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● Endometrial cancer (EC) is the most common gynecological malignancy in the US 
and the EU1,2

● Globally, the incidence of and mortality due to EC are rising1–3

● Overall survival is typically <1 year for patients with disease progression that occurs 
on or after first-line therapy4–6

– New therapeutic options are needed to further improve patient outcomes
● EC has been shown to have a high rate of mismatch repair deficient 

(dMMR)/microsatellite instability–high (MSI-H) status, at 25%–30%7–10

– In dMMR tumors, DNA mismatches accumulate and result in genome instability, 
with many mutations in microsatellite regions, leading to MSI11

– dMMR/MSI-H tumors demonstrate increased neoantigen expression, making 
them attractive candidates to respond to anti–programmed death 1 (anti–PD-1) 
therapy7,8,11,12

● Dostarlimab is an anti–PD-1 monoclonal antibody that blocks interaction with the 
ligands PD-L1 and PD-L2 and was prospectively evaluated in the GARNET trial

● GARNET is the largest study to date evaluating the efficacy and safety of 
anti–PD-1 in dMMR/MSI-H advanced or recurrent EC

● Currently, the potential benefits of immunotherapy following discontinuation for 
reasons other than progressive disease (PD) are not well described13–16

● In addition, there is currently no consensus on the optimal duration of treatment with 
immunotherapy; studies have treated beyond 2 years when patients have remained 
in response, with potential benefits17–19

● Long-term, ongoing, disease control from dostarlimab treatment can be seen in 
patients who discontinue for reasons other than PD
– This benefit was seen in a population that included patients with sustained 

response continuing ≥1 year after end of treatment with dostarlimab
– Patients who discontinued treatment because of an adverse event demonstrated 

sustained benefit with a median duration of response (DOR) of 38.1 months
● Meaningful durability of disease control (≥2 years) was observed even in patients 

with stable disease (SD) or partial response
– 4 patients with a best overall response of SD received ≥2 years of treatment
– More than 75% of patients who received ≥2 years of treatment have not had 

disease progression
● Safety was similar between the overall population and those patients who remained 

on treatment for ≥2 years
– Overall, rates of discontinuation due to treatment-related adverse events (TRAEs) 

were 8.6%, including in patients treated for ≥2 years 
● Given the small sample size of the subgroups, caution should be used when 

interpreting the results

● GARNET is a phase 1, multicenter, open-label, single-arm 
study of dostarlimab monotherapy in patients with advanced 
or recurrent solid tumors (see QR code for trial design)

● Patients were assigned to cohort A1 (dMMR/MSI-H advanced 
or recurrent EC) or cohort A2 (mismatch repair proficient 
[MMRp]/microsatellite stable [MSS] advanced or recurrent EC) 
based on MMR immunohistochemistry assessment

● Patients received 500 mg intravenous dostarlimab every 
3 weeks for 4 cycles, followed by 1000 mg every 6 weeks until 
disease progression, discontinuation, or withdrawal (see QR 
code for dosing schedule)
– Treatment could be considered beyond 2 years following 

discussion between sponsor and investigator
● The following subgroups were defined for the post hoc exploration:

– Patients who discontinued for reasons other than PD and 
those who discontinued treatment because of PD

– Patients who remained on treatment ≥2 years and those 
who discontinued before 2 years

● Demographic detail comparisons, efficacy analyses (using 
ORR and DOR, by BICR per RECIST v1.1), and safety 
comparisons were conducted for the subgroups

● All patients who received ≥1 dose of dostarlimab were included 
in the safety analysis

● Data cutoff date was November 1, 2021
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Table 1. Demographics and Baseline Characteristics
Patients who 

discontinued for 
reasons other than PD

N=88

Remained on 
treatment ≥2 years

N=47

All patients 
with EC
N=299

Age, median (range), years 63.8 (30–85) 63.0 (40–77) 65.0 (30–86)
Race, n (%)

White 65 (73.9) 39 (83.0) 233 (77.9)
Black 8 (9.1) 2 (4.3) 17 (5.7)
Asian 4 (4.5) 1 (2.1) 11 (3.7)
American Indian or Alaska Native 2 (2.3) 2 (4.3) 4 (1.3)
Other/unknown/not reported 9 (10.2) 3 (6.4) 34 (11.4)

