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We Encourage Clinicians in Practice to Submit Questions

Feel free to submit questions now before the program 
begins and throughout the program.



Familiarizing Yourself with the Zoom Interface

Expand chat submission box

Drag the white line above the submission box up to create 
more space for your message.



Familiarizing Yourself with the Zoom Interface

Increase chat font size

Press Command (for Mac) or Control (for PC) and the + symbol. 
You may do this as many times as you need for readability.



Clinicians in the Audience, Please Complete 
the Pre- and Postmeeting Surveys

Quick Survey Quick Poll





HER2-Positive 
Gastrointestinal Cancers
Thursday, January 8, 2026

7:15 PM – 8:45 PM PT 
(10:15 PM – 11:45 PM ET)

Expert Second Opinion: Investigators Discuss the 
Optimal Management of Gastrointestinal Cancers

A CME Symposium Series Held Adjunct to the 
2026 ASCO® Gastrointestinal Cancers Symposium

Advanced Gastroesophageal 
Cancers

Friday, January 9, 2026
6:00 PM – 8:00 PM PT

(9:00 PM – 11:00 PM ET)

Localized Colorectal Cancer
Thursday, January 8, 2026

7:15 PM – 8:45 PM PT 
(10:15 PM – 11:45 PM ET)



Grand Rounds

Three Series

Through April 2026

CME/MOC-Accredited Interactive Series

Optimizing Treatment 
for Patients with 

Relapsed/Refractory 
Chronic Lymphocytic 

Leukemia

Optimizing the Use of 
Novel Therapies for 

Patients with Diffuse 
Large B-Cell Lymphoma

Host a 1-hour session at your institution: 
Email Meetings@ResearchToPractice.com

 or call (800) 233-6153

Optimizing Therapy for 
Patients with Hormone 

Receptor-Positive 
Localized Breast Cancer



Save The Date

A Multitumor CME/MOC-, NCPD- and ACPE-Accredited 
Educational Conference Developed in Partnership with 

Florida Cancer Specialists & Research Institute

Friday to Sunday, April 24 to 26, 2026
The Ritz-Carlton Orlando, Grande Lakes | Orlando, Florida

Moderated by Neil Love, MD



Thank you for joining us! Please take a moment 
to complete the survey currently up on Zoom. 

Your feedback is very important to us.

Information on how to obtain CME and ABIM MOC 
credit will be provided at the conclusion 

of the activity in the Zoom chat room. Attendees 
will also receive an email in 1 to 3 business days 

with these instructions.
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Key Datasets
Michael Dickinson, MD
• Karimi Y et al. Sustained remissions beyond 4 years with epcoritamab monotherapy: Long term follow-up 

results from the pivotal EPCORE NHL-1 trial in patients with relapsed or refractory large B-cell lymphoma. 
ASH 2025;Abstract 7543. 

• Abramson J et al. Sustained clinical benefit of glofitamab plus gemcitabine and oxaliplatin (GemOx) versus 
rituximab plus GemOx (R-GemOx) in patients with relapsed/refractory (R/R) diffuse large B-cell lymphoma 
(DLBCL): 3-year follow-up of STARGLO. ASH 2025;Abstract 11363. 

• Budde E et al. Improvements in health-related quality of life (HRQoL) in the SUNMO study: Subcutaneous 
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2025;Abstract 4355. 
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(Mosun-Len) in patients with relapsed/refractory (R/R) follicular lymphoma (FL): US extension cohort from 
the phase III CELESTIMO study. ASH 2025;Abstract 2295. 
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Case 1 Dr Sehn – 66-year-old man with early relapsing DLBCL

Case 2 Dr Lunning – 68-year-old man with multiple comorbidities and DLBCL

Faculty Presentation: Diffuse Large B-Cell Lymphoma (DLBCL) — Prof Dickinson 

Case 3 Dr Casulo – 54-year-old woman with relapsed FL

Case 4 Dr Sehn – 78-year-old man with symptomatic relapsed FL

Faculty Presentation: Follicular Lymphoma (FL) and Other NHL Subtypes — Dr Sehn
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LBA-1

MRD-negative outcomes following a novel, 
in vivogene therapy generating anti-BCMA 
CAR-Tcells in patients with RRMM: 
Preliminary results from inMMyCAR, the 
first-in-human Phase 1 study of KLN-1010

Simon Harrison1, P.Joy Ho2, Sueh-li Lim3, Stephanie Talam2, Hannah Pahl1, 
Dharmesh Dingar4, Scott Currence4, Travis Quigley4, Andrew Spencer3

1Peter MacCallum Cancer Centre, Melbourne, Victoria, Australia; 2Royal Prince Alfred Hospital, 
Sydney, New South Wales, Australia; 3The Alfred Hospital, Melbourne, Victoria, Australia; 
4Kelonia Therapeutics, Inc., Boston, Massachusetts, United States.

Presented at the 67th ASH Annual Meeting and Exposition; December 6-9, 2025; Orlando, FL, USA.



KLN-1010: a modified LVV generating anti-BCMA 
CAR T cells in vivo

BCMA, anti–B-cell maturation antigen; CAR, chimeric antigen receptor; CD3, cluster of differentiation 3; CD3ζ, cluster of differentiation 3 zetachain; LDL, low-density lipoprotein; LVV, lentiviral vector;scFv, single-chain variable fragment;
VSV-G, vesicular stomatitis virus glycoprotein.
Wood JTet al. Toward treatment with gene-modified B cells engineered in vivousing iGPS particles (abstract #1281). Posterpresented at: ASGCT28th Annual Meeting; May 13-17, 2025.

T cell re-targeting with CD3
tropism molecule

De-targeted fusogen,
VSV-G mutation

CARmolecule
Proprietary, 
fully-human 
BCMA scFv

4-1BB

CD3ζ

§ Envelope-modified, replication-
incompetent, self-inactivating 
lentiviral vector

§ De-targeted VSV-G fusogen avoids 
delivery to LDL-expressing cells while 
maintaining high transduction efficiency

§ Precise re-targeting to Tcells with a 
CD3 scFv; avoids liver uptake and 
drug sinks

§ Anti-BCMACARwas selected based on 
high levels of activity to BCMA-positive 
tumors



December 9, 2025 [Online ahead of print].



Ianalumab (VAY736) in ITP

Dual mechanism of action:

1) BAFF-R blockade
– Prevents activation and 

differentiation of B-cells and 
induction of long-lived plasma cells

– May overcome rebound/resistance 
mechanisms (including loss of 
CD20, BAFF-driven B-cell 
hyperactivation)

2) Enhanced ADCC-mediated 
B-cell depletion

– Provides more potent, sustained 
B-cell depletion in blood and tissues

Courtesy of Hanni Al-Samkari, MD
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Case Presentation: 68-year-old man with Type 2 diabetes, CHF 
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Practical Perspectives on the Current Role 
of Bispecific Antibodies in the Management of Lymphoma — 

ASH 2025 Review Part 3

Michael Dickinson, MD



CME Agenda

Biological Rationale for and Available Data with CD20 x CD3 
Bispecific Antibodies in Lymphoma

Practical Considerations and Future Directions with CD20 x 
CD3 Bispecific Antibodies in Lymphoma



CD3-activating bispecific antibodies – usual target 
is CD20 on the lymphoma cell, others in 
development (eg, >1 cancer antigen or CD19)

Approvals in USA:
Epcoritamab and glofitamab 
approved as third or subsequent 
treatment for diffuse large B-cell 
lymphoma in the USA. 

Mosunetuzumab and epcoritamab 
as third treatment for follicular 
lymphoma.

Key specific adverse events: cytokine release syndrome (common) and neurologic toxicity (uncommon).  
Frequency and severity vary by product and indication. 



Key Themes from ASH 25 in Bispecific Antibodies (BsAbs) for 
Diffuse Large B-Cell Lymphoma

• Updates on key registration data (BsAb monotherapy and combos)

• New combination treatments 

• New indications in lymphoma 



Karimi Y et al. Sustained remissions beyond 4 years with epcoritamab monotherapy: Long term 
follow-up results from the pivotal EPCORE NHL-1 trial in patients with relapsed or refractory large 

B-cell lymphoma. ASH 2025;Abstract 7543. 

No difference in benefit between
second-line and third-line therapy;
~50% refractory to last line of therapy of second 
line, 60% in third line
CR = complete response; LBCL = large B-cell lymphoma; DLBCL = diffuse LBCL; HGBCL = high-grade B-cell lymphoma; DOCR = duration of 
CR; ORR = overall response rate; PR = partial response; DOR = duration of response



Combinations

Harrop S et al. Br J Haematol 2025;[Online ahead of print].



Abramson J et al. Sustained clinical benefit of glofitamab plus gemcitabine and oxaliplatin 
(GemOx) versus rituximab plus GemOx (R-GemOx) in patients with relapsed/refractory (R/R) 

diffuse large B-cell lymphoma (DLBCL): 3-year follow-up of STARGLO. ASH 2025;Abstract 11363. 

Presented at the 67th American Society of Hematology (ASH) Annual Meeting│December 6–9, 2025

Immuno-recovery was observed and Glofit-GemOx did not reduce 
T-cell count 
• Median B-cell and immunoglobulin (Ig) counts were above the lower limit of normal 

18–24 months after EOT; B-cell depletion on treatment was rapid (Figure 4A–C).
• CD4 and CD8 T-cell levels were stable during and after treatment (Figure 4D–E).

Safety (continued)
• COVID-19 was the most common infection in both treatment arms, occurring 

during the COVID-19 pandemic.

• After 3 years of follow-up, clinical benefits with Glofit-GemOx were sustained, 
demonstrating superior OS, PFS, and CR rates versus R-GemOx

– A pronounced efficacy benefit was observed for Glofit-GemOx versus 
R-GemOx in patients treated in the 2L setting

– The majority of Glofit-GemOx-treated patients with a CR at EOT remained 
alive and progression free 2 years after EOT.

• The safety profile remained consistent with the known risks of each study drug 
and was manageable; no new AEs were reported.

• B cell and Ig recovery was observed within 18–24 months after EOT; 
Glofit-GemOx treatment did not reduce T-cell count.

• Glofit-GemOx demonstrates sustained survival benefits and durable remissions, 
positioning it as a potentially curative, off-the-shelf therapy for patients with 
ASCT-ineligible R/R DLBCL.

Conclusions

Efficacy (continued)
• A more pronounced efficacy benefit was observed for Glofit-GemOx versus 

R-GemOx in the 2L setting (Table 2; Figure 2)
– median OS: not estimable (NE) vs 14.4 months (HR, 0.58; 95% CI: 0.38–0.89)
– median PFS was 20.4 vs 5.5 months (HR, 0.41; 95% CI: 0.25–0.65).

Phase III STARGLO trial (Figure 1) 

Baseline characteristics were balanced across treatment arms
• At data cut-off (May 1, 2025), of the 274 enrolled patients, 172 (62.8%) had 

1 prior LOT (2L setting) and 102 (37.2%) had ≥2 prior LOT (3L+ setting) (Table 1).
• A retrospective central analysis of 118/274 (43%) patients with available tissue for 

fluorescence in situ hybridization (FISH) revealed that 4/41 (9.8%) R-GemOx-
treated and 7/77 (9.1%) Glofit-GemOx-treated patients had double-hit DLBCL 
(MYC and BCL2).

Figure 1. Study design. 

• Glofitamab is a CD20xCD3 bispecific antibody approved as a fixed-duration 
monotherapy in patients with R/R DLBCL after ≥2 prior lines of therapy (LOT).1,2

• In the global Phase III STARGLO trial (NCT04408638), Glofit-GemOx demonstrated 
significant improvements in overall survival (OS), progression-free survival (PFS), 
and complete response (CR) rate when compared with R-GemOx in autologous 
stem cell transplant (ASCT)-ineligible patients with R/R DLBCL after ≥1 prior LOT3 
– Glofit-GemOx is approved in this setting in >50 countries, including in the EU.2

• We report updated efficacy and safety data for Glofit-GemOx versus R-GemOx from 
the STARGLO trial, with 3 years of follow-up.

Sustained clinical benefit of glofitamab 
plus gemcitabine and oxaliplatin 
(GemOx) versus rituximab plus 
GemOx (R-GemOx) in patients with 
relapsed/refractory (R/R) diffuse large 
B-cell lymphoma (DLBCL): 
3-year follow-up of STARGLO 
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Summary

In the Phase III STARGLO 
trial, glofitamab combined 

with GemOx (Glofit-GemOx) 
demonstrated a statistically 

significant and clinically 
meaningful survival benefit 

versus R-GemOx in patients 
with R/R DLBCL

At 3 years of follow-up, 
Glofit-GemOx continued to 
demonstrate a substantial 

clinical benefit versus 
R-GemOx, with more 
pronounced efficacy 

observed in the 
second-line (2L) setting

Glofit-GemOx was well 
tolerated with no new safety 

signals identified

This updated analysis 
supports Glofit-GemOx as a 

potentially curative, 
off-the-shelf treatment 

for ASCT-ineligible 
R/R DLBCL
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Table 3. Safety summary (safety population).

n (%), unless otherwise stated R-GemOx
(n=88)

Glofit-GemOx (Glofit-exposed)
(n=172)

Any grade AE
Grade 3–4 AE
Grade 5 (fatal) AE
Serious AE
AE leading to discontinuation*

85 (96.6)
36 (40.9)

4 (4.5)
15 (17.0)

3 (3.4)

172 (100)
119 (69.2)
13 (7.6)
90 (52.3)
13 (7.6)

CRS†

Grade 1
Grade 2
Grade 3

0
0
0
0

77 (44.8)
55 (32.0)
18 (10.5)
4 (2.3)

Infections Grade 3–5‡ 11 (12.5) 34 (19.8)

Figure 4. Summary of (A) B-cell, (B) IgG, and (C) IgM levels, and (D) CD4 and 
(E) CD8 T-cell levels during and after treatment.

Safety population comprised patients who received at least one dose study treatment. *Treatment-related AEs leading to discontinuation from 
glofitamab or rituximab. †No CRS events were Grade 4 or 5. ‡COVID-19 infection (any grade, Grade 3–4, and Grade 5, respectively) occurred 
in 8 (9.1%), 2 (2.3%), and 0 of patients in the R-GemOx arm and 28 (16.3%), 4 (2.3%), and 3 (1.7%) in the Glofit-GemOx arm. 

Table 2. Efficacy summary (intent-to-treat population).
Overall 2L

R-GemOx 
(n=91)

Glofit-GemOx 
(n=183)

R-GemOx 
(n=57)

Glofit-GemOx 
(n=115)

36-month OS,
% (95% CI) 27.4 (17.3–37.5) 47.1 (39.5–54.6) 30.8 (17.7–44.0) 54.6 (45.2–64.0)

30-month PFS,
% (95% CI) 15.2 (0.9–29.5) 38.1 (29.8–46.3) 26.3 (10.3–42.4) 41.5 (30.8–52.2)

ORR, n (%) 37 (40.7) 125 (68.3) 28 (49.1) 83 (72.2)

CR, n (%) 23 (25.3) 107 (58.5) 16 (28.1) 73 (63.5)
Median DoCR, 
months (95% CI) 24.2 (6.9–NE) NE (27.2–NE) NE (6.5–NE) NE (24.8–NE)

Table 1. Baseline characteristics (intent-to-treat population).

n (%), unless otherwise 
stated

Overall 2L
R-GemOx 

(n=91)
Glofit-GemOx 

(n=183)
R-GemOx 

(n=57)
Glofit-GemOx 

(n=115)
Age, years

Median (range)
≥65 years

69.0 (20–84) 
57 (62.6)

68.0 (22–88)
116 (63.4)

70.0 (28–84) 
44 (77.2)

71.0 (24–88)
86 (74.8)

Sex, male 53 (58.2) 105 (57.4) 32 (56.1) 61 (53.0)
Race

Asian
White
Black or African American
Unknown/not reported

51 (56.0)
34 (37.4)
1 (1.1)
5 (5.5)

86 (47.0)
82 (44.8)
2 (1.1)
13 (7.1)

30 (52.6)
24 (42.1)

0
3 (5.3)

48 (41.7)
53 (46.1)
2 (1.7)

12 (10.4)
ECOG PS

0–1
2

(n=88)
81 (92.0) 
7 (8.0)

(n=180)
160 (88.9)
20 (11.1)

(n=55)
49 (89.1) 
6 (10.9)

(n=112)
98 (87.5)
14 (12.5)

Ann Arbor stage
I/II
III/IV

(n=90)
20 (22.2)
70 (77.8)

(n=183)
60 (32.8)

123 (67.2)

(n=57)
12 (21.1)
45 (78.9)

(n=115)
39 (33.9)
76 (66.1)

Number of prior LOT
1
≥2

57 (62.6)
34 (37.4)

115 (62.8)
68 (37.2)

57 (100)
0

115 (100)
0

Primary refractory 47 (51.6) 106 (57.9) 28 (49.1) 67 (58.3)
Refractory to last LOT 54 (59.3) 112 (61.2) 29 (50.9) 60 (52.2)
Bulky disease, ≥10cm

Present
(n=90)

14 (15.6)
(n=183)
23 (12.6)

(n=57)
11 (19.3%)

(n=115)
15 (13.0%)

Prior CAR T-cell therapy 8 (8.8) 15 (8.2) 0 0

Figure 2. Analysis of (A) OS and (B) PFS in the overall population and in the  
2L setting. 

