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BACKGROUND

RESULTS

STUDY DESIGN: EPCORE® NHL-2 Arm 5

A phase 1b/2, open-label trial evaluating the safety and antitumor activity of epcoritamab SC + GemOx in adults with R/R DLBCL ineligible for ASCT

• Primary objective: Assess antitumor activity

• Key secondary endpoints: DOR, DOCR, TTR, PFS, OS, TEAEs

Data cutoff: December 15, 2023

Median follow-up (range): 13.2 mo (1.0+ to 34.6)

Treatment regimen: Concomitant epcoritamab SC 48 mg + GemOx

Agent C1 C2 C3 C4 C5–9 C10+
until progressionc

Epcoritamab SC 48 mgb QW QW QW Q2W Q2W Q4W

Gemcitabine 1000 mg/m2 IV
Q2W

Oxaliplatin 100 mg/m2 IV

G
e

m
O

x

Cycles are 28 d. aDe novo or histologically transformed from FL or nodal marginal zone lymphoma based on World Health Organization 2016 classification. bSUD 1: priming, 0.16 mg; SUD 2: intermediate, 0.8 mg. cTumor response was evaluated by PET-CT obtained at 6, 12, 18, 24, 36, and 

48 wk, and every 24 wk thereafter, until disease progression. ClinicalTrials.gov: NCT04663347. EudraCT: 2020-000845-15.

Key inclusion criteria

• R/R CD20+ DLBCLa

– DLBCL, NOS

– “Double-” or “triple-hit” DLBCL 

– FL grade 3B

– T-cell/histiocyte-rich DLBCL

• Eligible for GemOx

• Ineligible for ASCT or prior ASCT failure

• ECOG PS 0–2

• FDG-avid disease by PET

• Adequate organ function

• Patients with R/R DLBCL who are ineligible for ASCT have a poor prognosis, underscoring the need for novel, effective therapies to 

improve long-term outcomes1

– Patients whose disease is refractory to standard salvage chemotherapy or who relapse ≤12 mo following ASCT have low 

response rates (ORR, 26%; CR rate, 7%) and a short median OS of only ~6 mo2

• Among patients who received rituximab + GemOx, the CR rate was 33%, with a median PFS of 5 mo and median OS of 10 mo3; 

older patient populations appear to have shorter median OS (~7 mo)4

• Low CR rates with rituximab + GemOx present an unmet need for this population3

• The addition of a novel agent with a distinct mechanism of action may improve long-term outcomes for patients who are ineligible for 

ASCT

• Epcoritamab, a subcutaneously administered CD3xCD20 bispecific antibody approved for the treatment of adults with different types 

of R/R LBCL and FL after ≥2 lines of systemic therapy, has been shown to be safe and efficacious in combination with standard 

treatments, including chemotherapies5-8

Baseline Characteristics and Prior Treatments

Demographics N=103

Median age (range), y 72 (20–87)

≥75 y, n (%) 36 (35)

Male, n (%) 57 (55)

Disease Characteristics and Prior Treatments N=103

ECOG PS, n (%)

0 33 (32)

1 57 (55)

2 13 (13)

IPI, n (%)

<3 38 (37)

≥3 65 (63)

Bulky disease,a n (%)

>10 cm 20 (19)

DLBCL type,b n (%)

De novo 75 (73)

Transformed 24 (23)

DH/TH by local assessment,c n (%) 15 (15)

DH/TH by central lab,c n (%) 6 (6)

Ann Arbor stage, n (%)

I/II 22 (21)

III 18 (17)

IV 63 (61)

Median time from initial diagnosis to first dose (range), mo​ 13 (0.6–178)

Median time from end of last therapy to first dose (range), mo 5 (0.6–99)

Median prior lines of therapy (range) 2 (1–6)

Prior lines of therapy, n (%)

1 39 (38)

2 27 (26)

≥3 37 (36)

Primary refractoryd disease, n (%) 54 (52)

Refractoryd to last systemic therapy, n (%) 72 (70)

Refractoryd to ≥2 consecutive lines of therapy, n (%) 38 (37)

Prior ASCT, n (%) 10 (10)

Relapsed ≤12 mo after ASCT, n/n (%) 5/10 (50)

Prior CAR T therapy, n (%) 29 (28)
aBulky disease per IRC assessment; 12 patients had bulky disease >10 cm per investigator assessment. bDe novo versus transformed status of 

4 patients was missing. cDH/TH status not assessed in 45 patients. dRefractory disease is defined as disease that either progressed during therapy or 

progressed within 6 mo of completion of therapy.

