
(7.2, 11.2)

0.45

(0.338, 0.607)

p<0.0001

41% 30%

Placebo
(N=116)

3.9
(3.7, 5.5)

14% 12%

Mirza, N Engl J Med 2016; 375:2154-2164



*Primary endpoint for HRQoL was trial outcome index (TOI) of the 
FACT-O (Functional Assessment of Cancer Therapy – Ovarian)

Sensitivity analysis: PFS by blinded independent central review (BICR)

•Key secondary endpoints:
–Time to first subsequent therapy or death (TFST), time to second progression (PFS2), 
time to second subsequent therapy or death (TSST), overall survival (OS)
–Safety, health-related quality of life (HRQoL*)

Placebo
n=99

Olaparib 
300 mg bid

n=196 Primary endpoint

Investigator-assessed
PFS 

Patients

•BRCA1/2 mutation
•Platinum-sensitive relapsed ovarian 
cancer 
•At least 2 prior lines of platinum 
therapy
•CR or PR to most recent platinum 
therapy

Random
ized

2:1 

SOLO2/ENGOT-Ov21: Phase 3 Study Design 

Pujade-Lauraine, Lancet Oncol. 2017 Sep;18(9):1274-1284. 
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19.1

Olaparib
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5.5

Olaparib 
(n=196) 

Placebo 
(n=99)

Events (%)  107 (54.6) 80 (80.8)

Median PFS, months 19.1 5.5

HR 0.30
95% CI 0.22 to 0.41 

P<0.0001

PFS by Investigator Assessment

Mirza, N Engl J Med 2016; 375:2154-2164



STUDY 19

Jonathan Lederman et al. N Engl J Med 2012; 366:1382-1392



Study design

Randomized, double blind, placebo-controlled phase II study
Drug: Olaparib, 400mg PO twice/day

Jonathan, N Engl J Med 2012; 366:1382-1392



Result

Jonathan, N Engl J Med 2012; 366:1382-1392



ARIEL3: STUDY DESIGN

Patient eligibility Stratification

• High-grade serous or endometrioid 
epithelial OC, primary peritoneal, or 
fallopian tube cancers 

• Sensitive to penultimate platinum
• Responding to most recent platinum 

(CR or PR)*
§ Excludes patients without assessable 

disease following second surgery
• CA-125 within normal range
• No restriction on size of residual tumour
• ECOG PS ≤1
• No prior PARP inhibitors

Placebo
BID

n=189

Rucaparib 
600 mg BID

n=375

R
an

do
m

is
at

io
n 

2:
1

Lancet. 2017 Oct 28;390(10106):1949-1961

https://www.ncbi.nlm.nih.gov/pubmed/28916367
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ARIEL3: BICR-Assessed Progression-Free Survival

Median
(months) 95% CI

Rucaparib
(n=130)

26.8 19.2–NR

Placebo
(n=66)

5.4 4.9–8.1

HR, 0.20; 
95% CI, 0.13–0.32; 

P<0.0001

Median
(months) 95% CI

Rucaparib
(n=236)

22.9 16.2–NR

Placebo
(n=118)

5.5 5.1–7.4

HR, 0.34; 
95% CI, 0.24–0.47; P<0.0001

Median
(months) 95% CI

Rucaparib
(n=375)

13.7 11.0–19.1

Placebo
(n=189)

5.4 5.1–5.5

HR, 0.35; 
95% CI, 0.28–0.45; 

P<0.0001

BRCA mutant HRD ITT

At risk (events)

Rucaparib 130 (0) 93 (19) 62 (31) 35 (36) 15 (40) 2 (42) 0 (42)

Placebo 66 (0) 18 (34) 6 (39) 2 (42) 1 (42) 0 (42)

Rucaparib, 68% censored Placebo, 36% censored

At risk (events)

Rucaparib 236 (0) 152 (49) 87 (78) 53 (84) 21 (88) 4 (90) 0 (90)

Placebo 118 (0) 34 (57) 12 (69) 5 (73) 1 (74) 0 (74)

Rucaparib, 62% censored Placebo, 37% censored

At risk (events)

