
31.7%

27.3%

14.0% 13.3%

0%

5%

10%

15%

20%

25%

30%

35%

ITT population FRalpha-high population

Fr
eq

ue
nc

y 
of

 p
at

ie
nt

s 
w

it
h 
≥1

5-
po

in
t 

im
pr

ov
em

en
ta

MIRV

FRa-high population

Results: Likelihood of Symptom Deterioration

• Compared with the respective IC chemo populations, the likelihood of deterioration of 
abdominal/GI symptoms on the OV28 was (Figure 3):
– 70% lower in the MIRV ITT population (95% CI, 0.15–0.60; P=0.0007)
– 80% lower in the MIRV FRa-high population (95% CI, 0.10–0.54; P=0.0007)

• Similar results for the likelihood of symptom deterioration with MIRV were observed on 
all other OV28 subscales, including chemotherapy side effects, sexuality, hair loss, pain 
severity (peripheral neuropathy), and body image (Figure 3)

• General improvements were also observed with MIRV on the ovarian cancer–specific 
FOSI assessment (Figure 3)

Results: Categorical Changes and TSW on the FOSI
• Categorical change analyses of FOSI scores demonstrated that by cycle 7:

― 88.9% of ITT population patients on IC chemo had declined vs 70.3% with MIRV

― 88.1% of FRa-high population patients on IC chemo had declined vs 65.0% with MIRV

Analyses of Patient-Reported Outcomes (PROs) With Mirvetuximab Soravtansine (MIRV) Versus 
Standard Chemotherapy in the Randomized Phase 3 FORWARD I Study in Ovarian Cancer (GOG 3011)

BACKGROUND
• Mirvetuximab soravtansine (MIRV) is a first-in-class antibody-drug conjugate (ADC) 

comprising a folate receptor alpha (FRa)-binding antibody, cleavable linker, and 
maytansinoid DM4 payload, a potent tubulin-targeting agent1

• MIRV has demonstrated clinically meaningful antitumor activity with a favorable safety 
profile in patients with FRa-positivea ovarian cancer as monotherapy and 
in combination2,3

• During the phase 3 FORWARD I trial, patient-reported outcomes (PROs) regarding 
chemotherapy side effects, cancer-specific symptoms, and quality of life (QoL) 
were collected4 

• Preplanned and exploratory analyses of PRO data were conducted to determine 
differences with MIRV vs chemotherapy and to inform the collection of PRO data in 
subsequent trials with MIRV (eg, phase 3 MIRASOL; NCT04209855)

aAntitumor activity with MIRV has been demonstrated with single-agent MIRV in FRa-high PROC (≥75% tumor cells FRa-positive by PS2+)2 and in combination with other agents 
in FRa low-to-high PROC (≥25% tumor cells FRa-positive by PS2+).3
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CONCLUSIONS
• Analysis of PROs from FORWARD I found that MIRV demonstrated a statistically significant benefit over IC chemo for the number of patients achieving a 15-point 

improvement on the OV28 Abdominal/GI symptom subscale at week 8/9

• Improved PROs were observed with MIRV treatment compared with IC chemo across multiple symptoms, including chemotherapy side effects, sexuality, hair loss, pain 
severity, body image, and general improvement in ovarian cancer–specific symptoms on the FOSI

• Symptom benefits occurring with MIRV, such as time to symptom worsening, were observed exclusively or more profoundly in the FRa-high population

• The results from these analyses will inform the design of future PRO analyses with MIRV 

These positive PRO findings, in conjunction with the safety profile of MIRV in recurrent ovarian cancer along with significant antitumor activity 
support MIRV as a potential new standard of care for patients with FRaa-positive ovarian cancer

Methods

Results: OV28 Abdominal/GI Scale
• The proportion of patients with a ≥15-point improvement on the OV28 Abdominal/GI 

scale at week 8/9 was significantly higher in the MIRV ITT group vs IC chemo (Figure 1)