• Patients initiated a median of 8 epcoritamab treatment cycles (range, 1–37) and received a median of 

22 doses (range, 2–52); all but 1 patient received the first full dose

• As of data cutoff, treatment was ongoing in 44 patients (43%)

• Reasons for treatment discontinuation among the 57% of patients who discontinued were progressive 

disease (31%), AEs (19%), death (3%), withdrawal by patient (3%), and maximum clinical benefit (1%)

– The most frequent AEs leading to discontinuation were COVID-19 (n=6) and pneumonia (n=5)

– The patient with maximum clinical benefit had a partial response and subsequently proceeded to 

allogeneic transplant

• Mean (SD) relative dose intensities of gemcitabine and oxaliplatin were 76% (20%) and 76% (19%), 

respectively

Exposure and Follow-Up

Efficacy Results
Responses Occurred Early and Rates Were High

Best Overall Response
Investigator Assessment

N=103a

IRC Assessment

N=103b

Overall response rate, n (%) 82 (80) 88 (85)

Complete response 60 (58) 63 (61)

Partial response 22 (21) 25 (24)

Median time to response (range), mo​ 1.5 (0.9–11.1) 1.5 (0.9–3.0)

Median time to complete response (range), mo​ 1.7 (1.3–10.7) 2.6 (1.3–22.1)
aFive patients were not evaluable for response per investigator. bFour patients were not evaluable for response per IRC.

• High concordance (90%) between investigator and IRC assessment

• By IRC assessment, median duration of response among complete responders was 25.4 mo (range, 2.2

to 31.9+)

• Higher complete response rates in 2L patients indicate that earlier use of epcoritamab + GemOx may 

further improve outcomes

Complete Responses Were Durable

High Rates of Progression-Free and Overall Survival Among Complete Responders

Kaplan–Meier estimates per IRC assessment.
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Safety Profile 
Common (>30%) Treatment-Emergent Adverse Events

aCombined term includes hematopoietic thrombocytopenia using SMQ narrow search. bCombined term includes neutropenia and decreased neutrophil 

count. cCombined term includes anemia, decreased hematocrit, decreased hemoglobin, decreased red blood cell count, and decreased serum ferritin.

Patients (%)

• 7 patients experienced febrile neutropenia 

• ICANS was reported in 3 patients (grade 1–3, n=1 each); all events resolved and 1 patient discontinued 

treatment due to ICANS

• No clinical tumor lysis syndrome

• 13 patients had grade 5 TEAEs

– 5 events were related to COVID-19; all patients had ≥1 risk factor for severe COVID, and 3 of the 

5 patients who had grade 5 COVID had a CR

Low-Grade CRS With Predictable Timing
• CRS was primarily low grade (52% overall; 28% grade 1, 23% grade 2, 1% grade 3) and had predictable 

timing, with most events occurring following the first full dose (median time to onset after first full dose, 2 d)

• Overall, 24 patients (23%) received tocilizumab

• CRS events all resolved (median time to resolution, 2.5 d) and did not lead to epcoritamab discontinuation

Rate of Infections Over Time
• In the overall population, the rate of serious infections, excluding COVID-19, was higher in the first 8 weeks 

of the study (15%) than during subsequent 12-week time intervals until week 72 (range, 1%–10%)

• There is an increased risk of morbidity and mortality due to infections for patients with hematologic 

malignancies being treated with B-cell–depleting therapies

85%
78%

57%
50%

93%

65%

High Complete Response Rates Across Subgroups

Number at risk

63 52 5 543 25 10
29 26 1 122 14 4
34 26 4 421 11 6

Kaplan–Meier estimates per IRC assessment.

73%
62%

56%
52%

86% 62%

P
ro

b
a
b
ili

ty
 o

f

re
m

a
in

in
g
 i
n
 C

R
 (

%
)

Number at risk
63 63 14 861 53 33
29 29 6 329 25 15
34 34 8 532 28 18

94%
88%

77%
72%

100%

83%

O
S

 (
%

)

Number at risk

63 63 9 653 43 14
29 29 4 225 21 8
34 34 5 428 22 6

P
F

S
 (

%
)

aComplete response rates per IRC assessment.
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OBJECTIVE
• To evaluate the long-term safety and efficacy of epcoritamab + GemOx 

in a larger cohort of patients with transplant-ineligible R/R DLBCL, with 

a focus on complete responders and 2L patients

CONCLUSIONS
• Epcoritamab in combination with GemOx continues to yield deep and 

durable responses in ASCT-ineligible R/R DLBCL

– ORR 85%, CR rate 61% (by IRC)

– Complete responders had sustained CRs, as well as favorable PFS

and OS

• High CR rates were observed across prespecified subgroups

– Higher CR rates were seen in 2L and CAR T–naive patients and 

patients with non–primary refractory disease (CR rates, 68%–74%)

– These results indicate that earlier use of epcoritamab + GemOx may 

further improve outcomes

• These encouraging results and the benefit–risk profile of this 

combination therapy support the combinability of epcoritamab in

R/R DLBCL

Subgroups
Number of 

patients

CR rate,a %

(95% CI)

All patients 103 61 (51–71)

Age

<65 y 28 43 (24–63)

65 to <75 y 39 64 (47–79)

≥75 y 36 72 (55–86)

Disease state

De novo 75 56 (44–67)

Transformed 24 75 (53–90)

IPI

<3 38 82 (66–92)

≥3 65 49 (37–62)

Bulky disease (IRC)

>10 cm 20 45 (23–68)

Number of pLOT

1 39 74 (58–87)

≥2 64 53 (40–66)

Prior CAR T therapy

Yes 29 45 (26–64)

No 74 68 (56–78)

Primary refractory

Yes 54 50 (36–64)

No 49 73 (59–85)
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