Rucaparib 375 (0) 213 (95) 114
(143)

60 (157) 24 (162) 4 (165) 0 (165)

Placebo 189 (0) 50 (106) 13 (128) 6 (132) 2 (133) 1 (133) 0 (133)

Rucaparib, 56% censored Placebo, 30% censored

Lancet. 2017 Oct 28;390(10106):1949-1961

https://www.ncbi.nlm.nih.gov/pubmed/28916367
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Elizabeth Swisher et al Lancet Oncol 2017; 18: 75–87



Study design

ARIEL2 is an international, multicentre, two-part, phase 2, open-label study. 
Drug: Rucaparib, 600mg PO twice/day

Swisher, Lancet Oncol 2017; 18: 75–87



Result 1

v 192 treated patients could be classified into one of the three subgroups: BRCA 
mutant (n=40), LOH high (n=82), or LOH low (n=70)

v Median PFS after rucaparib treatment was;
v 12·8 months BRCA mutant subgroup 
v 5·7 months in the LOH high subgroup
v 5·2 months in the LOH low subgroup

Swisher, Lancet Oncol 2017; 18: 75–87



Result 2

Swisher, Lancet Oncol 2017; 18: 75–87



Olaparib Monotherapy versus Chemotherapy for Germline BRCA-Mutated Platinum-Sensitive Relapsed Ovarian Cancer Patients: <br />Phase III SOLO3 Trial

Presented By Richard Penson at 2019 ASCO Annual Meeting



Study Design<br />

Presented By Richard Penson at 2019 ASCO Annual Meeting



PFS (Intention-To-Treat Population)<br />

Presented By Richard Penson at 2019 ASCO Annual Meeting
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PARP inhibitors maintenance 
after 1st line treatment of

ovarian cancer
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SOLO1: Phase III trial of maintenance olaparib
following platinum-based chemotherapy in newly

diagnosed patients with advanced ovarian cancer and 
a BRCA1/2 mutation

• Kathleen Moore,1 Nicoletta Colombo,2 Giovanni Scambia,3 Byoung-Gie Kim,4 Ana Oaknin,5 Michael 
Friedlander,6

Alla Lisyanskaya,7 Anne Floquet,8 Alexandra Leary,9 Gabe S. Sonke,10 Charlie Gourley,11 Susana Banerjee,12

Amit Oza,13 Antonio González-Martín,14 Carol Aghajanian,15 William Bradley,16 Elizabeth S. Lowe,17 Ralph 
Bloomfield,18 Paul DiSilvestro19

ESMO Congress, Munich 2018 



Study design

• Newly diagnosed, FIGO 
stage III–IV, high-grade 
serous or endometrioid 
ovarian, primary peritoneal 
or fallopian tube cancer

• Germline or somatic 
BRCAm

• ECOG performance status 
0–1

• Cytoreductive surgery*
• In clinical complete 

response or partial 
response after platinum-
based chemotherapy

Olaparib 300 mg bd
(N=260)

Placebo
(N=131)

2:1 randomization

• Study treatment 
continued until 
disease 
progression

• Patients with no 
evidence of disease 
at 2 years stopped 
treatment

• Patients with a 
partial response at 
2 years could 
continue treatment

Primary endpoint

• Investigator-assessed PFS 
(modified RECIST 1.1)

Secondary endpoints

• PFS using BICR
• PFS2
• Overall survival
• Time from randomization to 

first subsequent therapy or 
death 

• Time from randomization to 
second subsequent therapy 
or death

• HRQoL (FACT-O TOI score) 

*Upfront or interval attempt at optimal cytoreductive surgery for stage III disease and either biopsy and/or upfront or interval cytoreductive surgery 
for stage IV disease.  BICR, blinded independent central review; ECOG, Eastern Cooperative Oncology Group; FACT-O, Functional Assessment of Cancer 

Therapy –
Ovarian Cancer; FIGO, International Federation of Gynecology and Obstetrics; HRQoL, health-related quality of life; PFS, progression-free survival; 

PFS2, time to second progression or death; RECIST, Response Evaluation Criteria in Solid Tumours; TOI, Trial Outcome Index 