Figure 3. Landmark analysis of (A) OS and (B) PFS by response at EOT in 
patients treated with Glofit-GemOx. 

*Gemcitabine 1000mg/m2 and oxaliplatin 100mg/m2. In C1, obinutuzumab pretreatment administered on D1, GemOx on D2, Glofit 2.5mg on 
D8, Glofit 10mg on D15; in C2–8, Glofit 30mg and GemOx administered on D1. †Rituximab 375mg/m2. ‡Relapsed disease: recurrence after a 
response that lasted ≥6 months after completion of last line of therapy; refractory disease: disease that did not respond to, or that progressed 
<6 months after completion of last line of therapy. AEs, adverse events; C, cycle; D, day; DoCR, duration of complete response; 
ECOG PS, Eastern Cooperative Oncology Group performance status; IRC, independent review committee; NOS, not otherwise specified; 
R 2:1, randomized in a 2:1 ratio.

Glofitamab 
30mg on 

D1 of 
each cycle

Cycles 1–8
(21-day cycles)

Cycles 9–12

Stratification factors
• Relapsed vs refractory disease‡

• 1 vs ≥2 prior lines of therapy

Glofit-GemOx (n=183)

R-GemOx (n=91)

Patients R/R DLBCL (N=274)
• R/R DLBCL NOS after 

≥1 prior systemic therapy 
• Patients with 1 prior line 

must be ASCT ineligible
• ECOG PS 0–2

Glofitamab plus gemcitabine and oxaliplatin*
 Glofitamab step-up dosing in C1, 30mg on D1 

from C2 onwards

Rituximab† plus gemcitabine and oxaliplatin 
on D1 of each cycle

R 2:1

Primary endpoint: OS Key secondary endpoints: 
PFS, CR rate, DoCR (all IRC-assessed)

Safety endpoints: 
incidence, nature, and severity of AEs

The intent-to-treat population included all randomized patients. CAR, chimeric antigen receptor.

ORR, overall response rate. 

A B Box plots show median and range; whiskers show 95% CI; dotted lines represent the lower limit of normal (B cells, 70cells/μL; IgG, 5g/L; 
IgM, 0.3g/L; CD4 T cells, 200cells/μL; CD8 T cells, 200cells/μL. 

Efficacy: Glofit-GemOx continued to demonstrate favorable 
outcomes versus R-GemOx at 3 years of follow-up

• Median OS follow-up was 35.1 months (95% confidence interval [CI]: 33.6–37.6).
• Outcomes were superior with Glofit-GemOx versus R-GemOx (Table 2)

– median OS: 25.5 vs 12.5 months (hazard ratio [HR], 0.60; 95% CI: 0.43–0.8)
– median PFS: 14.4 vs 3.3 months (HR, 0.41; 95% CI: 0.29–0.57).

• In Glofit-GemOx-treated patients with a CR at end of treatment (EOT), median OS 
and PFS were not reached (Figure 3)
– OS rate 24 months after EOT: 79.4% (95% CI: 70.3–88.4)
– PFS rate 24 months after EOT: 74.2% (95% CI: 62.6–85.8).

NR, no response; PR, partial response.

The safety profile was unchanged with extended follow-up
• No new AEs were reported since the last data cut; no new signals were identified, 

and there was no evidence of cumulative toxicity or new long-term AEs (Table 3). 
• In glofitamab-exposed patients, cytokine release syndrome (CRS) remained the 

most common AE, and was mostly Grade 1–2.
• Events consistent with immune effector cell-associated neurotoxicity syndrome 

(ICANS) occurred in four patients (all concurrent with CRS; most Grade 1–2 [n=3]). 
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Baseline C1D8 0–6 6–12 12–18 18–24 24–30 30–36
0

2000

1000

3000

C
D

8 
T 

ce
lls

/µ
L

Glofit-GemOx
n
Median
R-GemOx
n
Median

Visit

54 57 55 40 40 31 24 10
398.00 350.00 863.00 839.50 861.50 866.00 786.00 733.00

13 0 13 8 8 6 7 3
265.00 NE 618.00 482.50 629.35 597.61 543.00 486.00

Glofit-GemOx (n=180) R-GemOx (n=88)C

Glofit-GemOx
n
Median

R-GemOx
n
Median

Visit

141 95 62 59 52 38 11
0.53 0.29 0.29 0.46 0.80 0.81 0.70

50 33 17 14 9 6 4
0.58 0.46 0.50 0.42 0.48 0.73 0.63

0.0

1.5
1.0
0.5

2.0

Ig
M

 (g
/L

)

Baseline 0–6 6–12 12–18 18–24 24–30 30–36

Glofit-GemOx (n=180) R-GemOx (n=88)B

Glofit-GemOx
n
Median
R-GemOx
n
Median

Visit

138 92 60 59 38 1151
8.88 7.36 6.85 7.10 8.838.68 8.79

48 31 17 14 9 6 3
8.89 8.91 4.97 7.28 8.03 7.55 8.75

0

15
10

5

20

Ig
G

 (g
/L

)

Baseline 0–6 6–12 12–18 18–24 24–30 30–36

Glofit-GemOx
n
Median
R-GemOx
n
Median

54 58 56 41 41 31 24 10
460.00 475.00 571.50 540.00 556.00 567.00 562.00 760.00

14 0 13 9 8 6 7 3
327.50 NE 460.00 440.00 539.50 542.00 425.00 411.00

Glofit-GemOx (n=180) R-GemOx (n=88)D

0

1000
750
500
250

1250

C
D

4 
T-

ce
lls

/µ
L

Visit

Baseline C1D8 0–6 6–12 12–18 18–24 24–30 30–36

Glofit-GemOx
n
Median
R-GemOx
n
Median

122 120 89 46 46 36 26 11
19.00 0.00 0.00 0.00 73.50 218.50 395.50 602.00

43 0 30 14 10 7 7 2
44.00 NE 0.00 0.87 6.24 54.00 160.00 199.00

Glofit-GemOx (n=180) R-GemOx (n=88)

0

800
600
400
200

1000
A

C
ou

nt
s/

µL

Visit

Baseline C1D8 0–6 6–12 12–18 18–24 24–30 30–36

PF
S 

(%
)

0 3 6 9 12 15 18 21 24 27 30

81 66 61 56 50 49 35 29 6 1 NE
24 1 NE NE NE NE NE NE NE NE NE

CR
NR
PR 4 2 2 2 1 1 1 NE NE NE NE

0

20

40

60

80

100

Time (months)
n at risk:

CR (n=82)
NR (n=30)
PR (n=4)
Censored

O
S 

(%
)

0 3 6 9 12 15 18 21 24 27 30 33 36 39 48

82 78 74 72 71 67 58 53 46 34 26 15 6 1 NE
30 16 10 9 7 7 7 6 3 1 1 1 NE NE NE

CR
NR
PR 4 3 2 2 2 2 2 1 NE NE NE NE NE NE NE

0

20

40

60

80

100

Time (months)
n at risk:

CR (n=82)
NR (n=30)
PR (n=4)
Censored

E

Median OS, months (95% CI):
R-GemOx: 14.4 (10.3–26.8)
Glofit-GemOx: NE (22.8–NE)

Censored
Glofit-GemOx (n=115)
R-GemOx (n=57)

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 5148

115 102 90 78 72 69 67 64 60 54 52 40 27 21 14 8 NE3
57 46 40 34 31 25 22 20 19 18 15 14 7 4 3 1 NENE

0

20

40

60

80

100

Time (months)

O
S 

(%
)

n at risk:

Censored
Glofit-GemOx (n=115)
R-GemOx (n=57)

Median PFS, months (95% CI):
R-GemOx: 5.5 (2.6–9.7)
Glofit-GemOx: 20.4 (9.2–NE)

PF
S 

(%
)

n at risk:

0 3 6 9 12 15 18 21 24 27 30 33 36 4239

115 85 72 60 49 45 43 39 37 30 23 10 1 NE1
57 24 14 9 7 6 4 4 3 2 1 1 NE NENE

0

20

40

60

80

100

Time (months)

After EOT (months) After EOT (months)

After EOT (months)After EOT (months)

After EOT (months)

Censored

n at risk:

Median OS, months (95% CI): 
R-GemOx: 12.5 (7.9–16.5)
Glofit-GemOx: 25.5 (17.0–NE)

R-GemOx (n=91)

A
Glofit-GemOx (n=183)

O
S 

(%
)

0

20

40

60

80

100

Time (months)
0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51

91 69 56 47 43 34 31 28 26 24 18 17 10 7 4 1 NE NE
183 159 136 119 106 99 96 91 84 74 69 56 41 30 20 8 3 NE

Overall

B

Censored

R-GemOx (n=91)
Glofit-GemOx (n=183)

n at risk:

Median PFS, months (95% CI): 
R-GemOx: 3.3 (2.3–5.6)
Glofit-GemOx: 14.4 (8.8–27.4)

PF
S 

(%
)

0

20

40

60

80

100

Time (months)
0 3 6 9 12 15 18 21 24 27 30 33 36 39 42

91 34 21 14 10 9 7 7 5 3 1 1 NE NENE
183 129 106 90 70 64 60 53 51 42 30 13 1 1 NE

Overall 2L

2L

Median OS follow-up was 35.1 months
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– median PFS: 14.4 vs 3.3 months (HR 0.41; 95% CI: 0.29–0.57).
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SUNMO Trial (Mosun-Pola versus R GemOx)
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PFS was longer with Mosun-Pola than with R-GemOx (11.5 
months [95% CI, 5.6 to 18] versus 3.8 months [95% CI, 2.9 to 
4.1]; hazard ratio for progression or death 0.41 [95% CI, 0.3 
to 0.6]; p<0.0001). 

Complete response rates of 51% and 24%.

Presented at the 67th American Society of Hematology (ASH) Annual Meeting│December 6–9, 2025

At baseline, low-to-mild levels of symptom severity were reported 
in both arms
• Pts in the Mosun-Pola arm had worse pain and fatigue symptoms at baseline 

compared with pts in the R-GemOx arm (Table 2). 

SUNMO is a global, randomized, phase III study
• Pts with autologous stem cell transplant (ASCT)-ineligible R/R LBCL were randomly 

assigned (2:1) to receive Mosun-Pola or R-GemOx (Figure 1). 
• HRQoL was measured using: 

– The European Organisation for Research and Treatment of Cancer Quality of Life 
Questionnaire Core 30 (EORTC QLQ-C30) for global health status, functioning, 
and core symptom scales (scale range 0–100; higher score = better functioning 
and global health status and worse symptoms)3

– The Functional Assessment of Cancer Therapy-Lymphoma Lymphoma subscale 
(FACT-Lym LYMS) for lymphoma symptoms (scale range 0–60; 
higher score = fewer lymphoma symptoms)4

– The FACT Gynecologic Oncology Group-Neurotoxicity (FACT/GOG-NTX) for 
peripheral neuropathy (scale range 0–44; higher score = fewer symptoms).5,6 

• Minimal clinically important difference (MCID) was defined as a 10-point change for 
EORTC QLQ-C30 and 3-point change for FACT-Lym and FACT/GOG-NTX. 

• HRQoL questionnaire completion rates, time to deterioration (TTD) and change from 
baseline (CfB) were estimated at each assessment. 

• In this R/R LBCL population with a high disease burden, Mosun-Pola 
demonstrated benefits across multiple aspects of HRQoL compared with 
R-GemOx, particularly in maintaining/improving physical functioning, lymphoma 
symptoms, fatigue, and peripheral neuropathy. 

• Pts treated with Mosun-Pola achieved clinically meaningful improvements in 
PROs, with scores exceeding the MCID in several domains and exhibiting a delay 
in deterioration of >1 year for physical functioning, and >2 months for lymphoma 
symptoms and peripheral neuropathy vs R-GemOx.

• Mosun-Pola provides a patient-centric, outpatient regimen, without conventional 
chemotherapy, for pts with transplant-ineligible R/R LBCL

– Combining significantly improved efficacy with a favorable safety profile and 
enhanced HRQoL provides a holistic approach to fulfill the unmet need in this 
patient population.

Conclusions

Mosun-Pola delayed time to worsening in physical functioning, 
lymphoma symptoms, fatigue and peripheral neuropathy 
vs R-GemOx 

Figure 2. TTD in EORTC QLQ-C30 physical functioning.

Overall, 208 pts were randomized (Mosun-Pola, n=138; 
R-GemOx, n=70)
• At baseline, there were higher rates of pts with an Eastern Cooperative Oncology 

Group performance status (ECOG PS) of 2 and bulky disease in the Mosun-Pola 
arm compared with pts in the R-GemOx arm (Table 1). 

• PRO questionnaire completion rates were high (>95%) in both treatment arms, 
from baseline to EOT.

• Pretreatment PROs can provide prognostic information for overall survival (OS) and 
PFS in pts with LBCL.1

• In the SUNMO study (NCT05171647), Mosun-Pola significantly improved ORR and 
PFS compared with standard-of-care R-GemOx, in pts with R/R LBCL2

– The safety profile of Mosun-Pola was notable for reduced chemotherapy toxicity 
and the lowest cytokine release syndrome incidence across T-cell engaging 
therapies in a Phase III setting.

• Here we report PROs from SUNMO to assess the impact of treatment on HRQoL.

Improvements in health-related quality 
of life (HRQoL) in the SUNMO study: 
subcutaneous (SC) mosunetuzumab 
plus polatuzumab vedotin (Mosun-Pola) 
vs rituximab, gemcitabine and 
oxaliplatin (R-GemOx) in patients (pts) 
with relapsed/refractory (R/R) large 
B-cell lymphoma (LBCL) after at least 
one prior therapy 
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Figure 3. TTD in FACT-Lym LYMS lymphoma symptoms. 

EORTC QLQ-C30 higher scores = better functioning
HR and 95% CI for deterioration was estimated using a stratified Cox proportional hazards model. Pts who did not have 
an observed deterioration at the time of the clinical data cutoff date were censored at the last non-missing assessment 
date. Pts without a post-baseline assessment were censored at randomization. 
Figure remains unchanged from Budde et al., 2025.2
NE, not estimable.

Figure 4. Improvement in EORTC QLQ-C30 pain.  
P-5509

Table 1. Baseline demographics and clinical characteristics. 
n (%), unless otherwise stated Mosun-Pola

(n=138)
R-GemOx

(n=70)

Age, years Median (range)
����\HDUV

62 (23–87)
54 (39.1)

63 (29–85)
32 (45.7)

Sex Male 76 (55.1) 45 (64.3)

Race

Asian
Black or African American
White
Other/Unknown

56 (40.6)
4 (2.9)

61 (44.2)
17 (12.3)

26 (37.1)
1 (1.4)

38 (54.3)
5 (7.1)

Ethnicity 
Not Hispanic or Latino
Hispanic or Latino
Not reported 

88 (63.8) 
47 (34.1) 

3 (2.2)

48 (68.6)
22 (31.4)

0

ECOG PS 0–1
2

120 (87.0)
18 (13.0)

69 (98.6)
1 (1.4)

Non-Hodgkin lymphoma 
subtypes

DLBCL
HGBCL
FL3b

109 (79.0)
26 (18.8)

3 (2.2)

54 (77.1)
14 (20.0)

2 (2.9)
TrFL Yes 17 (12.3) 6 (8.6)
Ann Arbor stage III–IV 104 (75.4) 56 (80.0)
Bulky disease (>10 cm) Yes 28 (20.3) 5 (7.1)

No. of prior lines of therapy
Median (range)
1
��

2 (1–9)
61 (44.2)
77 (55.8)

2 (1–5)
30 (42.9) 
40 (57.1)

Primary refractory Yes 79 (57.2) 42 (60.0)
Refractory to last prior therapy Yes 97 (70.3) 48 (68.6)

Background

Mosun-Pola-treated pts experienced earlier improvements in pain 
vs R-GemOx-treated pts
• Patients receiving Mosun-Pola had clinically meaningful improvements in mean 

scores for pain two cycles earlier than pts receiving R-GemOx (Figure 4)
– At Cycle 5, CfB improvements in pain for Mosun-Pola exceeded the MCID 

�SDLQ��í�������WKH�PHDQ�CfB in the Mosun-Pola and R-GemOx arms was 
í�����DQG�í�����UHVSHFWLYHO\

– By Cycle 7, improvements in pain exceeded the MCID in both arms 
(Mosun-3ROD��í������5�*HP2[��í�������

Summary

In the phase III randomized 
SUNMO study, Mosun-Pola 

significantly improved overall 
response rate (ORR) and 
progression-free survival 

(PFS) compared with 
R-GemOx in pts 
with R/R LBCL 

Here we report the impact 
of treatment on HRQoL in 
pts from SUNMO using 

patient-reported 
outcomes (PROs)

Mosun-Pola achieved 
clinically meaningful 

improvements in multiple 
aspects of HRQoL and 
delayed deterioration in 

physical functioning, 
lymphoma symptoms and 

peripheral neuropathy 
vs R-GemOx

These PRO data suggest 
HRQoL benefits with 

Mosun-Pola, 
an outpatient-based 

regimen with a 
favorable efficacy 
and safety profile
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Figure 1. Study design.