• Patients with high FRa expression who were treated with MIRV demonstrated similar 
improvements; however, these findings did not reach statistical significance compared 
with IC chemo (Figure 1)

Table 1. FORWARD I PRO Assessments

PRO assessment Description

EORTC QLQ-C30 (C30) A 30-item questionnaire designed to assess the QoL in patients with cancer 
by measuring functional domains, symptoms, and global QoL/health status

EORTC QLQ-OV28 
(OV28)

A 28-item ovarian cancer supplemental module developed to augment the 
C30 with 3 multi-item functional scales and 5 multi-item symptom scales

FOSI An 8-item measure of symptom response to treatment for ovarian cancer

Primary: Minimally important difference (MID) response in abdominal/GI symptoms at 
week 8/9 by OV28 Abdominal/GI symptom subscale score:
• ≥15-point increase: Improved
• <15-point increase: Not improved

Secondary: Time to symptom worsening

PRO Analyses

• The phase 3, open-label, randomized trial FORWARD I (N=366; NCT02631876) enrolled 
patients with platinum-resistant FRa-positive advanced epithelial ovarian cancer (EOC)a

– Patients were randomized 2:1 to receive MIRV (n=248; 6 mg/kg AIBWb once every 
3 weeks) or investigator’s choice of chemotherapy (IC chemoc, n=118)

• Patients completed PRO assessments (Table 1) during screening, on day 1 of cycle 1, 
every 9 weeks thereafter (±1 week) until disease progression, and at the end of 
treatment visit 

• Differences between treatment groups (LPP analysis populationd) were assessed by 
descriptive statistics, Chi-squared analysis, Fisher’s exact test, stratified Kaplan-Meier 
curves, unadjusted log-rank P values, and odds ratios

aIn addition to EOC, patients with primary peritoneal cancer and/or fallopian tube cancer were also considered for enrollment. bAIBW, also known as AdjBW, is calculated as IBW (kg) + 
0.4 (actual weight - IBW). IBW for females is calculated as 0.9*height (cm) – 92. cInvestigator’s choice of chemotherapy was specified by investigators before randomization: paclitaxel, 
80 mg/m2 on days 1, 8, and 15 every 4 weeks; PLD, 40 mg/m2 once every 4 weeks; topotecan, 4 mg/m2 on days 1, 8, and 15 every 4 weeks or 1.25 mg/m2 on days 1 to 5 every 
3 weeks. dThe LPP analysis included all patients within each of the parent populations (ITT and FRa high) who (1) survived, (2) remained in the study from screening through to the 
day of a given assessment, and (3) had available QoL data for baseline and day of assessment.

Characteristic MIRV (n=248) IC chemo (n=118)
Age, median (range), y 64 (34-89) 64 (31-86)
Primary cancer diagnosis, n (%)

Epithelial ovarian cancer 207 (83.5) 105 (89.0)
Fallopian tube cancer 14 (5.6) 5 (4.2)
Primary peritoneal cancer 27 (10.9) 8 (6.8)

ECOG PS, n (%)a

0 141 (56.9) 60 (50.8)
1 106 (42.7) 57 (48.3)

No. of prior systemic therapies, n (%)b

1 or 2 159 (64.1) 74 (62.7)
3 86 (34.7) 43 (36.4)

FRaa expression by 10× scoring, n (%)c

High 147 (59.3) 71 (60.2)
Medium 101 (40.7) 46 (39.0)

Prior exposure, n (%)
Platinum 248 (100) 118 (100)
Paclitaxel 238 (96.0) 113 (95.8)
Bevacizumab 121 (48.8) 55 (46.6)
PARPi 44 (17.7) 19 (16.1)

aPerformance status data not available for one patient in each arm. bFour patients enrolled were ineligible due to >3 prior lines of therapy. cMedium, 50% to 74%; high ≥75% of 
tumor cells with any FRa membrane staining visible at ≤10× microscope objective; one patient randomized to the IC chemo arm was subsequently determined to have a FRa
expression level <50%. 