Ethnicity, n (%)
Hispanic or Latino 1 (1.1) 2 (4.3) 11 (3.7)
Not Hispanic or Latino 77 (87.5) 42 (89.4) 251 (83.9)
Unknown/not reported 10 (11.4) 3 (6.4) 37 (12.4)

MMR status, n (%)
dMMR/MSI-H 40 (45.5) 34 (72.3) 143 (47.8)
MMRp/MSS 48 (54.5) 13 (27.7) 156 (52.2)

FIGO disease stage at diagnosis, n (%)a
Stage I or II 33 (37.5) 24 (51.1) 119 (39.8)
Stage III or IV 55 (62.5) 23 (48.9) 179 (59.9)

Histology, n (%)
Grade I or II endometrioid 37 (42.0) 25 (53.2) 128 (42.8)
Serous 22 (25.0) 6 (12.8) 70 (23.4)
Clear cell 5 (5.7) 2 (4.3) 12 (4.0)
Squamous 1 (1.1) 1 (2.1) 4 (1.3)
Undifferentiated 1 (1.1) 2 (4.3) 7 (2.3)
Carcinosarcoma 1 (1.1) 0 2 (0.7)
Mixed carcinoma 8 (9.1) 3 (6.4) 18 (6.0)
Unspecified 4 (4.5) 0 13 (4.3)
Otherb 9 (10.2) 7 (14.9) 43 (14.4)
Unknown 0 1 (2.1) 2 (0.7)

Prior anticancer treatment, n (%) 88 (100) 47 (100) 299 (100)
Prior lines of therapy, n (%)c

1 47 (53.4) 30 (63.8) 162 (54.2)
2 28 (31.8) 14 (29.8) 102 (34.1)
≥3 13 (14.7) 3 (6.4) 35 (11.7)

Prior radiation, n (%) 65 (73.9) 31 (66.0) 196 (65.6)
aOne patient with MMRp/MSI-H EC had unknown FIGO cancer stage at diagnosis. bOther includes dedifferentiated, endometrial adenocarcinoma, endometrial 
adenocarcinoma not otherwise specified, endometrial neuroendocrine carcinoma, grade III endometrioid, high-grade uterine carcinoma, and undifferentiated 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; MMR, mismatch repair; MMRp, mismatch repair 
proficient; MSI-H, microsatellite instability–high; MSS, microsatellite stable; PD, progressive disease.
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Objectives
● Here we report demographic details and characterize outcomes 

in the subgroups of reason for treatment discontinuation and 
duration of treatment beyond 2 years in the 2 expansion 
cohorts of the GARNET trial that enrolled patients with EC
– Outcome characterization includes efficacy evaluations of 

objective response rate (ORR) and DOR based on blinded 
independent central review (BICR) per RECIST v1.1 and 
evaluation of safety

Acknowledgments
This study (NCT02715284) was funded by GSK (Waltham, MA, USA). Writing and editorial support, funded by GSK and coordinated by 
Heather Ostendorff-Bach, PhD, of GSK, were provided by Shannon Morgan-Pelosi, PhD, and Jennifer Robertson, PhD, of Ashfield
MedComms, an Inizio company (Middletown, CT, USA). 

a3 patients with dMMR/MSI-H EC and 2 patients with MMRp/MSS EC died of disease progression, 
1 patient with MMRp/MSS EC was sent to hospice care, and 1 patient with MMRp/MSS EC 
discontinued because of a joint decision between the patient and investigator.
dMMR, mismatch repair deficient; EC, endometrial cancer; MMRp, mismatch repair proficient; 
MSI-H, microsatellite instability–high; MSS, microsatellite stable.

Figure 1. Enrollment and Outcomes

AE, adverse event; CR, complete response; dMMR, mismatch repair deficient; EC, endometrial cancer; MMRp, mismatch repair proficient; MSI-H, microsatellite instability–high; MSS, microsatellite stable; 
PD, progressive disease; PR, partial response; SD, stable disease.