*Assessed by an independent review committee; DLBCL, diffuse-large B-cell lymphoma; EOT, end of treatment; 
FL, follicular lymphoma; HGBCL, high-grade B-cell lymphoma; NOS, not otherwise specified; Q2W, every 2 weeks; 
Q3W, every 3 weeks; R, randomized; trFL, transformed follicular lymphoma.

R-GemOx Q2–3W
8 cycles

5�5�/%&/�ZLWK����SULRU�WKHUDS\�
and ASCT ineligible:
• HGBCL 

(NOS or double/triple hit)
• DLBCL NOS
• trFL
• FL grade 3b

Mosun-Pola Q3W 
outpatient regimen

Mosun SC: 8 cycles
Pola: 6 cycles

Pts completed PRO 
questionnaires on:

Day 1 of Cycles 1–3, 5 and 7, 
at EOT and at 3, 6 and 12 months 

post-EOT

Dual primary endpoints*:
ORR, PFS

Secondary endpoints included:
 OS, HRQoL and safety 

• Median TTD for lymphoma symptoms was delayed by >2 months in the 
Mosun-Pola arm compared with the R-GemOx arm (7.2 vs 4.6 months; HR, 0.8; 
95% CI: 0.5–1.3; Figure 3).

• Median TTD for fatigue was 1.9 months (95% CI: 1.4–4.0) in the Mosun-Pola arm 
and 1.6 months (95% CI: 1.0–3.8) in the R-GemOx arm (HR, 0.8; 95% CI: 0.5–1.2).

• Median TTD for peripheral neuropathy was 4.4 months (95% CI: 3.0–6.0) in the 
Mosun-Pola arm and 2.0 months (95% CI: 1.0–6.4) in the R-GemOx arm 
(HR, 0.7; 95% CI: 0.5–1.1). 

• In the Mosun-Pola arm, median TTD in physical functioning was delayed by 
>1 year compared with the R-GemOx arm (17.4 vs 5.3 months; 
hazard ratio [HR], 0.7; 95% confidence interval [CI]: 0.4–1.1; Figure 2).

Table 2. Mean scores at baseline in select domains. 

Mean (SD) Mosun-Pola
(n=138)

R-GemOx
(n=70)

Physical functioning* 72.6 (26.4) 79.1 (20.1)

Lymphoma symptoms† 44.7 (10.1) 45.9 (10.2)

Pain* 30.9 (32.8) 23.3 (24.8)

Fatigue* 33.9 (28.7) 25.6 (20.8)
*By EORTC QLQ-C30 (higher scores = better physical functioning or worse lymphoma symptoms, including pain 
and fatigue). †By FACT-Lym LYMS (higher score = fewer symptoms). SD, standard deviation. 

• Mosun-Pola had clinically meaningful improvements in mean scores two cycles 
later than R-GemOx for lymphoma symptoms: 
ࡳ At Cycle 3, CfB improvements in lymphoma symptoms for R-GemOx exceeded 

the MCID (3.0); the mean CfB in the Mosun-Pola and R-Gem-Ox arms were 
+2.5 and +3.4, respectively

ࡳ By Cycle 5, improvements in lymphoma symptoms exceeded the MCID in both 
arms (Mosun-Pola, +4.8; R-GemOx, +4.1).

• Mosun-Pola-treated pts also had clinically meaningful improvements in: 
ࡳ 0HDQ�VFRUHV�E\�(257&�4/4�&���IRU�ILQDQFLDO�GLIILFXOWLHV��&I%�&\FOH����í�����
ࡳ Emotional functioning (Cycle 5, +10.4)
ࡳ &RQVWLSDWLRQ��&\FOH����í������

• In the R-GemOx arm, mean scores for financial difficulties, emotional functioning 
and constipation remained similar to baseline levels.

• Although mean baseline fatigue scores were higher in the Mosun-Pola arm 
(33.9 vs R-GemOx, 25.6), fatigue improved in the Mosun-Pola arm, whilst 
remaining stable in the R-GemOx arm (Figure 5)
ࡳ Mean CfB scores at C7D1 approached the MCID for Mosun-Pola and 
ZRUVHQHG�LQ�WKH�5�*HP2[�DUP��í����YV�������UHVSHFWLYHO\�

ࡳ 0HDQ�IDWLJXH�VFRUHV�ZHUH�UHODWLYHO\�ORZ��GHILQHG�DV��������LQ�ERWK�DUPV�DW�(27�
(Mosun-Pola, 24.0; R-GemOx, 26.2).

Figure 5. Improvement in EORTC QLQ-C30 fatigue.

R
2:1

EORTC QLQ-C30 higher scores = worse symptoms for pain. Post-EOT timepoints were not included due to 
low patient numbers in the follow-up period. 

EORTC QLQ-C30 higher scores = worse symptoms for fatigue. Post-EOT timepoints were not included due to 
low patient numbers in the follow-up period. 

FACT-Lym LYMS higher score = fewer lymphoma symptoms.

70 22 4 3 3 3 3 2 NE NE NE

Time (months)

138 78 47 37 29 22 14 8 4 1 NE

Censored
R-GemOx (n=70)

Pr
ob

ab
ili

ty
 (%

)

0

20

40

60

80

100

0 3 6 9 12 15 18 21 24 27 30

Median (95% CI):
Mosun-Pola: 17.4 (5.3–NE) 
R-GemOx: 5.3 (1.9–NE)
HR (95% CI): 0.70 (0.44–1.11)

Patients at risk
Mosun-Pola
R-GemOx

Mosun-Pola (n=138)

Time (months)

0

20

40

60

80

100

0 3 6 9 12 15 18 21 24 27 30

138 70 41 31 23 18 14 10 5 2 NE

Median (95% CI):
Mosun-Pola: 7.2 (4.6–18.3) 
R-GemOx: 4.6 (1.9–NE)
HR (95% CI): 0.82 (0.5–1.3)

Patients at risk
Mosun-Pola
R-GemOx

Censored

Mosun-Pola (n=138)
R-GemOx (n=70)

70 22 7 4 3 3 3 3 1 NE NE

Pr
ob

ab
ili

ty
 (%

)

M
ea

n 
C

fB

í��

í��

í�

0

5

Improvement

Deterioration

Cycle/visit

C2D1 C3D1 C5D1 C7D1

Mosun-Pola (n=138) R-GemOx (n=70)

M
ea

n 
C

fB

í��

í��

í�

0

5

Mosun-Pola (n=138) R-GemOx (n=70)

Improvement

Deterioration

Cycle/visit

C2D1 C3D1 C5D1 C7D1 Study drug 
completion/

discontinuation

Study drug 
completion/

discontinuation

Mosun-Pola = mosunetuzumab with polatuzumab vedotin

Budde et al. J Clin Oncol October 2025; Budde el al. ASH 2025;Poster 5509 (QOL)



Gritti G et al. Glofitamab in combination with polatuzumab vedotin demonstrates high and durable 
efficacy in patients with relapsed/refractory (R/R) large B-cell lymphoma (LBCL) in the second-line 

(2L) and third-line and later (3L+) settings: A subgroup analysis. ASH 2025;Abstract 4000. 

Presented at the 67th American Society of Hematology (ASH) Annual Meeting│December 6–9, 2025

Landmark analysis by response at C3

Safety profiles in the 2L and 3L+ subgroups were similar
• Safety was manageable and comparable in the overall population and in the 2L 

and 3L+ subgroups (Table 4).
• Overall, 98.8% of the cytokine release syndrome (CRS) events were resolved 

within ~2 days and were mainly managed using tocilizumab (19 [33.9%]), 
fluids (13 [23.2%]), low-flow oxygen (11 [19.6%]) and corticosteroids (8 [14.3%]).

• Glofit+Pola in heavily pre-treated patients with R/R LBCL, including 
HGBCL, continued to demonstrate promising efficacy after >3 years’ 
follow-up. 

• High, durable and comparable response rates were observed in the overall 
population and across both the 2L and 3L+ subgroups, with an overall 
CMR of 60.5%, ORR of 79.1% and median DOCR of 56.3 months. 

• These findings support the potential of this drug combination as an 
effective treatment option in R/R LBCL, including HGBCL.

Conclusions

Frequent and sustained responses were observed across 
all subgroups 
• High overall response rates (ORR) and complete metabolic response (CMR) rates 

were demonstrated in patients in the 2L and 3L+ subgroups (Table 2).

*IRC assessed. CI, confidence interval; IRC, independent review committee; NE, not estimable; OS, overall survival; 
PFS, progression-free survival; PMD, progressive metabolic disease; PMR, partial metabolic response. 

• CMR was achieved in 26/41 (63.4%) and 9/12 (75.0%) patients with early and 
late relapse in the 2L subgroup, and in 25/53 (47.2%) and 18/23 (78.3%) in the 
3L+ subgroup, respectively
– Median DOCR was NE and 56.3 months in the 2L subgroup, and 37.8 months 

and NE in the 3L+ subgroup for early and late relapse, respectively.

An ongoing Phase Ib/II study evaluating Glofit+Pola in patients 
aged ≥18 years with R/R LBCL after ≥1 prior systemic therapy
• Patients received fixed-duration treatment of 12 cycles of Glofit and six cycles of 

Pola unless treatment was discontinued (Figure 1). 
• The aim was to evaluate the efficacy of Glofit+Pola in patients with R/R LBCL, 

across the 2L and 3L+ settings, by assessing response, durability, and survival 
with >3 years of follow-up.

• Cell of origin (COO) and dark zone signature (DZsig) were assessed by gene 
expression profiling from tumor biopsies.5,6 

• Central review of double/triple-hit lymphoma (DHL/THL) status was assessed 
by fluorescence in situ hybridization testing of MYC, BCL2, and BCL6 status or 
review of local pathology reports by a certified pathologist.

Overall, 129 patients with LBCL were treated with Glofit+Pola
• Of the 129 patients, 45 (34.9%) were diagnosed with HGBCL,* 53 (41.1%) 

patients had 2L LBCL and 76 (58.9%) had 3L+ LBCL (Table 1). 
• In the overall population, the median survival follow up was 42.2 months 

(range: 0–67; 2L: 40.9 months [range: 1–64]; 3L+: 44.2 months [range: 0–67]).

Figure 1. Study design.

C, cycle; D, day; Gpt, obinutuzumab pre-treatment. 

• Despite recent advances, R/R LBCL remains clinically challenging with poor 
outcomes and a critical need for more effective and durable treatment options.1 

• Glofit and Pola are novel treatments with complementary modes of action2 that 
have shown promising anti-lymphoma activity.3

• In this Phase Ib/II study (NCT03533283), Glofit+Pola demonstrated high and 
durable efficacy and manageable safety in patients with R/R LBCL after ≥1 line 
of therapy, including in those with high-grade B-cell lymphoma (HGBCL).4

• We report the efficacy and safety of Glofit+Pola in patients with R/R LBCL, 
with subgroup analyses in the 2L and 3L+ setting.

Glofitamab in combination with 
polatuzumab vedotin demonstrates 
high and durable efficacy in patients 
with relapsed/refractory (R/R) large 
B-cell lymphoma (LBCL) in the 
second-line (2L) and third-line 
and later (3L+) settings: 
a subgroup analysis 
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Summary

Despite therapeutic 
advances, outcomes in 

R/R LBCL still remain poor, 
highlighting a pressing need 

for more effective and 
durable treatment options

Efficacy and safety 
of glofitamab (Glofit) plus 

polatuzumab vedotin (Pola) 
in patients with R/R LBCL, 
with subgroup analyses in 

the 2L and 3L+ setting, after 
a median follow-up of 

>3 years, are presented

Glofit+Pola showed frequent 
and sustained responses 
in patients with R/R LBCL 
who had received ≥1 prior 

systemic therapy, with 
36-month duration of 

complete response (DOCR) 
event-free rates of 62.3% 

and 58.7% in the 2L and 3L+ 
settings, respectively

Glofit+Pola continued to 
demonstrate durable 

responses in patients with 
R/R LBCL, including those 

with high-risk disease, 
across both 2L and 3L+ 

settings

Background

Clinical cut-off date: September 1, 2025. *During the study, accrual was restricted to HGBCL. †Race and ethnicity 
data were not collected or analyzed as part of this study. Therefore, no race- or ethnicity-specific outcomes are 
reported. ABC, activated B-cell; CAR, chimeric antigen receptor; DLBCL, diffuse large B-cell lymphoma; ECOG PS, 
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Figure 2. DOCR in the A) overall population and B) 2L and 3L+ subgroups. 

Table 1. Baseline characteristics.†

n (%), unless stated 2L
n=53

3L+
n=76

Overall
N=129

Median age, years (range) 73 (26–84) 64 (23–82) 67 (23–84)
Gender, male 31 (58.5) 51 (67.1) 82 (63.6)
ECOG PS

0–1
2

49 (92.5)
4 (7.5)

73 (96.1)
3 (3.9)

122 (94.6)
 7 (5.4)

Disease type
DLBCL
HGBCL*

DHL/THL
trFL
PMBCL

21 (39.6)
24 (45.3)
15 (28.3)
7 (13.2)
1 (1.9)

35 (46.1)
21 (27.6)
14 (18.4) 
19 (25.0)

1 (1.3)

56 (43.4)
45 (34.9)
29 (22.5)
26 (20.2)

2 (1.6)
Ann Arbor stage III–IV 43 (81.1) 56 (73.7) 99 (76.7)
Bulky disease (>7.5cm) 15 (28.3) 23 (30.3) 38 (29.5)
COO (central lab)

GCB 
ABC
Unclassified
Unknown

 26 (49.1) 
9 (17.0)
3 (5.7)

15 (28.3)

 27 (35.5)
 17 (22.4) 

 7 (9.2)
25 (32.9)

 53 (41.1) 
 26 (20.2) 
10 (7.8) 

 40 (31.0) 
IPI score 

0–2
3–5

26 (49.1)
27 (50.9)

39 (51.3)
37 (48.7)

65 (50.4)
64 (49.6)

Early relapse (<12 months) 
to prior therapy 41 (77.4) 53 (69.7) 94 (72.9)

Late relapse (≥12 months) 
to prior therapy 12 (22.6) 23 (30.3) 35 (27.1)

Primary refractory to first-line therapy 35 (66.0) 45 (59.2) 80 (62.0)
Prior CAR T-cell therapy 1 (1.9) 27 (35.5) 28 (21.7)
Refractory to prior CAR T-cell therapy 1 (1.9) 21 (27.6) 22 (17.1)

Table 2. Response rate by subgroups. 
n (%), unless stated 2L

n=53
3L+
n=76

Overall
N=129

ORR*
CMR
PMR

44 (83.0)
35 (66.0)
9 (17.0)

58 (76.3)
43 (56.6)
15 (19.7)

102 (79.1)
78 (60.5) 
24 (18.6)

DOCR,* median months (95% CI)
24-month event-free rate, % (95% CI)
36-month event-free rate, % (95% CI)

56.3 (16.3–NE)
62.3 (45.2–79.4)
62.3 (45.2–79.4)

NE (24.1–NE)
68.9 (53.4–84.3)
58.7 (41.7–75.6)

56.3 (28.4–NE)
65.8 (54.4–77.3)
59.8 (47.5–72.1)

PFS,* median months (95% CI)
24-month event-free rate, % (95% CI)
36-month event-free rate, % (95% CI)

17.7 (9.1–NE)
45.4 (31.2–59.7)
45.4 (31.2–59.7)

11.5 (6.9–29.7)
44.5 (32.2–56.8)
36.1 (23.7–48.5)

15.4 (8.8–29.7)
44.9 (35.6–54.2)
39.8 (30.2–49.3)

OS, median months (95% CI)
24-month event-free rate, % (95% CI)
36-month event-free rate, % (95% CI)

NE (22.5–NE)
60.0 (46.7–73.3)
55.8 (42.3–69.4)

27.9 (17.1–NE)
53.7 (42.2–65.1) 
46.0 (34.3–57.6)

35.8 (22.5–NE)
56.3 (47.6–65.0)
49.9 (41.0–58.8)

PMD* 7 (13.2) 9 (11.8) 16 (12.4)

Figure 3. PFS in the A) overall population and B) 2L and 3L+ subgroups. 