Stratified by 
response to platinum-
based chemotherapy 

2 years’ treatment if no evidence of disease



Olaparib
(N=260)

Placebo
(N=131)

Events (%) [50.6% 
maturity]

102 (39.2) 96 (73.3)

Median PFS, months NR 13.8

HR 0.30
95% CI 0.23, 0.41; P<0.0001

PFS by investigator assessment
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Months since randomization

Olaparib 

Placebo

CI, confidence interval; NR, not reached

60.4% progression free 
at 3 years

26.9% progression free 
at 3 years

131 103 82 65 56 53 47 41 39 38 31 28 22 6 5 1 0 0 0 0118

No. at risk

Placebo
260 229 221212 201 194 184 172 149 138 133 111 88 45 36 4 3 0 0 0240Olaparib

• ESMO Congress, Munich 2018 
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Niraparib Therapy in Patients With Newly 
Diagnosed Advanced Ovarian Cancer 
(PRIMA/ENGOT-OV26/GOG-3012)

A. González-Martín,1 B. Pothuri,2 I. Vergote,3 R.D. Christensen,4 W. Graybill,5 M.R. Mirza,6 C. 
McCormick,7 D. Lorusso,8 P. Hoskins,9 G. Freyer,10 F. Backes,11 K. Baumann,12 A. Redondo,13 R. 
Moore,14 C. Vulsteke,15 R.E. O'Cearbhaill,16 B. Lund,17 Y. Li,18 D. Gupta,18 B.J. Monk19



• Body weight ≥77 kg and platelets ≥150,000/μL started with 300 mg 
QD

• Body weight <77 kg and/or platelets <150,000/μL started with 200 
mg QD

PRIMA Trial Design 

1L, first-line; BICR, blinded independent central review; CR, complete response; OC, ovarian cancer; 
PFS2, progression-free survival 2; PR partial response; PRO, patient-reported outcomes; TFST, time to first subsequent therapy.

Niraparib Placebo

Endpoint assessment
Primary Endpoint: Progression-free survival by BICR
Key Secondary Endpoint: Overall Survival

Secondary Endpoints:  PFS2, TFST, PRO, Safety

2:1 Randomization

Patients with newly-diagnosed OC at 
high risk for recurrence after 

response to 1L platinum-based 
chemotherapy

• Neoadjuvant chemotherapy administered: Yes or no 

• Best response to first platinum therapy: CR or PR

• Tissue homologous recombination test status: deficient or 
proficient/not-determined

Stratification Factors

• Patients with homologous recombination deficient tumors, 
followed by the overall population. 

• Statistical assumption: a hazard ratio benefit in PFS of 
• 0.5 in homologous recombination deficient patients
• 0.65 in the overall population 

• >90% statistical power and one-sided type I error of 0.025

Hierarchical PFS Testing

Patients were treated with niraparib or placebo once daily for 36 months 
or until disease progression   



Homologous Recombination Deficient (HRd)

PRIMA PFS Benefit in Biomarker Subgroups

• Niraparib provided similar clinical benefit in the HRd subgroups (BRCAmut and BRCAwt)

• Niraparib provide clinically significant benefit in the HR-proficient subgroup with a 32% risk 
reduction in progression or death

Months since Randomization
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CI, confidence interval; HR, homologous recombination; mut, mutation; PFS, progression-free survival wt, wild-type.
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Phase III PAOLA-1/ENGOT-ov25: maintenance olaparib with 
bevacizumab in patients with newly diagnosed, advanced 
ovarian cancer treated with platinum-based chemotherapy 
and bevacizumab as standard of care 
Isabelle Ray-Coquard, Patricia Pautier, Sandro Pignata, David Pérol, Antonio González-Martin, Paul Sevelda, 
Keiichi Fujiwara, Ignace Vergote, Nicoletta Colombo, Johanna Mäenpää, Frédéric Selle, Jalid Sehouli, 
Domenica Lorusso, Eva Maria Guerra Alia, Claudia Lefeuvre-Plesse, Ulrich Canzler, Alain Lortholary, 
Frederik Marmé, Eric Pujade-Lauraine, Philipp Harter

