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Primary Endpoint – Investigator-Assessed PFS: 
HRD Population
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Bradley J. Monk, MD, FACS, FACOG (LBA5500)

Data cut off date: March 23, 2022.
HR, hazard ratio; HRD, homologous recombination deficiency; NR, not reached; PFS, progression-free survival. 

Median 95% CI
Rucaparib 28.7 23.0–NR

Placebo 11.3 9.1–22.1
Log-rank P=0.0004

HR, 0.47; 95% CI, 0.31–0.72

Cumulative event rate: 
Rucaparib, 43.2%; Placebo, 63.3%

185(0) 175(3) 165(12) 143(31) 127(46) 110(60) 100(66) 82(71) 59(74) 36(78) 22(79) 12(80) 3 (80) 0 (80)
49(0) 43(5) 35(13) 32(16) 22(25) 21(26) 18(28) 11 (29) 8 (30) 4 (31) 2 (31) 0 (31)

Patients at risk (events)
Rucaparib
Placebo

0 3 6 9 12 15 18 21 24 27 30 33 36 39
Months

0
10
20
30
40
50
60
70
80
90

100

Pr
og

re
ss

io
n-

fre
e 

su
rv

iv
al

 (%
)

73.8%

56.3%

35.0%
47.7%



PRESENTED BY:

Primary Endpoint – Investigator-Assessed PFS: 
ITT Population
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Bradley J. Monk, MD, FACS, FACOG (LBA5500)

Data cutoff date: March 23, 2022.
HR, hazard ratio; ITT, intent-to-treat; PFS, progression-free survival. 

63.0%

45.1%

25.4%

427 (0)
111 (0)

Patients at risk (events)
Rucaparib
Placebo

398 (15)
97 (11)

351 (57)
72 (34)

298 (101)
60 (44)

245 (149)
42 (61)

213 (176)
39 (64)

190 (193)
31 (69)

151 (207)
18 (75)

114 (214)
14 (76)

67 (224)
8 (78)

42 (226)
5 (78)

23 (229)
3 (78)

7 (230)
1 (78)

0 (230)
0 (78)
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Cumulative event rate: 
Rucaparib, 53.9%; Placebo, 70.3%

42.1%

Median 95% CI
Rucaparib 20.2 15.2–24.7

Placebo 9.2 8.3–12.2
Log-rank P<0.0001

HR, 0.52; 95% CI, 0.40–0.68
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Investigator-Assessed PFS:
Exploratory Subgroups

21

• Rucaparib demonstrated treatment benefit vs placebo regardless of BRCA mutation and HRD status 

Bradley J. Monk, MD, FACS, FACOG (LBA5500)

Data cutoff date: March 23, 2022.
BRCA, BRCA1 or BRCA2; HR, hazard ratio; HRD, homologous recombination deficiency; LOH, loss of heterozygosity; mut, mutant; NR, not reached; PFS, progression-free survival; wt, wild type. 

BRCAmut

HRD positive

BRCAwt/LOHhigh BRCAwt/LOHlow

HRD negative

91 (0) 84 (3) 70 (16) 59 (23) 14 (30)34 (27) 2 (30)Rucaparib
24 (0) 19 (4) 12 (11) 10 (12) 1 (14)4 (13) 0 (14)Placebo

Patients at risk (events)
189 (0) 142 (38) 89 (84) 68 (102) 15 (118)42 (111) 8 (120)Rucaparib
49 (0) 27 (19) 16 (28) 10 (32) 3 (35)5 (35) 3 (35)Placebo

Patients at risk (events)
94 (0) 81 (9) 57 (30) 41 (43) 8 (49)25 (47) 4 (50)Rucaparib
25 (0) 16 (9) 10 (14) 8 (16) 1 (17)4 (17) 0 (17)Placebo

Patients at risk (events)

Median 95% CI
Rucaparib NR 25.8–NR

Placebo 14.7 6.4–NR
HR, 0.40; 95% CI, 0.21–0.75

Median 95% CI
Rucaparib 20.3 13.4–31.1

Placebo 9.2 4.0–22.1
HR, 0.58; 95% CI, 0.33–1.01

Median 95% CI
Rucaparib 12.1 11.1–17.7

Placebo 9.1 4.0–12.2
HR, 0.65; 95% CI, 0.45–0.95
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BICR-Assessed PFS:
Exploratory Subgroups
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Bradley J. Monk, MD, FACS, FACOG (LBA5500)

Data cutoff date: March 23, 2022.
BICR, blinded independent central radiology review; BRCA, BRCA1 or BRCA2; HR, hazard ratio; HRD, homologous recombination deficiency; LOH, loss of heterozygosity; mut, mutant; NR, not 
reached; PFS, progression-free survival; wt, wild type 

