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Worsening Outcomes With Additional Lines of Therapy:  Results From the 
International SCHOLAR-5 Study

ASCT, autologous stem cell transplant; CRR, complete response rate; FLIPI, Follicular 
lymphoma international prognostic index; LoT, lines of therapy; mo, months; mPFS, 
median PFS; OS, overall survival; ORR, objective response rate; PFS, progression-free 
survival; POD24, progression of disease within 24 months; TTNT, time to next treatment.
Adapted from Ghione P, et al. Haematologica. 2023;108(3):822-832.

3rd LoT 4th LoT 5th+ LoT
ORR (%) 68 63 37
CRR (%) 44 27 22

5-year OS (%) 62 52 38
mPFS (median mo) 11 9.7 3.9
TTNT (median mo) 20.1 17.9 7.1

Ghione, et al. 
(SCHOLAR-5)

N 128

Median age, years 
(range)

65
(36–86)

Stages 3–4 86%

FLIPI 3–5 39%

POD24 27%

Prior ASCT 18%

Prior anti-CD20+ 
alkylating agent 89%
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Different Strategies for the Administration of BsAbs in FL

• BsAb, bispecific antibody; C, cycle; CRS, cytokine release syndrome; D, day; FL, follicular lymphoma; IV, intravenous; Q2W, every 2 weeks; Q4W, every 4 weeks; QW, every week; SC, subcutaneous.
Adapted from: 1. Dreyling M, et al. J Clin Oncol. 2017;35(35):3898-3905. 2. Budde LE, et al. Lancet Oncol. 2022;23(8):1055-1065. 3. Kim T-M, et al. Presented at: ASH 2022. 

Epcoritamab
• SC epcoritamab administered weekly for 8 weeks then 

monthly
• Optimized Step-up dosing in C1 (4, 12, 48 mg)
• Treatment until progression 
• Steroid prophylaxis
• Hospitalization at D22 C1 (12 weeks) Months 4 to 10 Month 10+

48 mg Q2WFrom D22: 48 mg QW

D1: 0,16 mg

48 mg Q4W

D8: 0,8 mg

Mosunetuzumab
• IV mosunetuzumab administered weekly during C1 and then 

in 21-day cycles
• Step-up dosing in C1
• Fixed-duration treatment 
• No mandatory hospitalization C1 C3 C8 (if CR)/C17

D1: 30 mg D15: 60 mg

D1: 1 mg

D1: 60 mg

C2

D1: 30 mg 

D8: 2 mg

Odronextamab
• IV odronextamab administered 
• This was modified to 0.7/4/20 mg during C1 to further 

mitigate the risk of CRS
• Treatment until progression 
• 48-hour hospital admission required at each split until 

nominal dose achieved C1 C2 – C4 Maintenance

Days 1, 8, 15: 80 mg

D1: 0.2 mg

Q2W: 160 mg

D2: 0.5 mg

D8: 2 mg

D9: 2 mg

D15: 10 mg

D16: 10 mg

D15: 3 mg



GO29781: a pivotal Phase II study evaluating 
mosunetuzumab IV in patients with R/R FL

IRC and INV assessments were done using the Cheson 2007 criteria.5 *Assessed by IRC and INV.
C, cycle; CR, complete response; D, day; DOCR, duration of complete response; 
DOR, duration of response; ECOG PS, Eastern Cooperative Oncology Group performance status; 
INV, investigator; IRC, independent review committee; IV, intravenous; 
ORR, overall response rate; OS, overall survival; PFS, progression-free survival; 
PR, partial response; SD, stable disease.

1. Sun LL, et al. Sci Transl Med 2015;7:287ra70; 2. Lunsumio US PI. Available from: 
https://www.accessdata.fda.gov [Accessed November 2025]; 3. Lunsumio SmPC. 

Available from: https://www.ema.europa.eu [Accessed November 2025]; 
4. Budde LE, et al. Lancet Oncol 2022;23:1055–65; 
5. Cheson BD, et al. J Clin Oncol 2007;25:579–86. 