ClinicalTrials.gov identifier: NCT02477644
This study was sponsored by ARCAGY Research



Study design

FIRST LINE
•Surgery 
(upfront or interval) 
•Platinum–taxane 
based chemotherapy
•≥3 cycles of 
bevacizumab† Ra

nd
om

iza
tio

n 

NED/CR/PR

Stratification
•Tumour BRCAm status‡

•First-line treatment outcome¶

2:1

N=806
Maintenance therapy

Primary endpoint
Investigator-assessed PFS 
(RECIST v1.1)

Sensitivity analysis 
PFS by BICR

Secondary endpoints
TFST
PFS2, TSST
OS
HRQoL
Safety and tolerability

*Patients with other epithelial non-mucinous ovarian cancer were eligible if they had a germline BRCA1 and/or BRCA2 mutation
†Bevacizumab: 15 mg/kg, every 3 weeks for a total of 15 months, including when administered with chemotherapy; ‡By central labs; ¶According to timing of surgery 
and NED/CR/PR
BICR, blinded independent central review; HRQoL, health-related quality of life; PFS2, time to second progression or death; RECIST, Response Evaluation Criteria in 
Solid Tumours; TFST, time to first subsequent therapy or death; TSST, time to second subsequent therapy or death

Newly diagnosed FIGO stage III–IV high-grade serous/endometrioid ovarian, fallopian tube or primary peritoneal cancer*

Olaparib (300 mg BID) x2 
years

Placebo x2 years

+ 
bevacizumab†

+ 
bevacizumab†
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PFS by investigator assessment: ITT population 

ITT, intent-to-treat population

Olaparib + 
bevacizumab

(N=537)

Placebo + 
bevacizumab

(N=269)

Events, n (%) [59% 
maturity] 280 (52) 194 (72)

Median PFS, months 22.1 16.6

HR 0.59 (95% CI 0.49–0.72; P<0.0001)

Median time from first cycle of chemotherapy to randomization = 7 months



PFS by HRD status

Months since randomization
0 3
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HRD positive, including tBRCAm
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HRD positive, excluding tBRCAm HRD negative/unknown

Olaparib + 
bevacizumab

(N=97)

Placebo + 
bevacizumab

(N=55)
43 (44) 40 (73)
28.1* 16.6

HR 0.43 (95% CI 0.28–0.66)

Olaparib + 
bevacizumab

(N=282)

Placebo + 
bevacizumab

(N=137)
193 (68) 102 (74)

16.9 16.0

HR 0.92 (95% CI 0.72–1.17)

66%

52%

29% 26%

89%

71%

83%

69%

Olaparib + 
bevacizumab

(N=255)

Placebo + 
bevacizumab

(N=132)
Events, n (%) 87 (34) 92 (70)
Median PFS, 

months
37.2* 17.7

HR 0.33 (95% CI 0.25–0.45)The percentages of patients progression-free at 12 months and 24 months have been calculated based on Kaplan-Meier estimates. HRD positive is an HRD score ≥42. *This median is unstable due to a lack of events – less than 50% maturity 
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Clinical Benefit of Mirvetuximab Soravtansine in Ovarian 
Cancer Patients With High Folate Receptor Alpha Expression: 
Results From the SORAYA Study
Robert L. Coleman,1 Domenica Lorusso,2 Ana Oaknin,3 Sandro Pignata,4 Hannelore Denys,5 Nicoletta Colombo,6 Toon Van Gorp,7
Jason A. Konner,8 Margarita Romeo Marin,9 Philipp Harter,10 Conleth G. Murphy,11 Jiuzhou Wang,12 Elizabeth Noble,13