HRD positive HRD negative

• Data were similar with BICR-assessed PFS for HRD subgroups
91 (0) 84 (3) 67 (17) 57 (22) 13 (24)31 (24) 2 (24)
24 (0) 19 (4) 12 (10) 9 (10) 0 (10)4 (10)

189 (0) 133 (41) 76 (85) 58 (99) 9 (103)37 (101)Rucaparib
49 (0) 22 (21) 11 (31) 6 (32) 3 (32)4 (32)Placebo

Patients at risk (events)
94 (0) 74 (15) 50 (28) 40 (34) 7 (39)20 (37) 3 (39)Rucaparib
25 (0) 16 (9) 8 (16) 6 (17) 0 (17)4 (17)Placebo

Patients at risk (events)

BRCAmut BRCAwt/LOHhigh BRCAwt/LOHlow

Median 95% CI
Rucaparib NR NR–NR

Placebo NR 9.0–NR
HR, 0.48; 95% CI, 0.23–1.00

Median 95% CI
Rucaparib 27.8 16.8–NR

Placebo 9.1 3.6–17.5
HR, 0.46; 95% CI, 0.26–0.81

Median 95% CI
Rucaparib 12.0 9.3–17.3

Placebo 6.4 3.9–9.6
HR, 0.60; 95% CI, 0.40–0.89
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PRESENTED BY:

Ana Oaknin, MD

Mirvetuximab Soravtansine in Patients with Platinum-
Resistant Ovarian Cancer with High Folate Receptor 
Alpha (FRα) Expression: Characterization of Anti-
Tumor Activity in the SORAYA Study 

34

Ursula A. Matulonis1, Ana Oaknin2, Sandro Pignata3, Hannelore Denys4, Nicoletta Colombo5, Toon Van Gorp6, Jason 
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Conclusions
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• MIRV is the first biomarker-directed agent demonstrating antitumor activity in patients with FRα-high 
PROC

• Tumor reduction occurred in 71% of patients, and DCR (CR, PR, SD ≥ 12 weeks) was 51%
• Patients with BRCA mutations, both with and without prior PARPi, demonstrated robust antitumor 

activity
• In responders, depth and duration of response did not appear to be affected by dose reductions
• Preliminary mOS was 13.8 months
• Safety and tolerability of MIRV in SORAYA are consistent with that observed in previous studies
• 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%
• In SORAYA, MIRV demonstrated a favorable benefit-risk profile in patients with FRα-high PROC

Ursula A. Matulonis
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Dostarlimab in Advanced/Recurrent 
Mismatch Repair Deficient/Microsatellite 
Instability–High or Proficient/Stable 
Endometrial Cancer: the GARNET study
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Methods
49

• GARNET is a phase 1, multicenter, open-label, 
single-arm study of dostarlimab monotherapy in 
patients with advanced or recurrent solid tumors 

• Patients were enrolled to cohort A1 (dMMR/MSI-
H) or cohort A2 (MMRp/MSS) based on MMR IHC 
assessment

• Patients received 500 mg IV dostarlimab every 3 
weeks for 4 cycles, followed by 1000 mg IV every 
6 weeks until disease progression, 
discontinuation, or withdrawal

• Primary endpoints were evaluation of antitumor 
activity (in terms of ORR and DOR by BICR per 
RECIST v1.1), safety, and tolerability

BICR, blinded independent central review; dMMR, mismatch repair deficient; DOR, duration of response; EC, endometrial cancer; IHC, immunohistochemistry; IV, intravenous; MMR, mismatch repair; MMRp, mismatch repair 
proficient; MSI, microsatellite instability; MSI-H, microsatellite instability–high; MSS, microsatellite stable; NSCLC, non–small cell lung cancer; ORR, objective response rate; PD, progressive disease; PROC, platinum-resistant ovarian 
cancer; RECIST  v1.1, Response Evaluation Criteria in Solid Tumors version 1.1. 