• Mosunetuzumab is the first CD20xCD3 T-cell engaging bispecific antibody approved by the United States Food and Drug 
Administration and the European Medicines Agency for the treatment of patients with R/R FL after ≥2 prior lines of therapy1–3

• In a pivotal Phase II study (NCT02500407), fixed-duration mosunetuzumab demonstrated high response rates, 
durable remissions, and a manageable safety profile in patients with R/R FL4

• We report updated efficacy and safety data for mosunetuzumab in patients with R/R FL after a median follow-up 
of 5 years

Mosunetuzumab administration
• IV administration in 21-day cycles with C1 step-up dosing
• Fixed-duration treatment: 8 cycles if CR after C8 or 17 cycles if PR/SD after C8
• No mandatory hospitalization 

C1 C3 C8/17

D1: 30mg D15: 60mg

D1: 1mg

D1: 60mg

C2

D1: 30mg 
D8: 2mg

Key inclusion criteria
• R/R FL Grade 1–3a
• ≥2 prior therapies including an anti-CD20 antibody 

and an alkylator 
• ECOG PS 0–1 

Endpoints
• Primary: CR rate (IRC-assessed) as best response
• Secondary: CR (INV-assessed), ORR,* DOR,*

DOCR,* PFS,* OS, and safety



Long-term survival benefits continue to be 
observed in the overall population

CCOD: May 1, 2025.
CCOD, clinical cut-off date; CI, confidence interval; NE, not estimable; TTNT, time to next treatment. 

• Mosunetuzumab continued to induce durable 
responses in the overall population (N=90):
– The ORR and CR rate were 78% and 60%, 

respectively
– The median DOCR was not reached 

(95% CI: 44.1–NE) and the 5-year DOCR rate 
was 52.1% (95% CI: 36.2–67.9)

– The median PFS was 24 months 
(95% CI: 12.0–53.2) and the 5-year PFS rate was 
36.5% (95% CI: 25.3–47.7)

– The median OS was not reached, and the 
5-year OS rate was 78.5% (95% CI: 69.6–87.4)

– The median TTNT was 64.1 months 
(95% CI: 21.7–NE)

OS in the overall population

PFS in the overall population
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Budde LE, et al. ASH 2025; Poster presentation (abstract #5352).



Mosunetuzumab prolongs survival in patients with a CR

Budde LE, et al. ASH 2025; Poster presentation (abstract #5352).Data cut-off date: May 1, 2025.

PFS of patients with a CR OS of patients with a CR

Of patients with a CR n=54
Median PFS, months (95% CI)*

5-year PFS, % (95% CI)
61 (47.6-NE)

56.8% (42.0-71.6)

Of patients with a CR n=54

Median OS months (95% CI)†

5-year OS rate, % (95% CI)
NR (NE-NE)

91.6% (83.7-99.5)

With a median follow up of 5 years, nearly all patients with a CR are alive.

5-year follow up



The incidence of lymphoma-specific deaths 
and deaths due to other causes were both low

CCOD: May 1, 2025.*Patients were censored by death due to other or unknown causes, withdrawal from study, and the data cut-off. 

• The 5-year lymphoma-specific 
survival rate was 83.7% 
(95% CI: 75.5–91.9) in the 
overall population

• After the 3-year landmark analysis, 
only three lymphoma-specific 
deaths occurred

• A total of 18 deaths were reported; 
13 were lymphoma-specific, one 
each due to unexplained death, 
cardiac arrest and sepsis, and two 
with unknown cause

Lymphoma-specific survival*

Patients at risk
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Consistent efficacy is observed with fixed-duration 
mosunetuzumab in patients with POD24

CCOD: May 1, 2025. 
POD24, history of disease progression within 24 months from start of first-line therapy.

• Mosunetuzumab continued to induce 
durable responses in high-risk subgroups

• In patients with POD24 (n=47):
– The ORR was 81% and the CR rate was 60% 

– The median PFS was 22 months 
(95% CI: 11.6–61.0), the 5-year PFS rate was 
36.9% (95% CI: 20.7–53.1) 

• In patients without POD24 (n=43):
– The median PFS was 26 months 

(95% CI: 11.8–NE)
– The 5-year PFS rate was 36.0% 

(95% CI: 20.4–51.5)

Long-term survival was observed in patients with high-risk disease characteristics such as POD24

PFS in POD24 and non-POD24 patients
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Budde LE, et al. ASH 2025; Poster presentation (abstract #5352).