Figure 2. Duration of Response and Duration of Treatment Among All Patients 
with EC Who Responded per Reason for Discontinuation

● Patients who discontinued for reasons other than PD had 
generally similar demographics and molecular characteristics 
as the total population but were slightly more likely to be of 
non-White race (Table 1)

● 27.7% (13/47) of patients who remained on treatment for 
≥2 years had MMRp/MSS tumors

● In the overall population of patients with EC, including patients with dMMR/MSI-H EC and patients with 
MMRp/MSS EC, 89 patients had a response (27 complete responses, 62 partial responses), with an ORR 
of 29.8% and a median DOR (mDOR) that was not reached at a median follow-up of 29.1 months (Table 2 
and Figure 2A–C)
– The probability of maintaining response for at least 12 months was 84.2%
– For patients with dMMR/MSI-H EC, the ORR was 45.5% (65/143), with an mDOR that was not reached 

at a median follow-up of 27.6 months
– For patients with MMRp/MSS EC, the ORR was 15.4% (24/156), with an mDOR of 19.4 months at a 

median follow-up of 33.0 months

Patients who discontinued for reasons other than PD
● Of the 88 patients who discontinued for reasons other than PD, 45 (51.1%) discontinued because of an AE

– The ORR for patients who discontinued because of an AE was 42.2% (19/45)
– The mDOR was 38.1 months at a median follow-up of 29.1 months (Table 2 and Figure 2C)
– The probability of maintaining a response for at least 12 months was 94.4%
– 37.8% (17/45) of patients who discontinued because of an AE went on to have PD by RECIST v1.1 per BICR

Safety
● The safety population included all patients with EC who had received ≥1 dose 

of dostarlimab (Table 4)
● The AE profile was similar between the overall population and those who were 

on treatment ≥2 years
● Most TRAEs were grade 1 or 2 and were manageable
● Overall, less than 10% of patients discontinued treatment because of a TRAE 
● No deaths associated with dostarlimab were reported in these cohorts

● For the third interim analysis, 299 patients with EC were 
included in the efficacy-evaluable population (143 patients 
with dMMR/MSI-H EC and 156 patients with MMRp/MSS 
EC). These patients had measurable disease at baseline by 
BICR per RECIST v1.1 and ≥6 months of follow-up (Figure 1)
– 164 patients discontinued treatment because of PD 

§ This number includes 21 responders (Figure 2B)
– 88 patients discontinued treatment for reasons other than 

PD, including 45 patients who discontinued because of 
adverse events (AEs)
§ This number includes 24 responders (Figure 2C)

– 47 patients remain on treatment
§ This number includes 44 responders and 3 patients who 

did not achieve a complete or partial response and 
remain on treatment (Figure 2A)

● From the efficacy-evaluable population, a total of 47 patients 
(15.7%, 47/299) have received ≥2 years of treatment 
(including 35 who are still on treatment) 

Table 2. Efficacy Endpoint Analysis per Reason for Discontinuation
Patients who 

discontinued for 
reasons other than PDa

N=88

Patients who 
discontinued 

because of an AEb
N=45

All patients 
with ECc

N=299
MMR status, n (%)

dMMR/MSI-H 40 (45.5) 23 (51.1) 143 (47.8)
MMRp/MSS 48 (54.5) 22 (48.9) 156 (52.2)

Median duration of follow-up, months 27.7 29.1 29.1
ORR, n/N (%, 95% CI) 24/88 (27.3, 18.3–37.8) 19/45 (42.2, 27.7–57.8) 89/299 (29.8, 24.6–35.3)

CR 7 (8.0) 6 (13.3) 27 (9.0)
PR 17 (19.3) 13 (28.9) 62 (20.7)
SD 11 (12.5) 6 (13.3) 50 (16.7)
PD 33 (37.5) 13 (28.9) 139 (46.5)
NE 20 (22.7) 7 (15.5) 21 (7.0)

mDOR (range), months NR (1.41+ to 47.21+) 38.1 (1.54 to 47.21+) NR (1.18+ to 47.21+)
Probability of response at 12 months, % 
(95% CI) 95.5 (71.9–99.3) 94.4 (66.6–99.2) 84.2 (74.3–90.5)
aThe 88 patients who discontinued for reasons other than PD includes 45 patients who discontinued because of an AE. bThe 45 patients who discontinued because of an 
AE are a subset of the 88 patients who discontinued for reasons other than PD. cThe population of all patients with EC (N=299) includes 47 patients who remain on 
treatment, 164 patients who discontinued because of PD, and 88 patients who discontinued for reasons other than PD.
AE, adverse event; CR, complete response; dMMR, mismatch repair deficient; EC, endometrial cancer; mDOR, median duration of response; MMR, mismatch repair; 
MMRp, mismatch repair proficient; MSS, microsatellite stable; NE, not evaluable; NR, not reached; ORR, objective response rate; PD, progressive disease; PR, partial 
response; RECIST, Response Evaluation Criteria in Solid Tumors; SD, stable disease.