E: NSCLC

Part 2B
Expansion cohorts

F: Non-endometrial dMMR/MSI-H basket

A1: dMMR/MSI-H EC
N=153

A2: MMRp/MSS EC
N=161

Part 1 
Dose finding

Part 2A
Fixed-dose safety run-in

G: PROC

GARNET Trial Design
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Demographics and Baseline Characteristics
50

Characteristic, n (%)

dMMR/MSI-H 
EC

N=143

MMRp/MSS 
EC

N=156
Age, median (range), years 65.0 (39–85) 66.0 (30–86)

FIGO disease stage at diagnosisa
Stage I or II
Stage III or IV

62 (43.4)
81 (56.6)

57 (36.5)
98 (62.8)

Histology
Grade 1 or 2 endometrioid

carcinoma
Serous
Grade 3 endometrioid
Clear cell
Squamous
Undifferentiated
Carcinosarcoma
Mixed carcinoma
Unspecified
Otherb
Unknown

92 (64.3)

7 (4.9)
21 (14.7)

1 (0.7)
1 (0.7)
4 (2.8)

0
7 (4.9)
4 (2.8)
4 (2.8)
2 (1.4)

36 (23.1)

63 (40.4)
14 (9.0)
11 (7.1)
3 (1.9)
3 (1.9)
2 (1.3)
11 (7.1)
9 (5.8)
4 (2.6)

0
aOne patient with MMRp EC had disease status/stage unknown. bOther includes dedifferentiated, endometrial adenocarcinoma, endometrial adenocarcinoma NOS, endometrial neuroendocrine carcinoma, 
high grade uterine carcinoma, and undiffereciated clear cell carcinoma. cIncludes lines of therapy in the adjuvant setting.
dMMR, mismatch repair deficient; EC, endometrial cancer; FIGO, International Federation of Gynecology and Obstetrics; MMRp, mismatch repair proficient; MSI-H, microsatellite instability–high; MSS, microsatellite stable. 

Characteristic, n (%)

dMMR/MSI-H 
EC

N=143

MMRp/MSS 
EC

N=156
Prior anticancer treatment 143 (100) 156 (100)

Prior lines of therapy, n (%)c
1
2
≥3

90 (62.9)
35 (24.5)
18 (12.6)

72 (46.2)
67 (42.9)
17 (10.9)

Patients with only adjuvant or 
neoadjuvant therapy 49 (34.3) 42 (26.9)

Neoadjuvant setting only
Adjuvant setting only
Only adjuvant and
neoadjuvant

3 (2.1)
44 (30.8)

2 (1.4)

3 (1.9)
39 (25.0)

0

Prior radiation, n (%) 101 (70.6) 95 (60.9)
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Primary Endpoint Analysis
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dMMR/MSI-H EC
N=143

MMRp/MSS EC
N=156

Median follow-up time, months 27.6 33.0
ORR, % (95% CI; n/N)

Complete response, n (%)
Partial response, n (%)
Stable disease, n (%)
Progressive disease, n (%)
Not evaluable, n (%)

45.5% (37.1–54.0; 65/143)
23 (16.1)
42 (29.4)
21 (14.7)
51 (35.7)

6 (4.2)

15.4% (10.1–22.0; 24/156)
4 (2.6)

20 (12.8)
29 (18.6)
88 (56.4)
15 (9.6)

Median time from cycle 1 day 1 to best overall response, mo
Complete response
Partial response

2.79
2.69

2.81
2.79

Disease control rate, % (95% CI; n/N) 60.1% (51.6–68.2; 86/143) 34.0% (26.6–42.0; 53/156)

Response ongoing, n (%) 54 (83.1) 9 (37.5)

Median duration of response (range), months NR (1.18+ to 47.21+) 19.4 (2.8 to 47.18+)

Probability of maintaining response, % 
6 months
12 months
24 months

96.8
93.3
83.7

82.6
60.3
44.2

dMMR, mismatch repair deficient; EC, endometrial cancer; MMRp, mismatch repair proficient; MSI-H, microsatellite instability–high; MSS, microsatellite stable; NR, not reached; ORR, objective response rate. 
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Maintenance Selinexor Improves PFS in advanced or 
Recurrent Endometrial Cancer: 
SIENDO/GOG3055/ENGOTEN5

52

• Stage IV or recurrent endometrial ca (EM, serous, undifferentiated & Carcinosarcoma)

• All patients received at least 12 weeks of taxane and carboplatin and had PR/CR

• Selinexor 80 mg po weekly v placebo (selectively inhibiting XPO1, reactivating tumor suppressing proteins, and 
inducing tumor cell apoptosis)

• Primary end point: Investigator assessed PFS

• Median PFS: 5.7 mo Selinexor v 3.8 mo placebo

§ Endometrioid 9.2 mo Selinexor v 3.8 mo placebo

§ Serous 3.8 mo Selinexor v 3.7 mo placebo

§ Wild type p53 13.7 mo Selinexor v 3.7 mo placebo 

• TEAE: Nausea 84%, Vomiting 52%, Constipation 37%, Thrombocytopenia 37%

Ignace Vergote, MD PhD
