Mosunetuzumab continues to demonstrate a manageable 
safety profile in R/R FL with no new toxicities reported

CCOD: May 1, 2025. *Preferred term malignant neoplasm progression (n=1) and preferred term death (n=1); no treatment-related Grade 5 AEs occurred. †Grade 4 
Epstein-Barr viremia. AE, adverse event; COVID-19, coronavirus disease 2019; CRS, cytokine release syndrome.

• CRS remained the most common AE (44%)
– Most events were Grade 1/2: Grade 1 (26%), Grade 2 (17%), Grade 3 (1%), Grade 4 (1%); all CRS events were resolved 

• No serious infections related to mosunetuzumab were reported after 13.4 months

n (%) patients with ≥1 AE N=90
Number of patients with at least one AE 90 (100)

Grade 3/4 AE 62 (68.9)

Serious AEs 43 (47.8)

Grade 5 AEs* 2 (2.2)

AEs leading to treatment discontinuation 4 (4.4)

Infections 45 (50.0)

Serious infections 18 (20.0)

Grade 3/4 infections 15 (16.7)

Infection AEs leading to treatment withdrawal 1 (1.1)†

n (%) patients with ≥1 AE N=90
Most common infection AEs, any grade

Unspecified pathogens 28 (31.1)
Upper respiratory tract infection 8 (8.9) 

Viral infections 14 (15.6)
COVID-19/suspected COVID-19 3 (3.3)

Fungal infections 7 (7.8)
Oral candidiasis 2 (2.2)

Bacterial infections 7 (7.8)
Cellulitis 2 (2.2)

Opportunistic infections 1 (1.1)
Pneumocystis jirovecii pneumonia 1 (1.1)

No new AEs were reported since the 4-year follow-up

Budde LE, et al. ASH 2025; Poster presentation (abstract #5352).



Mosunetuzumab SC had a manageable safety 
profile including among retreated patients

Clinical cut-off date: May 1, 2025. *COVID-19 pneumonia, n=2; COVID-19, n=1; hemophagocytic lymphohistiocytosis, n=1 
(with active Epstein-Barr virus, cytomegalovirus, and lymphoma transformation); general physical health deterioration, n=1. 
†COVID-19 pneumonia, n=2; COVID-19, n=1. 
ASTCT, American Society for Transplantation and Cellular Therapy.2

1. Bartlett NL, et al. ASH 2024; Poster 1645. 
2. Lee DW, et al. Biol Blood Marrow Transplant 2019;25:625–38.

• No new CRS events or fatal, serious, or 
Grade ≥3 AEs were reported since the 
previous analysis1

• Injection site reactions remained the most 
common AE (n=65; 69.1%)

– All were either Grade 1 (n=56; 59.6%) 
or Grade 2 (n=9; 9.6%)

• Two patients experienced Grade 3 
febrile neutropenia

• No immune effector cell-associated 
neurotoxicity syndrome events were reported

• The safety profile during retreatment was 
consistent with initial therapy, with only 
2 (10%) Grade 1 CRS events, 1 serious AE, 
and no fatal AEs

n (%) unless stated Mosunetuzumab SC
(N=94)

Mosunetuzumab SC 
retreatment

(n=9)
AE 93 (98.9) 8 (88.9)
Grade 3/4 AE 46 (48.9) 3 (33.3)
Serious AE 37 (39.4) 1 (11.1)
Grade 5 (fatal) AE 5 (5.3)* 0
AE leading to Mosun SC 
discontinuation 7 (7.4) 0

Any grade CRS by ASTCT

Grade 1
Grade 2
Grade 3

28 (29.8)

19 (20.2)
7 (7.4)
2 (2.1)

2 (22.2)

2 (22.2)
0
0

Any grade infections

Grade 1
Grade 2
Grade 3/4
Grade 5

52 (55.3)