Patients who remained on treatment ≥2 years
● 47 patients remained on treatment ≥2 years, including the following: 

– 34 patients with dMMR/MSI-H EC (23.7% of patients in the dMMR/MSI-H 
efficacy-evaluable population; 52.3% [34/65] of responders in the 
dMMR/MSI-H population)

– 13 patients with MMRp/MSS EC (8.3% of patients in the MMRp/MSS 
efficacy-evaluable population; 54.2% [13/24] of responders in the 
MMRp/MSS population)

● Patients who remained on treatment for ≥2 years had an ORR of 89.4%, 
with an mDOR that was not reached (Table 3)
– 29.8% had complete response, 59.6% had partial response, and 8.5% 

had SD as their best response
§ 1 patient had a best overall response of PD per BICR by RECIST v1.1

– For patients with dMMR/MSI-H EC, the ORR was 94.1% (32/34), with an 
mDOR that was not reached at a median follow-up of 35.9 months

– For patients with MMRp/MSS EC, the ORR was 76.9% (10/13), with an 
mDOR that was not reached at a median follow-up of 38.8 months

● Of the 47 patients who were on treatment for ≥2 years, 23.4% (11/47) of 
patients went on to have PD per BICR by RECIST v1.1, including 6/34 
patients with dMMR/MSI-H EC and 5/13 patients with MMRp/MSS EC

Table 3. Efficacy Endpoint Analysis per 
Duration of Treatment

Remained on 
treatment ≥2 years

N=47

All patients 
with EC
N=299

MMR status, n (%)

dMMR/MSI-H 34 (72.3) 143 (47.8)

MMRp/MSS 13 (27.7) 156 (52.2)

Median duration of follow-up, 
months 36.0 29.1

ORR, n/N (%, 95% CI) 42/47 (89.4, 76.9–96.5) 89/299 (29.8, 24.6–35.3)

CR 14 (29.8) 27 (9.0)

PR 28 (59.6) 62 (20.7)

SD 4 (8.5) 50 (16.7)

PD 1 (2.1) 139 (46.5)

NE 0 21 (7.0)

mDOR (range), months NR (13.83 to 47.18+) NR (1.18+ to 47.21+)

Probability of response at 
12 months, % (95% CI) 100 (100–100) 84.2 (74.3–90.5)

Probability of response at 
24 months, % (95% CI) 92.8 (79.3–97.6) 72.5 (60.8–81.3) 

CR, complete response; dMMR, mismatch repair deficient; EC, endometrial cancer; mDOR, median duration of response; 
MMR, mismatch repair; MMRp, mismatch repair proficient; MSI-H, microsatellite instability–high; MSS, microsatellite stable; 
NE, not evaluable; NR, not reached; ORR, objective response rate; PD, progressive disease; PR, partial response; 
SD, stable disease.

Table 4. Safety Summary
Remained on 

treatment ≥2 years
N=51

Overall
N=314

Any TEAE 51 (100) 313 (99.7)

Grade ≥3 TEAE 23 (45.1) 182 (58.0)

Any-grade TRAE 43 (84.3) 223 (71.0)

Grade ≥3 TRAE 11 (21.6) 60 (19.1)

Any irTRAEa 17 (33.3) 73 (23.2)

Treatment-related SAE 4 (7.8) 32 (10.2)

Any TRAE leading to discontinuation 2 (3.9) 27 (8.6)

TRAE leading to death 0 0
airTRAEs were defined as grade 2 and above from a predefined list.
AE, adverse event; ir, immune-related; SAE, serious adverse event; TEAE, treatment-emergent adverse event; 
TRAE, treatment-related adverse event.

299 patients in the 
efficacy-evaluable population

252 discontinuations
Progression, n=164
Adverse event, n=45
Patient request, n=11
Clinical criteria, n=25
Other, n=7a

47 patients remain on treatment
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Still on treatment

On treatment, MMRp/MSS EC
In response

On treatment, dMMR/MSI-H EC

End of treatment
CR
PR
SD
PD
Discontinued because of an AE

Time since start of study treatment, weeks
0 12 24 36 48 60 72 84 96 108 120 132 144 156 168 180 192 204 216 228 240

Responders who 
remain on treatment
N=44/47

Responders who 
discontinued 
because of PD
N=21/164

Responders who 
discontinued for 
reasons other than PD
N=24/88
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