• The median PFS was longer in the 2L than in the 3L+ subgroup and was 
consistent with the overall population (Figure 3A and B).

• The median DOCR in the overall population and 2L and 3L+ subgroups 
were similar (Figure 2A and B). 

Table 4. Safety summary. 

n (%), unless stated 2L
n=53

3L+
n=76

Overall
N=129

Any-grade AE
Grade 3/4
Grade 5

53 (100)
27 (50.9)
5 (9.4)

75 (98.7)
49 (64.5)
7 (9.2)

128 (99.2)
76 (58.9)
12 (9.3)

AE leading to glofitamab discontinuation 8 (15.1) 8 (10.5) 16 (12.4)

CRS events 22 (41.5) 34 (44.7) 56 (43.4)

AE, adverse event.

Similar median PFS and high best overall response was observed 
in centrally confirmed molecular subgroups
• COO and DZsig was determined in 89/129 patients with available baseline 

tumor biopsy and DHL/THL status was assessed in 26/45 patients with locally 
assessed HGBCL.

• Best ORR and CR rates were similar across high-risk subgroups including patients 
positive for DZsig and DHL/THL (Table 3)
– Similar results were observed for median PFS across the subgroups (Figure 6).

Table 3. Response rates by subgroup. 
Subgroup, n (%) BOR CR
COO
ABC 21/26 (80.8) 19 (73.1)
GCB 39/53 (73.6) 30 (56.6)
Unclassified 10/10 (100) 7 (70.0)
DZsig
DZsig POS 22/31 (71.0) 17 (54.8)
GCB-DZsig NEG 19/24 (79.2) 14 (58.3)
DHL/THL
DHL/THL POS 10/15 (66.7) 8 (53.3)
DHL/THL NEG 10/11 (90.9) 8 (72.7)

Figure 6. PFS by A) centrally confirmed COO, B) Dzsig POS and 
C) DHL/THL POS molecular subgroups.

BOR, best overall response; NEG, negative; POS, positive. 

• Among patients with a complete response (CR) at C3, >60% of patients remained 
progression free and >80% remained alive 24 months after C3 (Figure 4).

Figure 4. A) PFS and B) OS landmark analysis at C3. 

Patients with missing data at the landmark time were excluded. NR, no response; PR, partial response. 
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Landmark analysis by response at C3

Safety profiles in the 2L and 3L+ subgroups were similar
• Safety was manageable and comparable in the overall population and in the 2L 

and 3L+ subgroups (Table 4).
• Overall, 98.8% of the cytokine release syndrome (CRS) events were resolved 

within ~2 days and were mainly managed using tocilizumab (19 [33.9%]), 
fluids (13 [23.2%]), low-flow oxygen (11 [19.6%]) and corticosteroids (8 [14.3%]).

• Glofit+Pola in heavily pre-treated patients with R/R LBCL, including 
HGBCL, continued to demonstrate promising efficacy after >3 years’ 
follow-up. 

• High, durable and comparable response rates were observed in the overall 
population and across both the 2L and 3L+ subgroups, with an overall 
CMR of 60.5%, ORR of 79.1% and median DOCR of 56.3 months. 

• These findings support the potential of this drug combination as an 
effective treatment option in R/R LBCL, including HGBCL.

Conclusions

Frequent and sustained responses were observed across 
all subgroups 
• High overall response rates (ORR) and complete metabolic response (CMR) rates 

were demonstrated in patients in the 2L and 3L+ subgroups (Table 2).

*IRC assessed. CI, confidence interval; IRC, independent review committee; NE, not estimable; OS, overall survival; 
PFS, progression-free survival; PMD, progressive metabolic disease; PMR, partial metabolic response. 

• CMR was achieved in 26/41 (63.4%) and 9/12 (75.0%) patients with early and 
late relapse in the 2L subgroup, and in 25/53 (47.2%) and 18/23 (78.3%) in the 
3L+ subgroup, respectively
– Median DOCR was NE and 56.3 months in the 2L subgroup, and 37.8 months 

and NE in the 3L+ subgroup for early and late relapse, respectively.

An ongoing Phase Ib/II study evaluating Glofit+Pola in patients 
aged ≥18 years with R/R LBCL after ≥1 prior systemic therapy
• Patients received fixed-duration treatment of 12 cycles of Glofit and six cycles of 

Pola unless treatment was discontinued (Figure 1). 
• The aim was to evaluate the efficacy of Glofit+Pola in patients with R/R LBCL, 

across the 2L and 3L+ settings, by assessing response, durability, and survival 
with >3 years of follow-up.

• Cell of origin (COO) and dark zone signature (DZsig) were assessed by gene 
expression profiling from tumor biopsies.5,6 

• Central review of double/triple-hit lymphoma (DHL/THL) status was assessed 
by fluorescence in situ hybridization testing of MYC, BCL2, and BCL6 status or 
review of local pathology reports by a certified pathologist.

Overall, 129 patients with LBCL were treated with Glofit+Pola
• Of the 129 patients, 45 (34.9%) were diagnosed with HGBCL,* 53 (41.1%) 

patients had 2L LBCL and 76 (58.9%) had 3L+ LBCL (Table 1). 
• In the overall population, the median survival follow up was 42.2 months 

(range: 0–67; 2L: 40.9 months [range: 1–64]; 3L+: 44.2 months [range: 0–67]).

Figure 1. Study design.

C, cycle; D, day; Gpt, obinutuzumab pre-treatment. 

• Despite recent advances, R/R LBCL remains clinically challenging with poor 
outcomes and a critical need for more effective and durable treatment options.1 

• Glofit and Pola are novel treatments with complementary modes of action2 that 
have shown promising anti-lymphoma activity.3

• In this Phase Ib/II study (NCT03533283), Glofit+Pola demonstrated high and 
durable efficacy and manageable safety in patients with R/R LBCL after ≥1 line 
of therapy, including in those with high-grade B-cell lymphoma (HGBCL).4

• We report the efficacy and safety of Glofit+Pola in patients with R/R LBCL, 
with subgroup analyses in the 2L and 3L+ setting.

Glofitamab in combination with 
polatuzumab vedotin demonstrates 
high and durable efficacy in patients 
with relapsed/refractory (R/R) large 
B-cell lymphoma (LBCL) in the 
second-line (2L) and third-line 
and later (3L+) settings: 
a subgroup analysis 
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Summary

Despite therapeutic 
advances, outcomes in 

R/R LBCL still remain poor, 
highlighting a pressing need 

for more effective and 
durable treatment options

Efficacy and safety 
of glofitamab (Glofit) plus 

polatuzumab vedotin (Pola) 
in patients with R/R LBCL, 
with subgroup analyses in 

the 2L and 3L+ setting, after 
a median follow-up of 

>3 years, are presented

Glofit+Pola showed frequent 
and sustained responses 
in patients with R/R LBCL 
who had received ≥1 prior 

systemic therapy, with 
36-month duration of 

complete response (DOCR) 
event-free rates of 62.3% 

and 58.7% in the 2L and 3L+ 
settings, respectively

Glofit+Pola continued to 
demonstrate durable 

responses in patients with 
R/R LBCL, including those 

with high-risk disease, 
across both 2L and 3L+ 

settings

Background

Clinical cut-off date: September 1, 2025. *During the study, accrual was restricted to HGBCL. †Race and ethnicity 
data were not collected or analyzed as part of this study. Therefore, no race- or ethnicity-specific outcomes are 
reported. ABC, activated B-cell; CAR, chimeric antigen receptor; DLBCL, diffuse large B-cell lymphoma; ECOG PS, 
Eastern Cooperative Oncology Group performance status; GCB, germinal centre B-cell; IPI, International Prognostic 
Index; PMBCL, primary mediastinal B-cell lymphoma; trFL, transformed follicular lymphoma. 

MH: consultancy (includes expert testimony) (AbbVie, AstraZeneca, Genmab, Johnson & Johnson, Merck, F. Hoffmann-La Roche Ltd, Takeda), research funding (AbbVie, Arvinas, AstraZeneca, Bristol Myers Squibb, Celgene, Genentech, Inc., Genmab, Incyte, Johnson & Johnson, Merck, Novartis, Pfizer, F. Hoffmann-La Roche Ltd, Takeda), and honoraria (AbbVie, AstraZeneca, 
Genmab, F. Hoffmann-La Roche Ltd, Takeda). AS: consultancy (includes expert testimony) (Alexion, Amgen, Bristol Myers Squibb/Celgene, Gilead, Janssen, Kite/Gilead, MSD, Novartis, F. Hoffmann-La Roche Ltd, Sanofi, Takeda), research support (Bristol Myers Squibb/Celgene, Takeda), honoraria (Alexion, Amgen, Bristol Myers Squibb/Celgene, Janssen, Kite/Gilead, MSD, Novartis, 
F. Hoffmann-La Roche Ltd, Sanofi, Takeda), speaker’s bureau (Takeda), and non-profit organizations (Presidency EBMT, Presidency GETH-TC). FB: consultancy (includes expert testimony) (AbbVie, AstraZeneca, BeOne Medicines, Bristol Myers Squibb, F. Hoffmann-La Roche Ltd, Johnson & Johnson, Kite Pharma, Inc., Lilly), research funding (AstraZeneca, Johnson & Johnson), 
and honoraria (AbbVie, AstraZeneca, BeOne Medicines, Bristol Myers Squibb, F. Hoffmann-La Roche Ltd, Johnson & Johnson, Kite Pharma, Inc., Lilly). TSL: consultancy (includes expert testimony) (AstraZeneca, Bristol Myers Squibb, Gilead, F. Hoffmann-La Roche Ltd). PC: honoraria (AbbVie, Amgen, BeOne Medicines, Bristol Myers Squibb, Daiichi Sankyo, GSK, Incyte, Janssen, 
Jazz Pharma, Kite/Gilead, Lilly, Novartis, Pfizer, F. Hoffmann-La Roche Ltd, Sanofi, Sobi, Takeda). AA: consultancy (includes expert testimony) (AbbVie, Bristol Myers Squibb, Gilead, Johnson & Johnson, Pfizer, F. Hoffmann-La Roche Ltd, Takeda). MJT: nothing to disclose. ARD: consultancy (includes expert testimony) (AstraZeneca, Bristol Myers Squibb/Celgene, Gilead, Incyte, MSD, 
F. Hoffmann-La Roche Ltd, Takeda). AP: consultancy (includes expert testimony) (AbbVie, Bristol Myers Squibb, F. Hoffmann-La Roche Ltd, Incyte, Lilly, Merck Sharp and Dohme, Sobi), current holder of stock options in a privately held company (Autolus Therapeutics, IGM Biosciences), and honoraria (AbbVie, BeOne Medicines, Bristol Myers Squibb, F. Hoffmann-La Roche Ltd, Incyte, 
Kite/Gilead, Lilly, Merck Sharp and Dome, Sobi). AS: honoraria (AbbVie, ADC Therapeutics, AstraZeneca, Bristol Myers Squibb, Genentech, Inc., Genmab, Incyte, Jazz Pharmaceuticals, Kite Pharma, Inc., Lilly). RC: nothing to disclose. JJ: consultancy (includes expert testimony) (AbbVie, Bristol Myers Squibb, Caribou, Gilead, Incyte, F. Hoffmann-La Roche Ltd, Sobi), and current holder of 
stock options in a privately held company (Novo Nordisk). PLZ: consultancy (includes expert testimony) (MSD, Novartis, Recordati, Takeda), honoraria (ADC Therapeutics, AstraZeneca, BeOne Medicines, Bristol Myers Squibb, Incyte, Janssen, Kite/Gilead, Kyowa Kirin, MSD, Novartis, Recordati, F. Hoffmann-La Roche Ltd, Sanofi, Sobi, Takeda). RG: consultancy (includes expert testimony) 
(AbbVie, AstraZeneca, Gilead, Johnson & Johnson, Medison, F. Hoffmann-La Roche Ltd, Takeda), and honoraria (AstraZeneca, Gilead, Medison, F. Hoffmann-La Roche Ltd, Takeda). NG: nothing to disclose. WL: current employment (Genentech, Inc./F. Hoffmann-La Roche Ltd). DL: current employment (Roche [China] Holding Ltd). JR: current equity holder in publicly traded company (Nkarta 
Therapeutics, F. Hoffmann-La Roche Ltd). MJK: divested equity in a private or publicly traded company in the past 24 months and current equity holder in publicly traded company (Roche Connect), and current employment (F. Hoffmann-La Roche Ltd). GS: current equity holder in publicly traded company and current employment (F. Hoffmann-La Roche Ltd). 
GG: consultancy (includes expert testimony) (AbbVie, Genmab, Ideogen, Kite/Gilead, F. Hoffmann-La Roche Ltd, Takeda), and research funding (Ideogen).

AcknowledgmentsReferences
This study was sponsored by F. Hoffmann-La Roche Ltd. 
Third-party medical writing assistance, under the direction of 
the authors, was provided by Tayna Carlisle, MSc, of 
Ashfield MedComms, an Inizio company, and was funded 
by F. Hoffmann-La Roche Ltd.

1. Sehn LH, et al. N Engl J Med 2021;384:842–58.
2. Sam J, et al. Blood 2025;146:1824–36.
3. Hutchings M, et al. J Clin Oncol 2025; 

doi:10.1200/JCO-25-00992.
4. Hutchings M, et al. Blood 2024;144:988.
5. Harris W, et al. Leuk Lymphoma 2025;66:898–905.
6. Ennishi D, et al. J Clin Oncol 2019;37:190–201.

Disclosures

Figure 2. DOCR in the A) overall population and B) 2L and 3L+ subgroups. 

Table 1. Baseline characteristics.†

n (%), unless stated 2L
n=53

3L+
n=76

Overall
N=129

Median age, years (range) 73 (26–84) 64 (23–82) 67 (23–84)
Gender, male 31 (58.5) 51 (67.1) 82 (63.6)
ECOG PS

0–1
2

49 (92.5)
4 (7.5)

73 (96.1)
3 (3.9)

122 (94.6)
 7 (5.4)

Disease type
DLBCL
HGBCL*

DHL/THL
trFL
PMBCL

21 (39.6)
24 (45.3)
15 (28.3)
7 (13.2)
1 (1.9)

35 (46.1)
21 (27.6)
14 (18.4) 
19 (25.0)

1 (1.3)

56 (43.4)
45 (34.9)
29 (22.5)
26 (20.2)

2 (1.6)
Ann Arbor stage III–IV 43 (81.1) 56 (73.7) 99 (76.7)
Bulky disease (>7.5cm) 15 (28.3) 23 (30.3) 38 (29.5)
COO (central lab)

GCB 
ABC
Unclassified
Unknown

 26 (49.1) 
9 (17.0)
3 (5.7)

15 (28.3)

 27 (35.5)
 17 (22.4) 

 7 (9.2)
25 (32.9)

 53 (41.1) 
 26 (20.2) 
10 (7.8) 

 40 (31.0) 
IPI score 

0–2
3–5

26 (49.1)
27 (50.9)

39 (51.3)
37 (48.7)

65 (50.4)
64 (49.6)

Early relapse (<12 months) 
to prior therapy 41 (77.4) 53 (69.7) 94 (72.9)

Late relapse (≥12 months) 
to prior therapy 12 (22.6) 23 (30.3) 35 (27.1)

Primary refractory to first-line therapy 35 (66.0) 45 (59.2) 80 (62.0)
Prior CAR T-cell therapy 1 (1.9) 27 (35.5) 28 (21.7)
Refractory to prior CAR T-cell therapy 1 (1.9) 21 (27.6) 22 (17.1)

Table 2. Response rate by subgroups. 
n (%), unless stated 2L

n=53
3L+
n=76

Overall
N=129

ORR*
CMR
PMR

44 (83.0)
35 (66.0)
9 (17.0)

58 (76.3)
43 (56.6)
15 (19.7)

102 (79.1)
78 (60.5) 
24 (18.6)

DOCR,* median months (95% CI)
24-month event-free rate, % (95% CI)
36-month event-free rate, % (95% CI)

56.3 (16.3–NE)
62.3 (45.2–79.4)
62.3 (45.2–79.4)

NE (24.1–NE)
68.9 (53.4–84.3)
58.7 (41.7–75.6)

56.3 (28.4–NE)
65.8 (54.4–77.3)
59.8 (47.5–72.1)

PFS,* median months (95% CI)
24-month event-free rate, % (95% CI)
36-month event-free rate, % (95% CI)

17.7 (9.1–NE)
45.4 (31.2–59.7)
45.4 (31.2–59.7)

11.5 (6.9–29.7)
44.5 (32.2–56.8)
36.1 (23.7–48.5)

15.4 (8.8–29.7)
44.9 (35.6–54.2)
39.8 (30.2–49.3)

OS, median months (95% CI)
24-month event-free rate, % (95% CI)
36-month event-free rate, % (95% CI)

NE (22.5–NE)
60.0 (46.7–73.3)
55.8 (42.3–69.4)

27.9 (17.1–NE)
53.7 (42.2–65.1) 
46.0 (34.3–57.6)

35.8 (22.5–NE)
56.3 (47.6–65.0)
49.9 (41.0–58.8)

PMD* 7 (13.2) 9 (11.8) 16 (12.4)

Figure 3. PFS in the A) overall population and B) 2L and 3L+ subgroups. 