Brooke Esteves,14 Michael Method,14 Ursula Matulonis15

1US Oncology Research, Gynecologic Oncology, The Woodlands, TX, USA; 2Fondazione IRCCS National Cancer Institute of Milan, Division of 
Gynecologic Oncology, Milan, Italy; 3Vall d’Hebron University Hospital, Gynaecologic Cancer Programme, Barcelona, Spain; 4IRCCS National Cancer 
Institute, Uro-Gynaecology, Naples, Italy; 5UZ Gent, Medical Oncology, Gent, Belgium; 6Istituto Europeo Oncologia, Gynecologic Oncology, Milan, Italy; 
7University Hospital Leuven, Division of Gynaecological Oncology, Leuven, Belgium; 8Memorial Sloan Kettering Cancer Center, Medical Oncology, New 
York, NY, USA; 9ICO - Institut Català d'Oncologia Badalona, Medical Oncology, Barcelona, Spain; 10Kliniken Essen Mitte Evang, Gynecology and 
Gynecologic Oncology, Essen, Germany; 11Bon Secours Hospital, Oncology, Cork, Ireland; 12ImmunoGen, Inc., Biostatistics, Waltham, MA, USA; 
13ImmunoGen, Inc., Clinical Operations, Waltham, MA, USA; 14ImmunoGen, Inc., Clinical Development, Waltham, MA, USA; 15Dana-Farber Cancer 
Institute, Medical Oncology, Boston, MA, USA



Mirvetuximab Soravtansine (MIRV)
• Treatment options for PROC are limited, consisting primarily of single-agent chemotherapy, and the 

majority of patients will have received prior bevacizumab (BEV)3,4
• Single-agent chemotherapy has limited activity (ORR, 4%–13%) along with considerable toxicity5-8

• FRa, also known as folate receptor 1 (FOLR1), has limited expression on normal tissues but is elevated in 
most ovarian cancers, which makes FRa an attractive target for the development of novel therapies9,10

• MIRV is an antibody-drug conjugate (ADC) comprising an FRa-binding antibody, cleavable linker, and a 
maytansinoid DM4 payload, a potent tubulin-targeting agent11

• SORAYA is a global, single-arm, phase 3 study that evaluated MIRV for the treatment of PROC in patients 
with high FRa expression who received 1 to 3 prior therapies, including required prior BEV1,2,12

• Treatment with MIRV demonstrated clinically meaningful antitumor activity regardless of the number of 
prior lines of therapy or prior PARPi use1,2

• Previous data for ORR: 32.4% (34 of 105) of patients, including 5 CR1,a

• Previous data for mDOR: 6.9 months (95% CI, 5.6–9.7)1,a

CR, complete response; DM4, N2’-[4-[(3-carboxypropyl)dithio]-4-methyl-1-oxo-2-sulfopentyl]-N2’-deacetylmaytansine; FOLR1, 
folate receptor 1; mDOR, median duration of response; ORR, objective response rate; PARPi, poly (adenosine diphosphate 
[ADP]-ribose) polymerase inhibitor.
aData cutoff: April 29, 2022.
References: 1. Matulonis UA, et al. Poster presented at: ASCO 2022 Annual Meeting; June 3-7, 2022; Chicago, IL. 2. Matulonis
UA, et al. Presented at: SGO 2022 Annual Meeting on Women’s Cancer; March 18-21, 2022; Phoenix, AZ. 3. Indini A, et al. 
Cancers (Basel). 2021;13(7):1663. 4. McClung EC, Wenham RM. Int J Womens Health. 2016;8:59-75. 5. Pujade-Lauraine E, et al. 
J Clin Oncol. 2014;32(13):1302-1308. 6. Gaillard S, et al. Gynecol Oncol. 2021;163(2):237-245. 7. Hamanishi J, et al. J Clin Oncol. 
2021;39(33):3671-3681. 8. Pujade-Lauraine E, et al. Lancet Oncol. 2021;22(7):1034-1046. 9. Birrer MJ, et al. Oncologist. 
2019;24(4):425-429. 10. Zamarin D, et al. J Immunother Cancer. 2020;8(1):e000829. doi:10.1136/jitc-2020-000829. 11. Moore 

Here we report updated data on the clinical benefit of MIRV, 
including tumor reduction and disease control ratea

MIRV is the first biomarker-directed agent demonstrating antitumor activity in patients 
with folate receptor alpha (FRa)-high platinum-resistant ovarian cancer (PROC)1,2



CR, complete response; DCR, disease 
control rate; mDOR, median duration of 
response; NE, not estimable; ORR, 
objective response rate; PARPi, poly 
(adenosine diphosphate [ADP]-ribose) 
polymerase inhibitor; PD, progressive 
disease; PR, partial response; RECIST 
v1.1, Response Evaluation Criteria in 
Solid Tumors, version 1.1; SD, stable 
disease.
aEfficacy-evaluable population. bmDOR
for overall patients was calculated 
among patients with CR (n=5) or PR 
(n=29) only. cn=14. dn=19. en=18. fn=16. 

