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U.S. FEMALE CANCER STATISTICS 2023

Site   Number  Deaths
Breast  297,790  43,170
Uterus    66,200  13,030
Ovary    19,710  13,270
Cervix    13,960    4,310
Vulva      6,470    1,670
American Cancer Society.  Cancer Facts and Figures 2023
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WHY DO WE CARE?

Epithelial Ovarian cancer is expected to be the 5th 
leading cause of cancer death in U.S. women in 
2023

• 3% of all female cancers but 5% of all deaths

Most women recur and will develop platinum 
resistant disease with dismal response rates to 
treatment

Phase III studies (AURELIA, CORAIL, NINJA, 
FORWARD I, and JAVELIN, Ovarian 200) in patients 
with platinum resistant disease show overall 
response rates from 4-13%
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NEW AGENTS ARE NEEDED
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MIRVETUXIMAB:  CURRENT STATUS

FDA approval for 
platinum resistant 
epithelial ovarian 
cancer in 2022

Based on Mirasol 
and Soraya trials, 

others ongoing

Requires high 
folate receptor 

expression

Ongoing trials in 
platinum sensitive 

ovarian cancer

Piccolo completed
Gloriosa and 
other trials 

currently enrolling
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SORAYA
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SINGLE-ARM PIVOTAL TRIAL OF MIRVETUXIMAB IN FRα-HIGH PATIENTS WITH PLATINUM-RESISTANT OVARIAN CANCER

P O S I T I V E  T O P - L I N E  R E S U LT S
POTENTIAL FOR ACCELERATED APPROVAL 

• Platinum-resistant disease (PFI < 6 months)
• FRα-high only
• Prior bevacizumab required
• Prior PARPi allowed
• 1 to 3 prior lines allowed
• Patients with BRCA mutations allowed

P R I O R  T R E AT M E N T

1AURELIA Study, JCO 2014, Pujade-Lauraine, E., et al.
2Disclaimer: These comparisons are not based on head-to-head clinical studies. The results from these two studies are not directly comparable and do not imply a clinical benefit of mirvetuximab over bevacizumab.
FRα: folate receptor alpha; PFI: platinum-free interval; PARPi: poly ADP-ribose polymerase inhibitor; BRCA: BReast CAncer gene; AE: adverse event; ORR: confirmed objective response rate Inv: Investigator; BICR: blinded 
independent central review; mDOR: median duration of response; BLA: Biologics License Application; FDA: US Food and Drug Administration
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S A F E T Y  A N D  TO L E R A B I L I T Y

F D A  A c c e l e r a t e d  A p p r o v a l  i n  N o v e m b e r  2 0 2 2

I N C L U S I O N  C R I T E R I A

Responses were irrespective of number of 
prior lines or prior PARPi use

M E T  P R I M A RY  E N D P O I N T

K E Y  S E C O N D A RY  E N D P O I N T

O
RR

 

By Investigator at Data Cutoff (95% CI: 5.6, 7.7)

Nearly half of responders still  receiving mirvetuximab at data cutoff; 
with longer follow-up, mDOR could range from 5.7 to above 7 months

5.9 months mDOR

100%
Received prior 
bevacizumab

51%
3 prior lines
of therapy

• Favorable tolerability data
• >700 patients treated to date
• The most common AEs were low-grade gastrointestinal and ocular events, including 

blurred vision, keratopathy, and nausea; 7% of patients discontinued due to treatment-
related AEs, including one patient due to ocular AE

48%
Received prior 
PARPi

106
PATIENTS

12%

32.4% 31.6%

0%

10%

20%

30%

40%

AURELIA by Inv SORAYA by Inv SORAYA by BICR1,2

SORAYA
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SORAYA TRIAL:  PUBLISHED 2023
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J Clin Oncol 41:2436-2445. © 2023 by American Society of Clinical Oncology

• ORR was 32.4% (95% CI, 23.6 
to 42.2), including five complete 
and 29 partial responses