13 (13.8)
21 (22.3)
15 (16.0)
3 (3.2)†

4 (44.4)

3 (33.3)
0

1 (11.1)
0

Assouline S, et al. ASH 2025; Poster presentation (abstract #5353)



Epcoritamab Demonstrates deep and 
durable responses at 3-years follow up in 
patients with relapse/refractory follicular 
Lymphoma  

Vitolo et al,  PF881, EHA 2025

Updated Data Presented At EHA 2025
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Vitolo et al,  PF881, EHA 2025



Vitolo et al,  PF881, EHA 2025

Responses Across Subgroups

Median time to response, 
months (range) 1.4 (1.0–3.0)

Median time to complete 
response, months (range) 1.5 (1.2–11.1)



PFS and OS in the pooled exp Cohort

In the pooled EXP cohort median 
PFS was 15.4 mo

However
After adjustment for COVID-19 

deaths it was 34.2 mo and NR in 
patients in CR

OS was NR regardless od COVID 
adjustment

The exstimated COVID- adjusted 
30-month OS rate was 79%



Vitolo et al,  PF881, EHA 2025

Time to Next Treatment

MRD negativity (10-6 cutoff;PBMC, clonoSEQ® assay) was achieved in 70% of MRD evaluable patients 



EPCORE® NHL-1: CRS Events by Dosing Period, 
Time to Onset, and Resolution

Data cutoff: April 21, 2023. Information is provided for the 128 patients with R/R FL. Please note, due to variations in data classification and/or calculations, 127 patients with R/R FL received a 2 step-up dosage schedule per the prescribing 
information, which does not include 1 patient who had transformation from FL to DLBCL. A 3-step up dosage schedule is recommended per the prescribing information2; a 2-step up dosage schedule was used for the clinical trial only. 
aGraded by Lee et al 2019 criteria. bSubject-level data is the number of subjects who experienced at least one event of CRS. cAmong all 128 patients. 
C, cycle; CRS, cytokine release syndrome; d, day; DLBCL, diffuse large B-cell lymphoma; FL, follicular lymphoma; h, hour; R/R, relapsed or refractory.
1. Linton KM, et al. Lancet Haematol. 2024 Jun 15. doi: 10.1016/S2352-3026(24)00166-2. Online ahead of print. 2. EPKINLY® [package insert]. Plainsboro, NJ: Genmab US, Inc and North Chicago, IL: AbbVie Inc.
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Most CRS events occurred 

in Cycle 1 and were 
associated with the first 
full dose of epcoritamab

76 (60%) patients experienced 
CRS following the first full dose

CRS resolved in 100% 
of patients

Median time to 
resolution = 2 d



EPCORE® NHL-1: ICANS Occurrence, Time to Onset, 
and Resolution

Data cutoff: April 21, 2023. Information is provided for the 128 patients with R/R FL. Please note, due to variations in data classification and/or calculations, 127 patients with R/R FL received a 2 step-up dosage schedule per the prescribing 
information, which does not include 1 patient who had transformation from FL to DLBCL. aGraded by Lee et al 2019 criteria. 
D, day; DLBCL, diffuse large B-cell lymphoma; FL, follicular lymphoma; ICANS, immune effector cell–associated neurotoxicity syndrome; R/R, relapsed or refractory.
Linton KM, et al. Lancet Haematol. 2024 Jun 15. doi: 10.1016/S2352-3026(24)00166-2. Online ahead of print. 

Expansion Cohort

Median time to onset from 
most recent dose = 3.5 d

ICANS resolved in 100% of patients
Median time to 
resolution = 2 d

Incidence of ICANSa (FL, N=128)
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EPCORE® NHL-1: Incidence of Cytopenias