Exposure

Overall
(N=105a)

PARPi
naïve 
(n=51)

Prior 
PARPi
(n=50)

1–2 prior 
lines 

(n=51)

3 prior 
lines 

(n=53)

ORR, % 32.4 27.5 38.0 35.3 30.2

Best overall 
response, %

CR 4.8 3.9 4.0 3.9 5.7 
PR 27.6 23.5 34.0 31.4 24.5 
SD 45.7 58.8 34.0 47.1 45.3 
PD 19.0 9.8 26.0 17.6 18.9 
NE 2.9 3.9 2.0 0 5.7 

mDORb, mo 6.9 6.4c 5.7d 5.9e 7.4f

DCRg, % 51.4 51.0 54.0 58.8 45.3

Tumor 
reduction, % 71.4 70.6 74.0 76.5 67.9

Clinical Benefits
Investigator Assessment per RECIST

51% had disease control (CR, PR, or SD for ≥12 weeks)g
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71% had tumor reduction as their best response

Best Tumor Response by RECIST
Patients (n=102h)



Summary
• MIRV monotherapy for the treatment of PROC resulted in clinically meaningful antitumor activity

including: disease control rate with durable response in heavily pretreated patients with FRa-high
expression 
• 71% experienced tumor reduction
• 51% had disease control (CR, PR, or SD for ≥12 weeks)

• Safety and tolerability of MIRV in SORAYA are consistent with that observed in previous studies1

• Adverse events were primarily low-grade gastrointestinal and ocular events that generally 
resolved with supportive care or, if needed, dose modifications

• The discontinuation rate due to TRAEs was 9%

CR, complete response; FRa, folate receptor alpha; MIRV, mirvetuximab soravtansine; PR, partial response; PROC, platinum-
resistant ovarian cancer; SD, stable disease; TRAEs, treatment-related 
adverse events.
Reference: Moore KN, et al. Poster presented at: ASCO 2022 Annual Meeting; June 3-7, 2022; Chicago, IL.

In the SORAYA study, MIRV demonstrated a favorable benefit-risk profile in patients 
with FRa-high PROC

These results demonstrate that MIRV has the potential to be 
a practice-changing, biomarker-driven therapy



Endometrial Cancer



Genomic Characterization  of EC

Nature 497, 67–73 (2013)



Genomic Characterization  of EC

Using a combination of;
v nucleotide substitutions
v MSI 
v SCNAs

Endometrial carcinomas were characterized 
into 4 groups;
1. Ultramutated group (POLE-EDM)
2. Hypermutated group (MSH)
3. Copy number low (NSMP)
4. Copy number high (Serous-like)
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Primary endpoints: 
1) Progression-free Survival (PFS) by RECIST 1.1 by BICR 
2) Overall Survival (OS).

Secondary endpoints: 
1) ORR, DOR, TTF, AEs, PK, PROs
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Conclusions

v Advances in the understanding of ovarian cancer biology have led to 
significantly expanded options for women diagnosed with advanced 
ovarian cancer.

v Most of the studies leading to these advances have no matured overall 
survival data yet.

v It is quite possible and highly likely that the proportion of women 
cured of advanced ovarian cancer has increased (data awaited)

v Advances in the understanding of endometrial cancer molecular 
biology have led to improved prognostication

v Advances in the understanding of endometrial cancer molecular 
biology have expanded treatment options for advanced and recurrent 
disease



Challenges: breast cancer

• If menstruation is going to return, occurs within one 
year
• ↑ Risk of irregularities, ↑ Risk of Premature 

menopause
• If ca is ER +, 5 years of TAM is advised which may 

adversely affect fertility potential

Thank you