• The median duration of response 
was 6.9 months (95% CI, 5.6 to 
9.7)
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TOXICITY
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PHASE III MIRASOL (GOG 3045/ENGOT-OV55) STUDY: 
MIRVETUXIMAB SORAVTANSINE VS. INVESTIGATOR’S CHOICE 
OF CHEMOTHERAPY IN PLATINUM-RESISTANT, ADVANCED 
HIGH-GRADE EPITHELIAL OVARIAN, PRIMARY PERITONEAL 
OR FALLOPIAN TUBE CANCERS WITH HIGH FOLATE 
RECEPTOR-ALPHA (FRα) EXPRESSION 

Kathleen N. Moore1, Antoine Angelergues2, Gottfried E. Konecny3, Susana Banerjee4, Sandro Pignata5, Nicoletta Colombo6, 
John Moroney7, Casey Cosgrove8, Jung-Yun Lee9, Andrzej Roszak10, Shani Breuer11, Jacqueline Tromp12, Diana Bello 
Roufai13, Lucy Gilbert14, Rowan Miller15, Tashanna Myers16, Yuemei Wang17, Anna Berkenblit17, Domenica Lorusso18, Toon 
Van Gorp19

Kathleen Moore, Associate Director of Clinical Research, Stephenson Cancer Center University of Oklahoma College of Medicine



MIRASOL – STUDY DESIGN1,2

Enrollment and Key Eligibility
Platinum-resistant disease 

(PFI ≤6 mo)
FRα detected by IHC with PS2+ intensity 

among ≥75% of viable tumor cells
High-grade serous histology

1⁰ platinum-refractory disease excluded 
(primary PFI <3 mo)

1-3 prior lines of therapy
Prior BEV and PARPi allowed

Patients with BRCA mutations allowed

Patient Population
(N=453)

1:
1 
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Stratification Factors
IC chemo: paclitaxel, PLD, or topotecan
Prior lines of therapy: 1 vs 2 vs 3

MIRV
(6 mg/kg AIBW Q3W)

Treatment Regimen-Experimental

Investigator’s Choice 
Chemotherapy

(Paclitaxel, PLD, or Topotecan)

Treatment Regimen-Control

PFS by INV
(BICR sensitivity analysis)

1) ORR by INV
2) OS

3) PROsa

 Secondary Endpoints
Safety and tolerability

DOR
CA-125 responseb

PFS2

Primary Endpoint

Key Secondary Endpoints

AIBW, adjusted ideal body weight; BEV; bevacizumab; BICR, blinded independent central review; BRCA, BReast CAncer gene; CA-125, cancer antigen 125; chemo, 
chemotherapy; DOR, duration of response; FRα, folate receptor alpha; IC, investigator’s choice; IHC, immunohistochemistry; INV, investigator; MIRV, mirvetuximab soravtansine; 
ORR, objective response rate; OS, overall survival; PARPi, poly (ADP-ribose) polymerase inhibitors; PFI, platinum-free interval; PFS, progression-free survival; PFS2, time from 
randomization until second disease progression; PLD, pegylated liposomal doxorubicin; PROs, patient-reported outcomes; PS2+, positive staining intensity ≥2; Q3W, every 3 
weeks.
aPROs will be measured using the European Organisation for Research and Treatment of Cancer Quality of Life Questionnaire, 28-item Ovarian Cancer Module (OV28) study 
instrument.
bGynecological Cancer InterGroup (GCIG) criteria.
1. ClinicalTrials.gov identifier: NCT04209855. Updated June 16, 2022. Accessed October 5, 2022. https://clinicaltrials.gov/ct2/show/NCT04209855 
2. Moore K, et al. Presented at: 2020 American Society of Clinical Oncology Annual Meeting; May 29-31, 2020; Virtual. Abstract TPS6103. 
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Data cutoff: March 6, 2023
MIRV, mirvetuximab soravtansine; IC chemo, investigator’s choice chemotherapy; ORR, objective response rate.

Maximum Percentage Change in Target Lesion Size from 
Baseline by Investigator (N=453)

MIRV IC Chemo

80% with tumor 
reduction

55% with tumor 
reduction

42% ORR
(confirmed)

16% ORR
(confirmed)



OVERALL RESPONSE RATE BY INVESTIGATOR (N=453)
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Data cutoff: March 6, 2023
MIRV, mirvetuximab soravtansine; IC chemo, investigator’s choice chemotherapy; ORR, objective response rate; CI, confidence interval; CR, complete response; PR, partial 
response; SD, stable disease; PD, progressive disease; OR, odds ratio.
 