• The median PFS was longer in the 2L than in the 3L+ subgroup and was 
consistent with the overall population (Figure 3A and B).

• The median DOCR in the overall population and 2L and 3L+ subgroups 
were similar (Figure 2A and B). 

Table 4. Safety summary. 

n (%), unless stated 2L
n=53

3L+
n=76

Overall
N=129

Any-grade AE
Grade 3/4
Grade 5

53 (100)
27 (50.9)
5 (9.4)

75 (98.7)
49 (64.5)
7 (9.2)

128 (99.2)
76 (58.9)
12 (9.3)

AE leading to glofitamab discontinuation 8 (15.1) 8 (10.5) 16 (12.4)

CRS events 22 (41.5) 34 (44.7) 56 (43.4)

AE, adverse event.

Similar median PFS and high best overall response was observed 
in centrally confirmed molecular subgroups
• COO and DZsig was determined in 89/129 patients with available baseline 

tumor biopsy and DHL/THL status was assessed in 26/45 patients with locally 
assessed HGBCL.

• Best ORR and CR rates were similar across high-risk subgroups including patients 
positive for DZsig and DHL/THL (Table 3)
– Similar results were observed for median PFS across the subgroups (Figure 6).

Table 3. Response rates by subgroup. 
Subgroup, n (%) BOR CR
COO
ABC 21/26 (80.8) 19 (73.1)
GCB 39/53 (73.6) 30 (56.6)
Unclassified 10/10 (100) 7 (70.0)
DZsig
DZsig POS 22/31 (71.0) 17 (54.8)
GCB-DZsig NEG 19/24 (79.2) 14 (58.3)
DHL/THL
DHL/THL POS 10/15 (66.7) 8 (53.3)
DHL/THL NEG 10/11 (90.9) 8 (72.7)

Figure 6. PFS by A) centrally confirmed COO, B) Dzsig POS and 
C) DHL/THL POS molecular subgroups.

BOR, best overall response; NEG, negative; POS, positive. 

• Among patients with a complete response (CR) at C3, >60% of patients remained 
progression free and >80% remained alive 24 months after C3 (Figure 4).

Figure 4. A) PFS and B) OS landmark analysis at C3. 

Patients with missing data at the landmark time were excluded. NR, no response; PR, partial response. 
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Landmark analysis by response at C3

Safety profiles in the 2L and 3L+ subgroups were similar
• Safety was manageable and comparable in the overall population and in the 2L 

and 3L+ subgroups (Table 4).
• Overall, 98.8% of the cytokine release syndrome (CRS) events were resolved 

within ~2 days and were mainly managed using tocilizumab (19 [33.9%]), 
fluids (13 [23.2%]), low-flow oxygen (11 [19.6%]) and corticosteroids (8 [14.3%]).

• Glofit+Pola in heavily pre-treated patients with R/R LBCL, including 
HGBCL, continued to demonstrate promising efficacy after >3 years’ 
follow-up. 

• High, durable and comparable response rates were observed in the overall 
population and across both the 2L and 3L+ subgroups, with an overall 
CMR of 60.5%, ORR of 79.1% and median DOCR of 56.3 months. 

• These findings support the potential of this drug combination as an 
effective treatment option in R/R LBCL, including HGBCL.

Conclusions

Frequent and sustained responses were observed across 
all subgroups 
• High overall response rates (ORR) and complete metabolic response (CMR) rates 

were demonstrated in patients in the 2L and 3L+ subgroups (Table 2).

*IRC assessed. CI, confidence interval; IRC, independent review committee; NE, not estimable; OS, overall survival; 
PFS, progression-free survival; PMD, progressive metabolic disease; PMR, partial metabolic response. 

• CMR was achieved in 26/41 (63.4%) and 9/12 (75.0%) patients with early and 
late relapse in the 2L subgroup, and in 25/53 (47.2%) and 18/23 (78.3%) in the 
3L+ subgroup, respectively
– Median DOCR was NE and 56.3 months in the 2L subgroup, and 37.8 months 

and NE in the 3L+ subgroup for early and late relapse, respectively.

An ongoing Phase Ib/II study evaluating Glofit+Pola in patients 
aged ≥18 years with R/R LBCL after ≥1 prior systemic therapy
• Patients received fixed-duration treatment of 12 cycles of Glofit and six cycles of 

Pola unless treatment was discontinued (Figure 1). 
• The aim was to evaluate the efficacy of Glofit+Pola in patients with R/R LBCL, 

across the 2L and 3L+ settings, by assessing response, durability, and survival 
with >3 years of follow-up.

• Cell of origin (COO) and dark zone signature (DZsig) were assessed by gene 
expression profiling from tumor biopsies.5,6 

• Central review of double/triple-hit lymphoma (DHL/THL) status was assessed 
by fluorescence in situ hybridization testing of MYC, BCL2, and BCL6 status or 
review of local pathology reports by a certified pathologist.

Overall, 129 patients with LBCL were treated with Glofit+Pola
• Of the 129 patients, 45 (34.9%) were diagnosed with HGBCL,* 53 (41.1%) 

patients had 2L LBCL and 76 (58.9%) had 3L+ LBCL (Table 1). 
• In the overall population, the median survival follow up was 42.2 months 

(range: 0–67; 2L: 40.9 months [range: 1–64]; 3L+: 44.2 months [range: 0–67]).

Figure 1. Study design.

C, cycle; D, day; Gpt, obinutuzumab pre-treatment. 

• Despite recent advances, R/R LBCL remains clinically challenging with poor 
outcomes and a critical need for more effective and durable treatment options.1 

• Glofit and Pola are novel treatments with complementary modes of action2 that 
have shown promising anti-lymphoma activity.3

• In this Phase Ib/II study (NCT03533283), Glofit+Pola demonstrated high and 
durable efficacy and manageable safety in patients with R/R LBCL after ≥1 line 
of therapy, including in those with high-grade B-cell lymphoma (HGBCL).4

• We report the efficacy and safety of Glofit+Pola in patients with R/R LBCL, 
with subgroup analyses in the 2L and 3L+ setting.

Glofitamab in combination with 
polatuzumab vedotin demonstrates 
high and durable efficacy in patients 
with relapsed/refractory (R/R) large 
B-cell lymphoma (LBCL) in the 
second-line (2L) and third-line 
and later (3L+) settings: 
a subgroup analysis 
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Summary

Despite therapeutic 
advances, outcomes in 

R/R LBCL still remain poor, 
highlighting a pressing need 

for more effective and 
durable treatment options

Efficacy and safety 
of glofitamab (Glofit) plus 

polatuzumab vedotin (Pola) 
in patients with R/R LBCL, 
with subgroup analyses in 

the 2L and 3L+ setting, after 
a median follow-up of 

>3 years, are presented

Glofit+Pola showed frequent 
and sustained responses 
in patients with R/R LBCL 
who had received ≥1 prior 

systemic therapy, with 
36-month duration of 

complete response (DOCR) 
event-free rates of 62.3% 

and 58.7% in the 2L and 3L+ 
settings, respectively

Glofit+Pola continued to 
demonstrate durable 

responses in patients with 
R/R LBCL, including those 

with high-risk disease, 
across both 2L and 3L+ 

settings
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Figure 2. DOCR in the A) overall population and B) 2L and 3L+ subgroups. 

Table 1. Baseline characteristics.†

n (%), unless stated 2L
n=53

3L+
n=76

Overall
N=129

Median age, years (range) 73 (26–84) 64 (23–82) 67 (23–84)
Gender, male 31 (58.5) 51 (67.1) 82 (63.6)
ECOG PS

0–1
2

49 (92.5)
4 (7.5)

73 (96.1)
3 (3.9)

122 (94.6)
 7 (5.4)

Disease type
DLBCL
HGBCL*

DHL/THL
trFL
PMBCL

21 (39.6)
24 (45.3)
15 (28.3)
7 (13.2)
1 (1.9)

35 (46.1)
21 (27.6)
14 (18.4) 
19 (25.0)

1 (1.3)

56 (43.4)
45 (34.9)
29 (22.5)
26 (20.2)

2 (1.6)
Ann Arbor stage III–IV 43 (81.1) 56 (73.7) 99 (76.7)
Bulky disease (>7.5cm) 15 (28.3) 23 (30.3) 38 (29.5)
COO (central lab)

GCB 
ABC
Unclassified
Unknown

 26 (49.1) 
9 (17.0)
3 (5.7)

15 (28.3)

 27 (35.5)
 17 (22.4) 

 7 (9.2)
25 (32.9)

 53 (41.1) 
 26 (20.2) 
10 (7.8) 

 40 (31.0) 
IPI score 

0–2
3–5

26 (49.1)
27 (50.9)

39 (51.3)
37 (48.7)

65 (50.4)
64 (49.6)

Early relapse (<12 months) 
to prior therapy 41 (77.4) 53 (69.7) 94 (72.9)

Late relapse (≥12 months) 
to prior therapy 12 (22.6) 23 (30.3) 35 (27.1)

Primary refractory to first-line therapy 35 (66.0) 45 (59.2) 80 (62.0)
Prior CAR T-cell therapy 1 (1.9) 27 (35.5) 28 (21.7)
Refractory to prior CAR T-cell therapy 1 (1.9) 21 (27.6) 22 (17.1)

Table 2. Response rate by subgroups. 
n (%), unless stated 2L

n=53
3L+
n=76

Overall
N=129

ORR*
CMR
PMR

44 (83.0)
35 (66.0)
9 (17.0)

58 (76.3)
43 (56.6)
15 (19.7)

102 (79.1)
78 (60.5) 
24 (18.6)

DOCR,* median months (95% CI)
24-month event-free rate, % (95% CI)
36-month event-free rate, % (95% CI)

56.3 (16.3–NE)
62.3 (45.2–79.4)
62.3 (45.2–79.4)

NE (24.1–NE)
68.9 (53.4–84.3)
58.7 (41.7–75.6)

56.3 (28.4–NE)
65.8 (54.4–77.3)
59.8 (47.5–72.1)

PFS,* median months (95% CI)
24-month event-free rate, % (95% CI)
36-month event-free rate, % (95% CI)

17.7 (9.1–NE)
45.4 (31.2–59.7)
45.4 (31.2–59.7)

11.5 (6.9–29.7)
44.5 (32.2–56.8)
36.1 (23.7–48.5)

15.4 (8.8–29.7)
44.9 (35.6–54.2)
39.8 (30.2–49.3)

OS, median months (95% CI)
24-month event-free rate, % (95% CI)
36-month event-free rate, % (95% CI)

NE (22.5–NE)
60.0 (46.7–73.3)
55.8 (42.3–69.4)

27.9 (17.1–NE)
53.7 (42.2–65.1) 
46.0 (34.3–57.6)

35.8 (22.5–NE)
56.3 (47.6–65.0)
49.9 (41.0–58.8)

PMD* 7 (13.2) 9 (11.8) 16 (12.4)

Figure 3. PFS in the A) overall population and B) 2L and 3L+ subgroups. 

• The median PFS was longer in the 2L than in the 3L+ subgroup and was 
consistent with the overall population (Figure 3A and B).

• The median DOCR in the overall population and 2L and 3L+ subgroups 
were similar (Figure 2A and B). 

Table 4. Safety summary. 

n (%), unless stated 2L
n=53

3L+
n=76

Overall
N=129

Any-grade AE
Grade 3/4
Grade 5

53 (100)
27 (50.9)
5 (9.4)

75 (98.7)
49 (64.5)
7 (9.2)

128 (99.2)
76 (58.9)
12 (9.3)

AE leading to glofitamab discontinuation 8 (15.1) 8 (10.5) 16 (12.4)

CRS events 22 (41.5) 34 (44.7) 56 (43.4)

AE, adverse event.

Similar median PFS and high best overall response was observed 
in centrally confirmed molecular subgroups
• COO and DZsig was determined in 89/129 patients with available baseline 

tumor biopsy and DHL/THL status was assessed in 26/45 patients with locally 
assessed HGBCL.

• Best ORR and CR rates were similar across high-risk subgroups including patients 
positive for DZsig and DHL/THL (Table 3)
– Similar results were observed for median PFS across the subgroups (Figure 6).

Table 3. Response rates by subgroup. 
Subgroup, n (%) BOR CR
COO
ABC 21/26 (80.8) 19 (73.1)
GCB 39/53 (73.6) 30 (56.6)
Unclassified 10/10 (100) 7 (70.0)
DZsig
DZsig POS 22/31 (71.0) 17 (54.8)
GCB-DZsig NEG 19/24 (79.2) 14 (58.3)
DHL/THL
DHL/THL POS 10/15 (66.7) 8 (53.3)
DHL/THL NEG 10/11 (90.9) 8 (72.7)

Figure 6. PFS by A) centrally confirmed COO, B) Dzsig POS and 
C) DHL/THL POS molecular subgroups.

BOR, best overall response; NEG, negative; POS, positive. 

• Among patients with a complete response (CR) at C3, >60% of patients remained 
progression free and >80% remained alive 24 months after C3 (Figure 4).

Figure 4. A) PFS and B) OS landmark analysis at C3. 

Patients with missing data at the landmark time were excluded. NR, no response; PR, partial response. 
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Landmark analysis by response at C3

Safety profiles in the 2L and 3L+ subgroups were similar
• Safety was manageable and comparable in the overall population and in the 2L 

and 3L+ subgroups (Table 4).
• Overall, 98.8% of the cytokine release syndrome (CRS) events were resolved 

within ~2 days and were mainly managed using tocilizumab (19 [33.9%]), 
fluids (13 [23.2%]), low-flow oxygen (11 [19.6%]) and corticosteroids (8 [14.3%]).

• Glofit+Pola in heavily pre-treated patients with R/R LBCL, including 
HGBCL, continued to demonstrate promising efficacy after >3 years’ 
follow-up. 

• High, durable and comparable response rates were observed in the overall 
population and across both the 2L and 3L+ subgroups, with an overall 
CMR of 60.5%, ORR of 79.1% and median DOCR of 56.3 months. 

• These findings support the potential of this drug combination as an 
effective treatment option in R/R LBCL, including HGBCL.

Conclusions

Frequent and sustained responses were observed across 
all subgroups 
• High overall response rates (ORR) and complete metabolic response (CMR) rates 

were demonstrated in patients in the 2L and 3L+ subgroups (Table 2).

*IRC assessed. CI, confidence interval; IRC, independent review committee; NE, not estimable; OS, overall survival; 
PFS, progression-free survival; PMD, progressive metabolic disease; PMR, partial metabolic response. 

• CMR was achieved in 26/41 (63.4%) and 9/12 (75.0%) patients with early and 
late relapse in the 2L subgroup, and in 25/53 (47.2%) and 18/23 (78.3%) in the 
3L+ subgroup, respectively
– Median DOCR was NE and 56.3 months in the 2L subgroup, and 37.8 months 

and NE in the 3L+ subgroup for early and late relapse, respectively.

An ongoing Phase Ib/II study evaluating Glofit+Pola in patients 
aged ≥18 years with R/R LBCL after ≥1 prior systemic therapy
• Patients received fixed-duration treatment of 12 cycles of Glofit and six cycles of 

Pola unless treatment was discontinued (Figure 1). 
• The aim was to evaluate the efficacy of Glofit+Pola in patients with R/R LBCL, 

across the 2L and 3L+ settings, by assessing response, durability, and survival 
with >3 years of follow-up.

• Cell of origin (COO) and dark zone signature (DZsig) were assessed by gene 
expression profiling from tumor biopsies.5,6 

• Central review of double/triple-hit lymphoma (DHL/THL) status was assessed 
by fluorescence in situ hybridization testing of MYC, BCL2, and BCL6 status or 
review of local pathology reports by a certified pathologist.