Figure 1. Improvement in the OV28 Abdominal/GI Symptom Subscale by Treatment Group 
at Week 8/9

P=0.0162b

n=45/142

n=7/50

n=24/88

n=4/30

P=0.1426b

aImprovement was defined as ≥15-point 
increase from baseline. Any change 
<15 points was categorized as unimproved. 
bP value from chi-square test or Fisher 
exact test if necessary.

• In the FRa-high population, median time to symptom worsening (TSW) on the OV28 
Abdominal/GI symptom subscale was nearly 2 months longer with MIRV compared with 
IC chemo (Figure 2b), but there was no significant difference between treatment 
groups in the ITT population (Figure 2a)

Figure 2a. ITT Population: TSW on the OV28 
Abdominal/GI Symptom Subscale

IC chemo 89 43 23 8 2 1 0
MIRV 205 106 41 21 9 1 0
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Figure 2b. FRaa-High Population: TSW on the 
OV28 Abdominal/GI Symptom Subscale

Table 2. Baseline Clinical Characteristics

Results: Changes in C30 Physical Functioning Scores
• Analyses of C30 demonstrated a statistically significant benefit in physical functioning 

for MIRV over IC chemo in both the ITT and FRa-high populations

ITT population FRaa-high population

C30 physical functioning (revised)
MIRV

(n=248)
IC chemo
(n=118)

MIRV
(n=147)

IC chemo
(n=71)

LS mean overall change (SE) -0.21 (2.59) -4.31 (2.89) -0.79 (4.71) -6.81 (5.11)

LS mean difference from IC chemo (SE) 4.10 (1.96) 6.03 (2.33)
95% CI 0.25–7.96 1.42–10.63
P valueb 0.0369 0.0106

Table 3. Model-Based Change from Baseline on C30 Physical Functioning Scale by Treatment 
Group Over All Cyclesa

aThe primary model includes treatment, time (continuous), treatment*time, baseline PRO score, age, race, and 3 stratification variables (prior lines of therapy, FRa levels, and 
IC chemo).bP value for LS mean treatment difference = 0.

Abbreviations: ADC, antibody-drug conjugate; AdjBW, adjusted ideal body weight; AIBW, adjusted ideal body weight; C30, EORTC Quality of Life Questionnaire-core 30; DM4, N2’-[4-[(3-carboxypropyl)dithio]-4-methyl-1-oxo-2-sulfopentyl]-N2’-deacetylmaytansine; ECOG PS, Eastern Cooperative 
Oncology Group Performance Status; EOC, epithelial ovarian cancer; EORTC, European Organisation for Research and Treatment of Cancer; FOSI, Functional Assessment of Cancer Therapy – Ovarian Symptom Index; FRa, folate receptor alpha; GI, gastrointestinal; IBW, ideal body weight;  
IC chemo, investigator’s choice of chemotherapy; ITT, intention to treat; LPP, Longitudinal Period Population; LS, least squares; MID, minimally important difference; MIRV, mirvetuximab soravtansine; mTSW, median time to symptom worsening; OV28, EORTC Quality of Life Questionnaire-Ovarian 
Cancer Module; PARPi, poly (adenosine diphosphate [ADP]-ribose) polymerase inhibitor; PLD, pegylated liposomal doxorubicin; PRO, patient-reported outcome; PS2+, positive staining intensity ≥2; QoL, quality of life; TSW, time to symptom worsening.
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Figure 3. Odds Ratios for Categorical Change on the OV28 and FOSI: MIRV vs IC Chemo in the 
Longitudinal Period Population

IC chemo 88 33 16 6 1 1 0
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Figure 4a. ITT Population: TSW on the FOSI Figure 4b. FRaa-High Population: TSW on the FOSI
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