MIRV (n=227) IC Chemo (n=226)
ORR
   n, 95% CI

42% 
96, (35.8, 49.0)

16%
36, (11.4, 21.4)

Best overall response, n 
(%)
 CR 12 (5%) 0
 PR 84 (37%) 36 (16%)
 SD 86 (38%) 91 (40%)
 PD 31 (14%) 62 (27%)
 Not evaluable 14 (6%) 37 (16%)

ORR Difference 26.4% (18.4, 34.4)
OR 3.81 (2.44, 5.94)
p<0.0001



PRIMARY ENDPOINT: PROGRESSION-FREE SURVIVAL BY INVESTIGATOR

No. Participants at Risk MIRV IC Chemo
Time (months)
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0 3 6 9 12 15 18 21 24 27

MIRV
(n=227)

IC Chemo
(n=226)

mPFS (95% CI) 176 (77.5) 166 (73.5)

Events, n (%) 5.62 (4.34, 5.95) 3.98 (2.86-4.47)

HR (95% CI)

p-value

Data cutoff: March 6, 2023
MIRV, mirvetuximab soravtansine; IC Chemo, investigator’s choice chemotherapy; mPFS, median progression-free survival; CI, confidence interval; HR, hazard ratio.

227MIRV 151 89 38 18 10 3 3 1 0

MIRV
(n=227)

5.62 (4.34, 5.95)

176 (77.5)

226IC Chemo 98 48 19 5 3 2 1 0

IC Chemo
(n=226)

3.98 (2.86, 4.47)

166 (73.5)

0.65 (0.52, 0.81)

<0.0001



OVERALL SURVIVAL 

No. Participants at Risk MIRV IC Chemo
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0 3 6 9 12 15 18 21 24 27 30
Time (months)

MIRV
(n=227)

IC Chemo
(n=226)

mOS (95% CI) 90 (39.6) 114 (50.4)

Events, n (%) 16.46 (14.46, 24.57) 12.75 (10.91-14.36)

HR (95% CI)

p-valuea

Data cutoff: March 6, 2023; median follow-up time: 13.11 months 
MIRV, mirvetuximab soravtansine; IC Chemo, investigator’s choice chemotherapy; mOS, median overall survival; CI, confidence interval; HR, hazard ratio.
aOverall survival is statistically significant based on pre-specified boundary p-value at interim analysis = 0.01313

227MIRV 204 175 128 82 53 28 15 9 04

MIRV
(n=227)

16.46 (14.46, 24.57)

90 (39.6)

226IC Chemo 185 157 107 68 39 18 9 5 2 0

IC Chemo
(n=226)

12.75 (10.91, 14.36)

114 (50.4)

0.67 (0.50, 0.89)

0.0046



SAFETY SUMMARY (N=425)

MIRV
(n=218) 

IC Chemo
(n=207) 

Any TEAE, n (%) 210 (96) 194 (94)
Grade 3+ TEAEs, n (%) 91 (42) 112 (54)
SAEs, n (%) 52 (24) 68 (33)
Deaths on study drug or within 30 days of 
last dose, n (%) 5 (2) 5 (2)

Dose reductions due to TEAEs, n (%) 74 (34) 50 (24)

Dose delays due to TEAEs, n (%) 117 (54) 111 (54)

Discontinuations due to TEAEs, n (%) 20 (9) 33 (16)

Data cutoff: March 6, 2023
The safety population comprises all patients who received at least one dose of MIRV or IC Chemo
TEAEs, treatment-emergent adverse events; SAEs, serious adverse events; MIRV, mirvetuximab 
soravtansine; IC, investigator’s choice chemotherapy.
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LUVELTAMAB TAZEVIBULIN (STRO-002)