Overall, 129 patients with LBCL were treated with Glofit+Pola
• Of the 129 patients, 45 (34.9%) were diagnosed with HGBCL,* 53 (41.1%) 

patients had 2L LBCL and 76 (58.9%) had 3L+ LBCL (Table 1). 
• In the overall population, the median survival follow up was 42.2 months 

(range: 0–67; 2L: 40.9 months [range: 1–64]; 3L+: 44.2 months [range: 0–67]).

Figure 1. Study design.

C, cycle; D, day; Gpt, obinutuzumab pre-treatment. 

• Despite recent advances, R/R LBCL remains clinically challenging with poor 
outcomes and a critical need for more effective and durable treatment options.1 

• Glofit and Pola are novel treatments with complementary modes of action2 that 
have shown promising anti-lymphoma activity.3

• In this Phase Ib/II study (NCT03533283), Glofit+Pola demonstrated high and 
durable efficacy and manageable safety in patients with R/R LBCL after ≥1 line 
of therapy, including in those with high-grade B-cell lymphoma (HGBCL).4

• We report the efficacy and safety of Glofit+Pola in patients with R/R LBCL, 
with subgroup analyses in the 2L and 3L+ setting.

Glofitamab in combination with 
polatuzumab vedotin demonstrates 
high and durable efficacy in patients 
with relapsed/refractory (R/R) large 
B-cell lymphoma (LBCL) in the 
second-line (2L) and third-line 
and later (3L+) settings: 
a subgroup analysis 
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Summary

Despite therapeutic 
advances, outcomes in 

R/R LBCL still remain poor, 
highlighting a pressing need 

for more effective and 
durable treatment options

Efficacy and safety 
of glofitamab (Glofit) plus 

polatuzumab vedotin (Pola) 
in patients with R/R LBCL, 
with subgroup analyses in 

the 2L and 3L+ setting, after 
a median follow-up of 

>3 years, are presented

Glofit+Pola showed frequent 
and sustained responses 
in patients with R/R LBCL 
who had received ≥1 prior 

systemic therapy, with 
36-month duration of 

complete response (DOCR) 
event-free rates of 62.3% 

and 58.7% in the 2L and 3L+ 
settings, respectively

Glofit+Pola continued to 
demonstrate durable 

responses in patients with 
R/R LBCL, including those 

with high-risk disease, 
across both 2L and 3L+ 

settings
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Disclosures

Figure 2. DOCR in the A) overall population and B) 2L and 3L+ subgroups. 

Table 1. Baseline characteristics.†

n (%), unless stated 2L
n=53

3L+
n=76

Overall
N=129

Median age, years (range) 73 (26–84) 64 (23–82) 67 (23–84)
Gender, male 31 (58.5) 51 (67.1) 82 (63.6)
ECOG PS

0–1
2

49 (92.5)
4 (7.5)

73 (96.1)
3 (3.9)

122 (94.6)
 7 (5.4)

Disease type
DLBCL
HGBCL*

DHL/THL
trFL
PMBCL

21 (39.6)
24 (45.3)
15 (28.3)
7 (13.2)
1 (1.9)

35 (46.1)
21 (27.6)
14 (18.4) 
19 (25.0)

1 (1.3)

56 (43.4)
45 (34.9)
29 (22.5)
26 (20.2)

2 (1.6)
Ann Arbor stage III–IV 43 (81.1) 56 (73.7) 99 (76.7)
Bulky disease (>7.5cm) 15 (28.3) 23 (30.3) 38 (29.5)
COO (central lab)

GCB 
ABC
Unclassified
Unknown

 26 (49.1) 
9 (17.0)
3 (5.7)

15 (28.3)

 27 (35.5)
 17 (22.4) 

 7 (9.2)
25 (32.9)

 53 (41.1) 
 26 (20.2) 
10 (7.8) 

 40 (31.0) 
IPI score 

0–2
3–5

26 (49.1)
27 (50.9)

39 (51.3)
37 (48.7)

65 (50.4)
64 (49.6)

Early relapse (<12 months) 
to prior therapy 41 (77.4) 53 (69.7) 94 (72.9)

Late relapse (≥12 months) 
to prior therapy 12 (22.6) 23 (30.3) 35 (27.1)

Primary refractory to first-line therapy 35 (66.0) 45 (59.2) 80 (62.0)
Prior CAR T-cell therapy 1 (1.9) 27 (35.5) 28 (21.7)
Refractory to prior CAR T-cell therapy 1 (1.9) 21 (27.6) 22 (17.1)

Table 2. Response rate by subgroups. 
n (%), unless stated 2L

n=53
3L+
n=76

Overall
N=129

ORR*
CMR
PMR

44 (83.0)
35 (66.0)
9 (17.0)

58 (76.3)
43 (56.6)
15 (19.7)

102 (79.1)
78 (60.5) 
24 (18.6)

DOCR,* median months (95% CI)
24-month event-free rate, % (95% CI)
36-month event-free rate, % (95% CI)

56.3 (16.3–NE)
62.3 (45.2–79.4)
62.3 (45.2–79.4)

NE (24.1–NE)
68.9 (53.4–84.3)
58.7 (41.7–75.6)

56.3 (28.4–NE)
65.8 (54.4–77.3)
59.8 (47.5–72.1)

PFS,* median months (95% CI)
24-month event-free rate, % (95% CI)
36-month event-free rate, % (95% CI)

17.7 (9.1–NE)
45.4 (31.2–59.7)
45.4 (31.2–59.7)

11.5 (6.9–29.7)
44.5 (32.2–56.8)
36.1 (23.7–48.5)

15.4 (8.8–29.7)
44.9 (35.6–54.2)
39.8 (30.2–49.3)

OS, median months (95% CI)
24-month event-free rate, % (95% CI)
36-month event-free rate, % (95% CI)

NE (22.5–NE)
60.0 (46.7–73.3)
55.8 (42.3–69.4)

27.9 (17.1–NE)
53.7 (42.2–65.1) 
46.0 (34.3–57.6)

35.8 (22.5–NE)
56.3 (47.6–65.0)
49.9 (41.0–58.8)

PMD* 7 (13.2) 9 (11.8) 16 (12.4)

Figure 3. PFS in the A) overall population and B) 2L and 3L+ subgroups. 

• The median PFS was longer in the 2L than in the 3L+ subgroup and was 
consistent with the overall population (Figure 3A and B).

• The median DOCR in the overall population and 2L and 3L+ subgroups 
were similar (Figure 2A and B). 

Table 4. Safety summary. 

n (%), unless stated 2L
n=53

3L+
n=76

Overall
N=129

Any-grade AE
Grade 3/4
Grade 5

53 (100)
27 (50.9)
5 (9.4)

75 (98.7)
49 (64.5)
7 (9.2)

128 (99.2)
76 (58.9)
12 (9.3)

AE leading to glofitamab discontinuation 8 (15.1) 8 (10.5) 16 (12.4)

CRS events 22 (41.5) 34 (44.7) 56 (43.4)

AE, adverse event.

Similar median PFS and high best overall response was observed 
in centrally confirmed molecular subgroups
• COO and DZsig was determined in 89/129 patients with available baseline 

tumor biopsy and DHL/THL status was assessed in 26/45 patients with locally 
assessed HGBCL.

• Best ORR and CR rates were similar across high-risk subgroups including patients 
positive for DZsig and DHL/THL (Table 3)
– Similar results were observed for median PFS across the subgroups (Figure 6).

Table 3. Response rates by subgroup. 
Subgroup, n (%) BOR CR
COO
ABC 21/26 (80.8) 19 (73.1)
GCB 39/53 (73.6) 30 (56.6)
Unclassified 10/10 (100) 7 (70.0)
DZsig
DZsig POS 22/31 (71.0) 17 (54.8)
GCB-DZsig NEG 19/24 (79.2) 14 (58.3)
DHL/THL
DHL/THL POS 10/15 (66.7) 8 (53.3)
DHL/THL NEG 10/11 (90.9) 8 (72.7)

Figure 6. PFS by A) centrally confirmed COO, B) Dzsig POS and 
C) DHL/THL POS molecular subgroups.

BOR, best overall response; NEG, negative; POS, positive. 

• Among patients with a complete response (CR) at C3, >60% of patients remained 
progression free and >80% remained alive 24 months after C3 (Figure 4).

Figure 4. A) PFS and B) OS landmark analysis at C3. 

Patients with missing data at the landmark time were excluded. NR, no response; PR, partial response. 
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Andreadis C et al. Mosunetuzumab (Mosun) or glofitamab (Glofit) in combination with golcadomide 
(Golca) demonstrates a manageable safety profile and encouraging efficacy in patients with relapsed 

or refractory (R/R) B-cell non-Hodgkin lymphoma (B-NHL). ASH 2025;Abstract 2260. Study design

*Mosun was administered with SUD during C1 and at 45mg on D1 of C2–12 (28-day cycle). †CRS events were graded by American Society for Transplantation and Cellular 
Therapy criteria.2 ‡Glofit was administered with SUD during C1 and at the target dose (30mg) on D1 of C2–12 (21-day cycles). §The initial Golca dose was 0.2mg. 
2L+, second-line or later; 3L+, third-line or later; C, cycle; CAR, chimeric antigen receptor; CR, complete response; CRS, cytokine release syndrome; D, day; DLT, dose limiting 
toxicity; IV, intravenous; ORR, overall response rate; RP2D, recommended Phase 2 dose; SC, subcutaneous; SUD, step-up dosing; trFL, transformed follicular lymphoma.

1. Cheson BD, et al. J Clin Oncol 2014;32:3059–68; 
2. Lee DW, et al. Biol Blood Marrow Transplant 2019;25:625–38.

Dose escalation: 3L+ R/R NHL 
(n=3–9 in each cohort) 

Dose expansion: 2L+ R/R FL, R/R DLBCL
(n=20 in each cohort) 

Mosun + Golca 
(0.2mg)

Mosun + Golca
(0.4mg)

1:1
Golca           
RP2D, 

indication 
selection 

Arm 1

Glofit + Golca
(0.4mg)

Glofit + Golca
(0.2mg) Golca 

RP2D, 
indication 
selection

1:1

Arm 2

• R/R DLBCL, trFL, or FL Grade 1–3a
• ≥��SULRU�OLQHV�RI�WKHUDS\�IRU�GRVH�HVFDODWLRQ�DQG�≥��SULRU�OLQH�RI�

therapy for dose expansion
• CAR T-cell therapy ineligible

Key inclusion criteria
• Primary: Safety, DLTs, and Golca RP2D selection
• Key secondary: Investigator-assessed best ORR and CR rate 

(by Lugano 2014 criteria1)

Endpoints

Mosun SC 
• Fixed-duration treatment (5/45/45mg)*
• CRS† mitigation: C1 SUD (5mg on C1D1, 

45mg on D8 and 15; 21- or 28-day cycle)
• No mandatory hospitalization

Study treatment administration

Mosun/Glofit + 
Golca (0.4mg)

Mosun/Glofit + 
Golca (0.1mg)

Escalation

De-escalation

Mosun/Glofit + 
Golca (0.2mg)

Glofit IV 
• Fixed-duration treatment (2.5/10/30mg)‡

• CRS† mitigation: obinutuzumab pretreatment on 
C1D1 and C1 SUD (2.5mg on C1D8, 10mg on 
C1D15; 21-day cycle)

• Hospitalization was required 24 hours after first dose 
(C1D8) of Glofit

Golca oral§
• Arm 1: given daily from D1–14 in C1 or C2 onwards
• Arm 2: given daily from D1–10 in C2 or C3 onwards



Mosun or Glofit with Golcadomide: Patient Profile 

Safety overview

*Protocol defined AESIs. †Neutropenia (n=4), thrombocytopenia (n=1), anemia (n=1) and disseminated intravascular coagulation (n=1). ‡Infections including COVID-19 (n=7), neutropenia (n=6), 
febrile neutropenia (n=2), pneumonia (n=1), folliculitis (n=1), bronchospasm (n=1), CRS (n=1), injection site reaction (n=1), chest pain (n=1), influenza (1), atrial fibrillation (n=1) and supraventricular 
tachycardia  (n=1). §Neutropenia (n=1), febrile neutropenia (n=1), sinusitis (n=1) and nausea (n=1). AE, adverse event; AESI, AEs of special interest.

The safety profile was manageable with low rates of AEs leading to treatment discontinuation;
neutropenia was the most common AE

n (%) unless otherwise 
stated

Mosun +
Golca 
(N=35)

Glofit +
Golca 
(N=12)

AE 35 (100) 12 (100)

Grade 3/4 AE 26 (74.3) 8 (66.7)

Serious AE 23 (65.7) 6 (50.0)

AESI* 13 (37.1) 4 (33.3)

Grade 5 (fatal) AE 0 0

AE leading to treatment 
discontinuation 6 (17.1)† 0

AE leading to dose 
modification/
interruption

19 (54.3)‡ 6 (50.0)§
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Most common AEs (≥20%) by grade
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Mosun + Golca (N=35)

Baseline characteristics
n (%) unless otherwise stated Mosun + Golca

(N=35)
Glofit + Golca

(N=12)

Median age, years (range) 63.0 (30–83) 59.5 (37–76)
Male 22 (62.9) 6 (50.0)

Race

Asian 2 (5.7) 0
Black or African American 2 (5.7) 0
White 29 (82.9) 11 (91.7)
Not reported or unknown 2 (5.7) 1 (8.3)

Ethnicity
Hispanic or Latino 1 (2.9) 2 (16.7)
Not Hispanic or Latino 28 (80.0) 10 (83.3)
Not reported or unknown 6 (17.1) 0

ECOG PS 0 19 (54.3) 8 (66.7)
1 16 (45.7) 4 (33.3)

Ann Arbor stage III/IV 32 (91.4) 9 (75.0)

NHL histology FL 20 (57.1) 9 (75.0)
trFL/DLBCL 14 (40.0) 3 (25.0)

Median lines of prior therapy, n (range) 3.0 (1–6) 2.0 (1–4)

Prior therapies

CAR T-cell therapy 10 (28.6) 5 (41.7)
Anti-CD20 34 (97.1) 12 (100)
ASCT 2 (5.7) 1 (8.3)
IMiDs 11 (31.4) 4 (33.3)

Clinical cut-off date: May 5, 2025. ASCT, autologous stem cell transplant; ECOG PS, Eastern Cooperative Oncology Group performance status; IMiD, immunomodulatory drug.



Mosun or Glofit with Golcadomide: Efficacy (Small Numbers)

Best overall response in Arm 1: Mosun + Golca

*Efficacy-evaluable population. PR, partial response.

High response rates were observed in patients with FL and DLBCL including 
those who received prior CAR T-cell therapy

• Median time to first response for all 
patients (N=27)*: 2.6 months 
(range: 2–4)

• Response in patients who received 
prior CAR T-cell therapy (n=8):
– Overall, 5 patients achieved 

a CR
o Two patients had FL and one 

achieved CR
o Six patients had DLBCL and four 

achieved a CR

ORR: 67%
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Best overall response in Arm 2: Glofit + Golca

*Efficacy-evaluable population.

High response rates were observed across FL and DLBCL subtypes

DLBCLFL

83%

50%

50% 50%

50%

ORR: 100%

ORR: 83%

ORR: 100%

Golca 0.2mg 
(n=2)

Golca 0.4mg 
(n=6)

Golca 0.2mg 
(n=2)

100

80

60

40

20

0

By histology (N=10)*

• Median time to first response for all 
patients (N=10)*: 1.9 months 
(range: 1–3)

• All four patients who received prior 
CAR T-cell therapy had a response:
– Overall, 3 patients achieved 

a CR, and one had a PR
o Two patients had FL and achieved 

a CR
o Two patients had DLBCL; one 

achieved CR and one had a PR
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Moving BsAb to First Therapy for DLBCL

• Randomised trials comparing R-CHOP or R-Pola-CHP to a 
regimen that adds a BsAb are ongoing.

• Second-line trials show addition of BsAb to pola or 
chemotherapy improves outcomes.

• Are BsAb effective enough to allow de-escalation of 
chemotherapy?



Michot J-M et al. Odronextamab plus chemotherapy in patients with previously untreated DLBCL: 
First results from part 1 of the phase 3 OLYMPIA-3 study. ASH 2025;Abstract 8890.



Michot J-M et al. Odronextamab plus chemotherapy in patients with previously untreated DLBCL: 
First results from part 1 of the phase 3 OLYMPIA-3 study. ASH 2025;Abstract 8890.



Sharman J et al. Fixed treatment duration subcutaneous mosunetuzumab monotherapy in 
elderly/unfit patients with previously untreated diffuse large B-cell lymphoma: Interim results 

from the phase II MorningSun study. ASH 2025;Abstract 4514. 