ANTI-FOLATE RECEPTOR ALPHA ANTIBODY DRUG CONJUGATE

24
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LUVELTAMAB TAZEVIBULIN (STRO-002), AN ANTI-FOLATE RECEPTOR ALPHA 
ANTIBODY DRUG CONJUGATE, SAFETY AND EFFICACY IN A BROAD DISTRIBUTION OF 
FOLRΑ EXPRESSION IN PATIENTS WITH RECURRENT EPITHELIAL OVARIAN CANCER: 
UPDATE OF STRO-002-GM1 PHASE 1 DOSE EXPANSION COHORT

Luveltamab tazevibulin 
(luvelta) is a FolRα 
targeting antibody drug 
conjugate designed using 
site specific conjugation 
and a cell-free synthesis 
platform to induce 
cytotoxic and 
immunogenic cell death to 
target a broad range of 
FolRα expressing tumors

A Oaknin, ASCO 2023
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ALL-COMERS PATIENT POPULATION (FOLRΑ-UNSELECTED) DEMONSTRATED AN ORR OF 32% PER RECIST V1.1

Efficacy

A Oaknin, et al. 
ASCO 2023
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TRAZTUZUMAB DERUXTECAN

ANTI HER-2-NEU ANTIBODY DRUG CONJUGATE

27
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Efficacy
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TRAZTUZUMAB-DXD: GYN TUMORS
Efficacy
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TOXICITY

Meric-Berstam, ASCO 2023
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UPFITINIMAB 

ANTI NAPIB2

32
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UpRi IV Q4W until disease 
progression or unacceptable 

toxicity

Primary Objectives
• Evaluate safety and tolerability of MTD or RP2D

• Assess preliminary efficacy (ORR, DCR)

Secondary Objectives
• Association of tumor NaPi2b expression and objective 

tumor response using an IHC assay with a broad 
dynamic range to distinguish tumors with high and 

low NaPi2b expression
• Further assessment of preliminary anti-neoplastic 

activity (DoR)

Assessment: Tumor imaging (MRI or CT) at baseline and 
every 2nd cycle; response assessed per RECIST v1.1

Ovarian Cancer Cohort1 – 3 

• 1–3 prior lines in platinum-resistant
• 4 prior lines regardless of platinum status

• High-grade serous histology
• Archived tumor and fresh biopsy (if medically 

feasible) for NaPi2b 
• Exclusion: Primary platinum-refractory disease

Patient Population: HGSOCa progressing after standard treatments; 
measurable disease per RECIST v1.1; ECOG PS 0 or 1

36 mg/m2 cohort initiated in August 2019

43 mg/m2 to a max of ~80 mg cohort 
initiated in December 2019

Patients in Dose Group 36 received an actual dose of 33 to 38 mg/m2 and Dose Group 43 received an actual dose >38 mg/m2

UpRi Ph Ib – Ovarian Cancer Expansion Cohort



• Click to edit Master text styles
• Second level

• Third level
• Fourth level

• Fifth level

• Click to edit Master text styles
• Second level

• Third level
• Fourth level

• Fifth level

Best Response by UpRi Dose Group



• No severe ocular toxicity, neutropenia, or peripheral 
neuropathy in either dose group

• 4 (14%) patients had treatment-related SAEs in 
Dose Group 36 vs 18 (27%) in Dose Group 43

• Lower frequencies and lower grade pneumonitis 
occurred in Dose Group 36 (with no Grade 3+) vs Dose 

Group 43a

• 10 (34%) patients had treatment-related dose 
modifications in Dose Group 36 vs 32 (48%) in Dose 

Group 43

• 2 (7%) patients in Dose Group 36 and 8 (12%) patients 
in Dose Group 43 discontinued treatment due to TRAEs

TRAEs ≥20%

Dehydration

Abdominal Pain

Blood ALP Increased

Headache

Pyrexia

Anemia

Diarrhea

Vomiting

Decreased Appetite

Thrombocytopenia

AST Increased

Nausea

Fatigue

0 20 30 40 50 60 70 80 90 10010102030405060708090100
Percentage (%) of Patients

Dose Group 36
(n=29)

CTCAE Grade
3+ All

Dose Group 43 
(n=66) 

CTCAE Grade
3+ All

Treatment-Related AEs by UpRi Dose Group



GOG-3049 / ENGOT-OV71-NSGO-CTU
PHASE 3 STUDY OF UPRI MONOTHERAPY MAINTENANCE 
VS PLACEBO IN RECURRENT PLATINUM-SENSITIVE 
OVARIAN CANCER

38

Key Enrollment Criteria
• CR, PR, or SD as best response 

following platinum in recurrent disease
• 2–4 prior lines of platinum (including 

the immediately preceding platinum)
• NaPi2b-high (TPS ≥75)
• Prior PARPi therapy only required for 

BRCAmut

Primary Endpoint
• PFS by BICR

Secondary 
Endpoints
• PFS by 

Investigator
• ORR
• OS

UpRi IV Q4W

Placebo

Randomize 
2:1

N=350

On partial clinical hold as 6/15/23
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June 15, 2023

U.S. Food and Drug Administration (FDA) has issued a 
partial clinical hold pausing new patient enrollment in UP-
NEXT and UPGRADE-A following a submission of a 
recent assessment of aggregate treatment-emergent 
hemorrhage safety data from all UpRi trials, comprised of 
approximately 560 patients dosed with UpRi to date.  This 
assessment suggested a potential risk of serious 
bleeding. Although available data are limited, the 
incidence of bleeding appears to be higher than the 
general background rate in patients with ovarian cancer.  
While most bleeding cases in this aggregate safety 
analysis were low grade, five (<1%) Grade 5 (fatal) 
bleeding events were observed. The cause of these 
events remains under investigation.    
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QUESTIONS?

40
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ADC’S HIGHLY ENGINEERED COMPONENTS

1. Antibody 2. Linker 
1.  A highly selective monoclonal  antibody for a 

tumor‐associated  antigen with restricted expression  
on normal cells

2.  A potent cytotoxic agent designed to  induce target 
cell death when  internalized in the cell and released

drug
antibody

linker
3. A linker that is stable in circulation,  but releases 

the cytotoxic agent in  target cells (controlled by 
altering  stability & degree of hindrance

around disulfide bond)

3. Drug
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SINGLE-ARM TRIAL
FOR MIRVETUXIMAB
IN HIGH FRα PATIENTS WITH 
PLATINUM-SENSITIVE
OVARIAN CANCER 

P R I MARY  EN DP O I N T  
ORR by Investigator

S ECON DARY  EN DP O I N T
DOR by Investigator

Enrollment 
completed

EN R OL L MEN T AN D  K EY  E L I G I B I L I TY
75 patients 
Platinum-sensitive ovarian cancer  
2+ prior systemic treatments
At least 2 prior platinum-containing regimens
Prior PARPi required if BRCA+
Appropriate for single-agent therapy

ORR: overall response rate; DOR: duration of response; BRCA: BReast CAncer gene 

Global Trial
Top Line Results 
2024

PICCOLO
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RANDOMIZED PHASE 3 TRIAL
FOR MIRVETUXIMAB + 
BEVACIZUMAB MAINTENANCE
IN FRα-HIGH PSOC PATIENTS

P R I MARY  EN DP O I N T  
PFS

S ECON DARY  EN DP O I N T
OS by BICR

Open for Accrual

TAR GET T I MEL I N E S

EN R OL L MEN T AN D  K EY  E L I G I B I L I TY
438 patients 
Platinum-sensitive ovarian cancer  
1 prior systemic treatment
Prior PARPi required if BRCA+
CR, PR, or SD after treatment with platinum-based doublet + 
bevacizumab required

Global 
trial 

POTENTIAL 
APPROVAL
2026

PFS (progression-free survival); BICR (blinded independent central review); OS (overall survival); CR (complete response); PR (partial response); SD (stable disease); BRCA (BReast CAncer gene); MIRV 
(mirvetuximab soravtansine); DOR: duration of response; ORR: overall response rate

P R I OR  M I RV  EXP ER I EN C E  
Strong MIRV/BEV treatment efficacy and tolerability in > 120 
patients
FRα high rPSOC, MIRV/BEV has an ORR of 69% and mPFS of 13.3 
months

GLORIOSA
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THE MOST COMMON TEAES (ANY GRADE) WERE NEUTROPENIA, NAUSEA, FATIGUE, AND ARTHRALGIA

A Oaknin, et al. 
ASCO 2023

Safety
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