Baseline characteristics

CCOD: February 10, 2025. 
CCOD, clinical cut-off date; ABC, activated B cell; COO, cell-of-origin; GCB, germinal center B cell; IPI, International Prognostic Index; LDH, lactate dehydrogenase; LBCL, large B-cell lymphoma.

n (%), unless stated N=49

Age
Median, years (range) 82.5 (71–101)
≥80 years 40 (81.6)

Female 26 (53.1)

Ethnicity
Not Hispanic or Latino 47 (95.9)
Hispanic or Latino 1 (2.0)
Not reported or unknown 1 (2.0)

Race

White 41 (83.7)
Asian 3 (6.1)
Black or African American 3 (6.1)
Multiple 1 (2.0)
Not reported or unknown 1 (2.0)
DLBCL 38 (77.6)
HGBCL 6 (12.2)

Histology T-cell/histiocyte-rich LBCL 2 (4.1)
Grade 3b FL 1 (2.0)
Other lymphoma 2 (4.1)

n (%) N=49
Extranodal involvement 25 (51.0)
Bulky disease (≥10cm) 9 (18.4)

COO
ABC 10 (20.4)
GCB 29 (59.2)
Unclassified 10 (20.4)

ECOG PS
0 8 (16.3)
1 31 (63.3)
2 10 (20.4)

Elevated LDH 25 (51.0)

Ann Arbor 
stage

I/II 14 (28.6)
III/IV 35 (71.4)

IPI score
0–2 23 (46.9)
3–5 26 (53.1)

Most patients (n=34; 69.4%) were enrolled at US community sites

MorningSun study design: 1L DLBCL cohort

*Including ≥1 of the following: impairment in ≥2 ADL components, impairment in ≥2 instrumental ADL components, and/or a Cumulative Illness Rating 
Scale–Geriatric score indicating ≥1 comorbidity with a severity of 3/4, or a score of 2 in ≥8 comorbidities. †Dexamethasone (20mg) or methylprednisolone (80mg); 
if prior CRS occurred, corticosteroid premedication was recommended until no additional events were observed. Premedication with oral 
acetaminophen/paracetamol and/or diphenhydramine could also be administered prior to administration of mosunetuzumab. ‡Patients were treated for up to 17 
cycles unless disease progression or unacceptable toxicity occurred. 1L, first line; AOA-NHL, Avenio Oncology Assay for Non-Hodgkin Lymphoma; ADL, activities 
of daily living; C, cycle; CR, complete response; CRS, cytokine release syndrome; ctDNA, circulating tumor DNA; D, day; DOCR, duration of complete response; 
DOR, duration of response; ECOG PS, Eastern Cooperative Oncology Group performance status; HGBCL, high-grade B-cell lymphoma; INV, investigator; 
NOS, not otherwise specified; ORR, objective response rate; OS, overall survival; PFS, progression-free survival; TTR, time to response.

• Previously untreated DLBCL, HGBCL NOS, or HGBCL 
with MYC and BCL2 and/or BCL6 rearrangements

• Aged ≥80 years, or 65–79 years ineligible 
for chemoimmunotherapy*

• ECOG PS 0–2

Key inclusion criteria

• Mosunetuzumab SC step-up dosing in C1
• Corticosteroid prophylaxis† was mandatory in C1–2 and 

optional thereafter
• Hospitalization was not mandatory

CRS mitigation

• Primary: INV-assessed PFS at 24 months, per 
Lugano Criteria 20141 

• Key secondary: ORR, CR, TTR, DOR, DOCR, OS, safety
• Exploratory: ctDNA analysis (using AOA-NHL)

Endpoints

Mosunetuzumab SC administration¶

1. Cheson, et al. J Clin Oncol 2014;32:3059–68. 

21-day cycles

Mosunetuzumab SC administration‡

C1 C3‒17

D15: 45mg

D1: 5mg

D1: 45mg

C2

D8: 45mg D1: 45mg

MorningSun study design: 1L DLBCL cohort

*Including ≥1 of the following: impairment in ≥2 ADL components, impairment in ≥2 instrumental ADL components, and/or a Cumulative Illness Rating 
Scale–Geriatric score indicating ≥1 comorbidity with a severity of 3/4, or a score of 2 in ≥8 comorbidities. †Dexamethasone (20mg) or methylprednisolone (80mg); 
if prior CRS occurred, corticosteroid premedication was recommended until no additional events were observed. Premedication with oral 
acetaminophen/paracetamol and/or diphenhydramine could also be administered prior to administration of mosunetuzumab. ‡Patients were treated for up to 17 
cycles unless disease progression or unacceptable toxicity occurred. 1L, first line; AOA-NHL, Avenio Oncology Assay for Non-Hodgkin Lymphoma; ADL, activities 
of daily living; C, cycle; CR, complete response; CRS, cytokine release syndrome; ctDNA, circulating tumor DNA; D, day; DOCR, duration of complete response; 
DOR, duration of response; ECOG PS, Eastern Cooperative Oncology Group performance status; HGBCL, high-grade B-cell lymphoma; INV, investigator; 
NOS, not otherwise specified; ORR, objective response rate; OS, overall survival; PFS, progression-free survival; TTR, time to response.

• Previously untreated DLBCL, HGBCL NOS, or HGBCL 
with MYC and BCL2 and/or BCL6 rearrangements

• Aged ≥80 years, or 65–79 years ineligible 
for chemoimmunotherapy*

• ECOG PS 0–2

Key inclusion criteria

• Mosunetuzumab SC step-up dosing in C1
• Corticosteroid prophylaxis† was mandatory in C1–2 and 

optional thereafter
• Hospitalization was not mandatory

CRS mitigation

• Primary: INV-assessed PFS at 24 months, per 
Lugano Criteria 20141 

• Key secondary: ORR, CR, TTR, DOR, DOCR, OS, safety
• Exploratory: ctDNA analysis (using AOA-NHL)

Endpoints

Mosunetuzumab SC administration¶

1. Cheson, et al. J Clin Oncol 2014;32:3059–68. 

21-day cycles

Mosunetuzumab SC administration‡

C1 C3‒17

D15: 45mg

D1: 5mg
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Response rate summary

CCOD: February 10, 2025. 
*Time to next treatment was defined as the time from first study drug to the start of the new anti-lymphoma therapy or death. †10 patients were unclassified. 
CI, confidence interval; NE, not evaluable; NR, not reached; PR, partial response; y, years.

Overall                           
population

Age Extranodal               
involvement 

COO† Elevated LDH Ann Arbor
        stage    

IPI stage

• In the overall population, the median DOR and DOCR were both NR (95% CI: NE–NE)
– 12-month DOR and DOCR rates were 84.6% (95% CI: 66.8–93.3) and 95.0% (95% CI: 69.5–99.3), respectively

• Median time to response in patients who responded was 2.7 months (range: 2.5–6.1)
• Median time to next treatment* or death in the overall population was NR (95% CI: 15.4 months–NE)

Response rates across subgroups were generally consistent with the overall population

PFS and OS

CCOD: February 10, 2025.

N=49
Median PFS, months (95% CI) NR (NE–NE)

12-month PFS rate, % (95% CI) 71.3 (54.8–82.7)

N=49
Median OS, months (95% CI) NR (NE–NE)

12-month OS rate, % (95% CI) 74.7 (58.5–85.4)

Mosunetuzumab SC demonstrated promising PFS and OS in elderly/unfit patients with 1L DLBCL
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Sharman J et al. Fixed treatment duration subcutaneous mosunetuzumab monotherapy 
in elderly/unfit patients with previously untreated diffuse large B-cell lymphoma: Interim 

results from the phase II MorningSun study. ASH 2025;Abstract 4514. CRS summary

CCOD: February 10, 2025. 
*Based on American Society for Transplantation and Cellular Therapy grading criteria.1
Mosun, mosunetuzumab. 1. Lee DW, et al. Biol Blood Marrow Transplant 2019;25:625–38.

n (%) unless stated N=49

Any grade CRS* 6 (12.2)

Grade 1 5 (10.2)

Grade 2 1 (2.0)

Median time from last Mosun dose to first 
CRS onset, days (range) 2 (1‒8)

Median CRS duration, days (range) 2 (1‒5)

Management of CRS

Tocilizumab 1 (2.0)

CRS resolution 6 (100)

Frequency of CRS events by cycle and grade
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CRS events were predominantly Grade 1 and all occurred during Cycle 1; all events resolved

10.2%

0% 0% 0%

Grade 1
Grade 2

2.0%

C1D1–7 C1D8–14 C1D15–21 C2 C3+
Dose cycle

Infection summary

CCOD: February 10, 2025. 
*System Organ Class (infections and infestations); the most common being pneumonia (n=8), urinary tract infection (n=7), upper respiratory tract infection (n=4), and skin infection (n=4). †Grade 3 serious AEs 
included urinary tract infection (n=1) and pneumonia (n=7). ‡Calculated from first mosunetuzumab dose on C1D1 to first infection onset. §No infection events occurred after EOT. 
EOT, end of treatment.

n (%) unless stated N=49
Patients that received antimicrobial 
prophylaxis treatment 25 (51.0)

Any grade infection* 24 (49.0)

Grade 1 2 (4.1)

Grade 2 14 (28.6)

Grade 3 8 (16.3)

Serious infections† 8 (16.3)

Median time from first mosunetuzumab 
dose to first infection, days (range)‡ 87.5 (11‒326)

Patients with infections resolved,
n/n (%) 22/24 (91.7)

Frequency of infections by cycle and grade
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24.5% 26.8%
31.3% 28.0%

5.6%

Grade 1
Grade 2
Grade 3

C1–4 C5–8 C9–12 C13–16 C17+§

Dose cycle

Infections were mainly low grade, with the majority being Grade 2
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Epcoritamab monotherapy in elderly 1L LBCL

C1–3 C4–12
Epcoritamab SC 
48 mgc QW Q4W

Data cutoff: Sep 21, 2025
Median follow-up: 18.1 months

• Primary endpoint: CR rate per Lugano criteria1

• Key secondary endpoints: ORR, time to response, DOR, DOCR, PFS, OS, 
MRD negativity,e and safety

Key inclusion criteria
• Newly diagnosed

CD20+ LBCL
– DLBCL, NOS
– T-cell/histiocyte-rich 

DLBCL
– Double-hit or

triple-hit DLBCL
– FL grade 3B

• ,&(�VFRUH����a

• ECOG PS 0–2
• Ineligible for 

anthracycline-based 
therapy/cytotoxic 
chemotherapy due to:
– �����\HDUV�RI�DJH��RU
– �����\HDUV�RI�DJH�ZLWK�

a comorbid conditionb

• Measurable disease 
by CT or MRI

1:
1 

R
AN

D
O

M
IZ

AT
IO

N

C1–3 C4–12
Epcoritamab SC 
48 mgc QW Q4W

Lenalidomide PO 
10–20 mgd

QD 
D1–21

Stage 1 Stage 2 (expansion)
C1–3 C4–12

Epcoritamab SC 
48 mgc QW Q4W

Epcoritamab + 
lenalidomide

not selected for  
stage 2

28-day cycles. Tumor response was evaluated by PET-CT obtained at 6, 12, 24, 36, and 48 weeks, and every 24 weeks thereafter. aICE score per the Immune Effector Cell-Associated Encephalopathy assessment tool (score ranges from 0 
[patient unarousable] to 10 [patient unimpaired]).2 bComorbid conditions: impaired cardiac function; moderate to severe valvular heart disease; previous cardiotoxic cancer treatment; elevated baseline troponin and/or elevated baseline BNP 
or NT-proBNP; and pulmonary, hepatic, renal, or other comorbidities that made the patient ineligible for cytotoxic drug treatment. cTwo step-up doses of epcoritamab (0.16 mg and 0.8 mg) administered before the first full dose. dLenalidomide 
dosage: CrCl 30–60 ml/min, 10 mg; CrCl > 60 mg, 20 mg. eMRD negativity was assessed by ctDNA using the exploratory AVENIO method (cutoff, < 1 mutant molecule per mL). Samples taken on D1 of C1, C2, C3, C5, C7, C10, C12, and 
then, when possible, at EOT. ClinicalTrials.gov: NCT05660967. 1. Cheson BD, et al. J Clin Oncol 2014;32:3059–3068. 2. Al-Sarayfi D, et al. Am J Hematol 2024;99:216–222. BNP, B-type natriuretic peptide; C, cycle; CrCl, creatine clearance; 
ctDNA, circulating tumor DNA; D, day; ICE, immune effector cell-associated encephalopathy; MRD, minimal residual disease; NOS, not otherwise specified; NT-proBNP, N-terminal-pro hormone BNP; PET, positron emission tomography.

A 2-stage, open-label, phase 2 trial of fixed-duration epcoritamab in 
elderly patients with newly diagnosed LBCL and comorbidities

EPCORE® DLBCL-3 Study Design

MRD = minimal residual disease
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Epcoritamab monotherapy in elderly 1L LBCL

N = 66
Age, median (range), years 82.5 (76–95)

�����WR������\HDUV��Q���� 12 (18)
�����WR������\HDUV��Q����� 30 (45)
�����\HDUV��Q���� 24 (36)

0DOH�VH[�DW�ELUWK��Q���� 30 (45)
Race,a Q����

White 50 (76)
Asian 9 (14)

/%&/�FODVVLILFDWLRQ�DW�EDVHOLQH��Q����
DLBCLb 64 (97)

De novo, Q�Q���� 60/64 (94)
7UDQVIRUPHG�IURP�)/��Q�Q���� 4/64 (6)

T-cell/histiocyte-rich LBCL 1 (2)
FL grade 3B 1 (2)

Cell of origin,c Q����
GCB 33 (50)
ABC/non-GCB 19 (29)
Unknown 12 (18)

N = 66
(&2*�36��Q����

0 11 (17)
1 40 (61)
2 15 (23)

$QQ�$UERU�VWDJH��Q����
II 17 (26)
III 8 (12)
IV 41 (62)

,3,�VFRUH��Q����
1–2 24 (36)
3–5 42 (64)

Renal function by CrCl,d Q����
�����P/�PLQ 17 (26)
30 to < 60 mL/min 40 (61)
15 to < 30 mL/min 5 (8)

%XON\�GLVHDVH�SHU�LQYHVWLJDWRU��Q����
< 7 cm 43 (65)
7–10 cm 14 (21)
> 10 cm 9 (14)

Time from initial diagnosis to randomization, median 
(range), months 1.4 (0.2–17.1)

A total of 66 patients received epcoritamab monotherapy across stage 1 (n = 44) and stage 2 (n = 22). aRace was not reported or missing for 7 patients. Ethnicity data were not collected. bFour patients had double-hit lymphoma per central 
laboratory. cCell of origin was not evaluated for 2 patients. d5HQDO�IXQFWLRQ�ZDV������P/�PLQ�IRU���SDWLHQWV�DQG�PLVVLQJ�IRU���SDWLHQWV��$%&��DFWLYDWHG�%-cell; GCB, germinal center B cell.

Baseline Characteristics
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Epcoritamab monotherapy in elderly 1L LBCL

N = 66

Median follow-XS��PRQWKV������&,� 18.1 (13.2–21.2)

Epcoritamab cycles initiated, median (range) 6 (1–12)

&RPSOHWHG�WUHDWPHQW�SHU�SURWRFRO��Q���� 20 (30)

2QJRLQJ�WULDO�WUHDWPHQW��Q���� 11 (17)

'LVFRQWLQXHG�WUHDWPHQW��Q���� 35 (53)

PD 17 (26)

AE 11 (17)

Withdrawal of consent 4 (6)

Patient request 2 (3)

Othera 1 (2)

Patient Disposition

aReason for discontinuation provided by investigator was toxicity.

Vitolo U et al. Fixed-duration epcoritamab monotherapy induces high response and 
MRD-negativity rates in elderly patients with newly diagnosed large B-cell lymphoma 

(LBCL) and comorbidities: Results from EPCORE DLBCL-3. ASH 2025;Abstract 3824. 
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Epcoritamab monotherapy in elderly 1L LBCL

Responses are based on investigator assessment per Lugano criteria.1 Response-HYDOXDEOH�SRSXODWLRQ��GHILQHG�DV�SDWLHQWV�ZKR�UHFHLYHG����GRVH�RI�HSFRULWDPDE��KDG�PHDVXUDEOH�GLVHDVH�DW�EDVHOLQH��DQG KDG����SRVWEDVHOLQH�GLVHDVH�
evaluation or died within 60 d of first trial treatment. Eleven patients were on treatment at the data cutoff (9 with CR, 1 with PR, and 1 with SD). 
1. Cheson BD, et al. J Clin Oncol 2014;32:3059–3068. NA, not available; SD, stable disease.

• Of the 20 patients who completed 
1 year of epcoritamab

– ������������ZHUH�LQ�&5�DW�HQG�
of treatment

– ������������UHPDLQHG�LQ�&5�DW�
data cutoff

Best Response Response-Evaluable 
Population (n = 60)

255��Q���� 44 (73)

CR 37 (62)

PR 7 (12)

SD 5 (8)

PD 7 (12)

NA 4 (7)

High Overall and CR Rates
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Epcoritamab monotherapy in elderly 1L LBCL

Median follow-XS�WLPH�IRU�3)6�ZDV������PRQWKV������&,�����–16.7) and median follow-up time for 26�ZDV������PRQWKV������&,������–21.2). NR, not reached.

No.
at risk 66 38 28 25 19 16 8 7 2 2 0
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66 54 40 33 28 25 20 15 6 3 0
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100
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) 60
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Months

15 30

65% were alive 
at 1 year54% were progression-free 

at 1 year

PFS and OS Sustained > 1 Year

Median PFS: 14.4 months 
�����&,������PRQWKV�WR�15�

Median OS: NR
�����&,�������PRQWKV�WR�15�

Vitolo U et al. Fixed-duration epcoritamab monotherapy induces high response and 
MRD-negativity rates in elderly patients with newly diagnosed large B-cell lymphoma 

(LBCL) and comorbidities: Results from EPCORE DLBCL-3. ASH 2025;Abstract 3824.
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Epcoritamab monotherapy in elderly 1L LBCL

• CRSa RFFXUUHG�LQ����SDWLHQWV�������
– ���������ZHUH�WUHDWHG�ZLWK�tocilizumab

– ���������ZHUH�WUHDWHG�ZLWK�FRUWLFRVWHURLGV

– &56�UHVROYHG�LQ������������b of patients

– ������������RI�&56�HYHQWV�RFFXUUHG�LQ�F\FOH���

• No cases of febrile neutropenia 

• Eleven patients discontinued due to AEsc

• Eight grade 5 TEAEsd

aCRS was graded according to Lee 2019 criteria.1 bOne patient died with ongoing (unresolved) CRS. cTEAEs leading to epcoritamab discontinuation were fatigue (n=2), COVID-19 pneumonia, pneumonia, ataxia, ICANS, multiple organ 
dysfunction syndrome, tumor lysis syndrome, neuroendocrine tumor of the lung, respiratory failure, and anemia/neutropenia (all n = 1). dFatal TEAEs were COVID-19, COVID-19 pneumonia, CMV reactivation, neuroendocrine tumor of the lung, 
tumor hemorrhage, multiple organ dysfunction syndrome, acute respiratory failure, and tumor lysis syndrome (all n = 1). 1. Lee DW, et al. Biol Blood Marrow Transplant 2019;25:625–638. CMV, cytomegalovirus; CRS, cytokine release syndrome.

Safety Profile

2
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Neutropenia

Hypertension

Decreased appetite

Pyrexia

ICANS

Peripheral edema

Constipation

Fatigue

Diarrhea

CRS

Patients (%)

Grade 1

Grade 2

Grade 3–4

Most Common (> 15%) TEAEs
a

Vitolo U et al. Fixed-duration epcoritamab monotherapy induces high response and 
MRD-negativity rates in elderly patients with newly diagnosed large B-cell lymphoma 

(LBCL) and comorbidities: Results from EPCORE DLBCL-3. ASH 2025;Abstract 3824.

TEAEs = treatment-emergent adverse events



Chapuy B et al. Phase II frontline chemolight R-pola-glo trial induces 
high and durable response rates in elderly and medically unfit/frail 
patients with aggressive B-cell lymphoma. ASH 2025;Abstract 61.



R-Pola-Glo: Patient Characteristics

Cohort (N=80)
Median age
     age > 85yo 

80 (66-92)
19%

Advanced Stage (III/IV) 63% (50/80)

ECOG 2 28% (22/80)

LDH, > ULN 63% (50/80)

IPI 3-5 64% (51/80)

Baseline Parameters

è Representative “real-world” cohort of medically unfit/frail patients with 

high treatment complexity.

91.3% medically unfit/frail 

Simplified Geriatric Assessment (sGA)



Chapuy B et al. Phase II frontline chemolight R-pola-glo trial 
induces high and durable response rates in elderly and medically 

unfit/frail patients with aggressive B-cell lymphoma. ASH 2025;Abstract 61.

All grades 31% (n=25)

Grade 3 1% (n=1)

Grade 4/5 0%



1y PFS: 84.6% (95% CI 77.0 – 93.0%) 1y OS: 89.7% (95% CI 83.2 – 96.7%)

Chapuy B et al. Phase II frontline chemolight R-pola-glo trial induces 
high and durable response rates in elderly and medically unfit/frail 
patients with aggressive B-cell lymphoma. ASH 2025;Abstract 61.



Conclusions

• Long-term monotherapy results: Durable remissions

• Longer follow-up of STARGLO: Sustained benefit

• SUNMO: Improved QOL in responders, and in those receiving mosun-pola

• Pola-Glo: Striking efficacy in high-risk population including HGBL/DHL

• Epco and mosun: Active as single agents in the first line for frail patients

• R-Pola-Glo: Possibly more active 

• CRS: Mosun < R-Pola-Glo < Epco 
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Case Presentation: 54-year-old woman with multiregimen- 
recurrent FL receives mosunetuzumab 

Dr Carla Casulo (Rochester, New York)
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Case Presentation: 78-year-old man with multiregimen- 
refractory FL receives mosunetuzumab with ongoing CR

Dr Laurie Sehn (Vancouver, British Columbia)
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Follicular Lymphoma and Other NHL 
Subtypes
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Chair, Lymphoma Tumour Group
BC Cancer Centre for Lymphoid Cancer
Clinical Professor of Medicine
The University of British Columbia
Vancouver, British Columbia, Canada
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5-Year Update Phase II Pivotal Study: 
Mosunetuzumab in R/R FL after ≥ 2 Prior Lines

Budde E, et al, ASH 2025



5-Year Update Phase II Pivotal Study: PFS and OS 
in Patients Achieving a CR

Budde E, et al, ASH 2025



5-Year Update Phase II Pivotal Study: B-Cell and 
T-Cell Recovery in Patients Achieving a CR

Budde E, et al, ASH 2025



Efficacy and Safety of Long-Term Odronextamab Treatment 
in Patients with Relapsed/Refractory Follicular Lymphoma: 
3-Year Follow-Up from the Phase 2 ELM-2 Study.

Bisneto JV et al.
ASH 2025;Abstract 3588.



Efficacy and Safety of Long-term Odronextamab 
in R/R FL: 3-Year Follow-up of ELM-2 Study

Bisneto, JV, et al, ASH 2025

Median follow-up duration: 39.2 m



Efficacy and Safety of Long-term Odronextamab 
in R/R FL: PFS and OS

Bisneto, JV, et al, ASH 2025



Efficacy and Safety of Long-term Odronextamab 
in R/R FL: Adverse Events of Interest

Bisneto, JV, et al, ASH 2025





Falchi, L, et al, ASH 2025



Falchi, L, et al, ASH 2025



Falchi, L, et al, ASH 2025Median Follow-up Epco+R2: 14.4m; R2 11.5 m



Falchi, L, et al, ASH 2025

EPCORE FL-1: Safety





MorningSun Phase II Study: SC Mosun in 1L High 
Tumour Burden FL Cohort

The HTB cohort was enrolled between March 3, 2022, and June 21, 2024 CCOD: February 10, 2025. *Dexamethasone (20mg) or methylprednisolone (80mg); premedication 
with oral acetaminophen or paracetamol and/or diphenhydramine could also be administered prior to administration of mosunetuzumab. †ctDNA analysis was performed using the 
AVENIO Oncology Assay Non-Hodgkin Lymphoma (AOA-NHL) assay.

• Previously untreated FL
• HTB by GELF criteria
• ECOG performance status 0–2

Key inclusion criteria Mosunetuzumab SC administration

• Mosunetuzumab SC step-up dosing in C1
• Corticosteroid prophylaxis* was mandatory in 

C1–2 and optional thereafter
• Hospitalization was not mandatory

CRS mitigation

• Primary: PFS rate at 24 months
• Key secondary: ORR, DOR, DOCR, safety
• Exploratory analysis of ctDNA levels†

Endpoints

21-day cycles (up to 1 year)

C1 C17

D15: 45mg

D1: 5mg

D1: 45mg

C2

D8: 45mg

D1: 45mg

Patients with 
PMR/CMR after C17: 

optional maintenance 
therapy with 

mosunetuzumab SC (45mg) 
every 8 weeks for 

up to 1 year

Burke JM, et al, ASH 2025



MorningSun Phase II: Study Characteristics and 
Response

Exploratory ctDNA analysis in a subset of patients with a 
CMR showed that 84.2% were MRD-negative at C4

Burke JM, et al, ASH 2025



MorningSun Phase II Efficacy: PFS and DOR

Median follow-up was 22.3 months
• 66.7% were eligible for maintenance, 44.7% received maintenance
• No CRS occurred during maintenance
• Infections were common (Gr 3-5 19.4%), no increase over timeBurke JM, et al, ASH 2025
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Study schema

• Primary hypothesis: 80% power, one-sided a 0.047, n=52 (two-stage design)
- CR at EOT >53% using RELEVANCE CT criteria
- PET CT criteria for EOT response reporting

BrUOG-401:Mosunetuzumab with response-driven 
lenalidomide in untreated FL and MZL

• 52 patients from 3 centers

• Key eligibility criteria:.. 
• Age ≥18 years; performance status: ECOG 0-2
• CD20+ FL (G1-3A) or MZL (any subtype)

• FL: GELF criteria
• MZL: need to treat per investigator

• No prior systemic therapy for lymphoma
• No autoimmune disease, no CNS lymphoma
• No immunosuppressive therapy, EBV or CMV viremia
• No other concurrent malignancy, HIV, 
• No severe COPD, other severe comorbidities
• ANC ≥ 1 x109/L, Hgb ≥ 9 g/dL, platelets ≥75 x109/L

• Primary endpoint:  CR at end of therapy
• Lugano or International SMZL criteria; 
• gastric MALT lymphoma: confirmed with endoscopy

• Toxicity rates
• PFS; POD24, OS, DOR/CR
• Exploratory biomarkers

98

Mosun Scan

Mosun

Mosun +
Lenalidomide 

augmentation

CR

PR/SD

Scan

PR Mosun +
Lenalidomide 

extended augmentation

End of treatment
Follow up

CR

Scan

Off study

PD
PD

C1–C4

C5–C8

C9–C12

Scan

• Lenalidomide:..
- Response-adapted after C4
- 10 mg daily continuous dosing
- Optional extension through C12

• Mosunetuzumab:..
- Subcutaneous
- Cycle 1 step-up dosing: 

• Day 1: 5 mg, D8/15: 45 mg
- Cycle 2-8 (or 12): Day1, 45 mg
- Dexamethasone premedication in C1, C2

Olszewski A, et al, ASH 2025



BrUOG-401: Treatment Flow and Response at EOT

Olszewski A, et al, ASH 2025



BrUOG-401 Safety: mosunetuzumab + len augmentation
N %

Lenalidomide augmentation
• Extended augmentation

18
6

Any AE 15 83%

Grade 3-4 AE 8 44%

SAE:
• Muscle weakness
• Abdominal pain / pancreatitis
• AST/ALT increased
• Herpes zoster

4 22%

Treatment discontinuation
• G4 hepatitis, Herpes zoster 2 12%

Lenalidomide schedule:
• Continuous 10mg daily
• 14 days on / 7 days off

12
6

67%
33%

Dose reduction to 5mg 1 6%

100

Adverse events on lenalidomide (>1 patient or G>2)

Olszewski A, et al, ASH 2025



BrUOG-401 Efficacy: PFS

101

PFS at 18 months:
83.3%

(69.2-91.3)

• Median follow-up: 18 months
• N=2 deaths: 1 from transformed lymphoma, 1 in remission
• OS at 18 months: 97.8% (95%CI: 95.3-99.7)

78.2%

93.3%

Log-rank P=0.08

Olszewski A, et al, ASH 2025





Leslie, L, et al, ASH 2025

EPCORE NHL-2: EPCO+R2 (Arm 6) or EPCO maintenance (Arm 7) 
in Untreated FL



Leslie, L, et al, ASH 2025

EPCORE NHL-2: EPCO+R2 (Arm 6) Durable Responses in 
Untreated FL

Median follow-up: 33.2 m



EPCORE NHL-2: Maintenance after SOC (Arm 7)

Median follow-up: 35 m Leslie, L, et al, ASH 2025



Combined Mosunetuzumab and Zanubrutinib for 
the Treatment of Patients with Newly Diagnosed 
High-Burden Follicular Lymphoma: First Results of 
the Multicenter Phase 2 Mithic-FL2 Trial.

Falchi L et al.
ASH 2025;Abstract 4355.



Multicenter Phase 2 Study Overview

Cycles
1 2 3 4 11 13 15 179 10 12 14 16

Cycles

Response 
assessment

Off study

PR
5 6 7 8

Mosunetuzumab, 5 mg SC Imaging (PET/CT)Mosunetuzumab, 45 mg SC

CR

≤SD

Eligibility:
• ≥18 years; ECOG PS 0-2
• CD20+ previously untreated FL
• G1-3A, stage II–IV 
• In need of therapy per GELF criteria

Endpoints:
• Primary: CR per Lugano
• Secondary: ORR, safety, PFS, DOR, 

TTNT, OS
• Exploratory: PD, ctDNA monitoring

Outpatient administration:
• Administration: Zanubrutinib PO; mosunetuzumab SC 
• Prophylaxis: Dexamethasone, anti H2, acetaminophen in 

C1 (and C2 if prior CRS)
• VZV and PJP prophylaxis and GCSF support per treating 

physician

1 cycle = 21 days 

D1 D8 D15
Zanubrutinib 320 mg orally daily Zanubrutinib 320 mg orally daily

Zanubrutinib 320 mg orally daily

D-7

Falchi, L, et al, ASH 2025



Response Type Response Evaluable 
(n=51)

Overall Response 47 (92%)

Complete Response 42 (82%)

Partial Response 5 (10%)

Stable Disease 1 (2%)

Progressive Disease 3 (6%)

Mosunetuzumab + Zanubrutinib Induced 
Deep Responses in Most Patients

Falchi, L, et al, ASH 2025



Other AEs of interest: 3 Patients had G3 (1) or G4 (2) neutropenia; 1 had G3 febrile neutropenia; 1 had G3 acute kidney 
injury in the setting of tumor ureteral compression; 1 had prostate cancer (G3), and 1 had G3 syncope  

Most Adverse Events Were Low-Grade

• No safety signals were 
observed for 
mosunetuzumab or 
zanubrutinib

• Most AEs were grade 1-2 
• No patient discontinued 

treatment due to AEs

Falchi, L, et al, ASH 2025



Odronextamab plus Chemotherapy in Patients with 
Previously Untreated Follicular Lymphoma: First Results from 
Part 1 of the Phase 3 Olympia-2 Study. 

Wudhikarn K et al.
ASH 2025;Abstract 3600 



Wudhikarn, K, et al, ASH 2025



Wudhikarn, K, et al, ASH 2025

Edema peripheral



Wudhikarn, K, et al, ASH 2025



ASH 2025;Abstract 2295.



Celestimo Study Design and Baseline Characteristics

Sano D et al. ASH 2025;Abstract 2295.



Celestimo: Efficacy and Safety Summary

Sano D et al. ASH 2025;Abstract 2295.



ASH 2025;Abstract 883. 



Phillips, T, et al, ASH 2025

Definition of High Risk



Phillips, T, et al, ASH 2025



Phillips, T, et al, ASH 2025

PFS

MRD

3 deaths: 2 infection; 1 PD



HER2-Positive 
Gastrointestinal Cancers
Thursday, January 8, 2026

7:15 PM – 8:45 PM PT 
(10:15 PM – 11:45 PM ET)

Expert Second Opinion: Investigators Discuss the 
Optimal Management of Gastrointestinal Cancers

A CME Symposium Series Held Adjunct to the 
2026 ASCO® Gastrointestinal Cancers Symposium

Advanced Gastroesophageal 
Cancers

Friday, January 9, 2026
6:00 PM – 8:00 PM PT

(9:00 PM – 11:00 PM ET)

Localized Colorectal Cancer
Thursday, January 8, 2026

7:15 PM – 8:45 PM PT 
(10:15 PM – 11:45 PM ET)



Thank you for joining us! 

Please take a moment to complete the survey currently 
up on Zoom. Your feedback is very important to us. 

The survey will remain open for 
5 minutes after the meeting ends. 

Information on how to obtain CME and ABIM MOC 
credit is provided in the Zoom chat room. 

Attendees will also receive an email in 1 to 3 business 
days with these instructions.