Percentages are rounded to the nearest whole number.
Data cutoff: April 21, 2023. Information is provided for the 128 patients with R/R FL. Please note, due to variations in data classification and/or calculations, 127 patients with R/R FL received a 2 step-up dosage schedule per the prescribing information, 
which does not include 1 patient who had transformation from FL to DLBCL. aNeutropenia includes neutropenia and decreased neutrophil count. bLymphopenia includes lymphopenia and decreased lymphocyte count. cThrombocytopenia includes 
thrombocytopenia and decreased platelet count. 
d, day; DLBCL, diffuse large B-cell lymphoma; FL, follicular lymphoma; G-CSF, granulocyte colony-stimulating factor; R/R, relapsed or refractory.
Linton KM, et al. Lancet Haematol. 2024 Jun 15. doi: 10.1016/S2352-3026(24)00166-2. Online ahead of print. 
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In 36 (28%) patients who experienced 
neutropenia:
• 23/128 (18%) required treatment with 

G-CSF

In 4 (3%) patients who experienced febrile 
neutropenia:
• All were Grade 3
• All required G-CSF

Median time to resolution = 27.5 d

Cytopenia adverse events occurring in 
≥10% of patients (FL, N=128)



Vitolo et al,  PF881, EHA 2025

Safety Profile – IgG Levels over the Time



Vitolo et al,  PF881, EHA 2025

Treatment Discontinuations while in CR



ELM-2 study design: R/R FL cohort

22

*Per WHO 2017 classification;2 †Each cycle = 21 days; ‡The study initiated with a Cycle 1 step-up regimen of 1/20 mg. This was modified to 0.7/4/20 mg to further mitigate the risk of CRS. Premedication administered during Cycle 1 step-
up included dexamethasone, diphenhydramine, and acetaminophen; §According to Lugano criteria.3
B-NHL, B-cell non-Hodgkin lymphoma; CD, cluster of differentiation; CR, complete response; CRS, cytokine release syndrome; D, Day; DOR, duration of response; ECOG PS, Eastern Cooperative Oncology Group performance status;
FL, follicular lymphoma; ICR, independent central review; IV, intravenous; IVIg, intravenous immunoglobulin; ORR, objective response rate; OS, overall survival; PFS, progression-free survival; PJP, Pneumocystis jirovecii pneumonia; 
Q2W, once every 2 weeks; Q4W, once every 4 weeks; R/R, relapsed/refractory; WHO, World Health Organization. 
1. Kim TM, et al. Ann Oncol 2024;35(11):1039–47; 2. Swerdlow SH, et al. IARC Publications. Geneva, Switzerland: IARC Press; 2017; 3. Cheson BD, et al. J Clin Oncol 2014;32(27):3059–68.

Anti-infection prophylaxis including IVIg supplementation and antivirals was recommended, and PJP prophylaxis was mandated

Key eligibility criteria
• Age ≥18 years
• FL Grade 1–3a*
• ECOG PS 0 or 1
• Refractory to or relapsed after ≥2 prior lines of systemic therapy 

including an anti-CD20 antibody and an alkylating agent

ELM-2: Phase 2, open-label, 
multicohort, multicenter study of 
odronextamab monotherapy in 
patients with R/R B-NHL 
(NCT03888105)

Odronextamab IV administration

Cycle 1† (step-up)
D1/2, 8/9, 15/16

Cycles 2–4†

D1, 8, 15

80 mg 160 mg 0.7/4/20 mg‡

Maintenance
Q2W à Q4W if 

durable CR (≥9 months) 

Week 12
First post-baseline disease assessment

Measures taken to facilitate diverse, 
inclusive enrollment:1
• Diverse trial sites
• Translated consent forms 
• Extended screening windows
• Broad eligibility criteria

Primary endpoint 
• ORR§ by ICR

Secondary endpoints
• ORR§ by local investigator
• CR,§ DOR,§ PFS,§ and OS
• Safety and tolerability 
• Patient-reported outcomes



PFS was prolonged and OS was similar in patients with a CR compared 
with those in the overall population

23
Data cutoff date: August 15, 2024. Efficacy per ICR. *Events of either progressive disease or death.
CAR-T, chimeric antigen receptor T cell; CI, confidence interval; CR, complete response; ICR, independent central review; NE, not evaluable; OS, overall survival; PFS, progression-free survival; PR, partial response.

PFS rate, % (95% CI) All patients (N=128) CR (n=95) PR (n=8)
24 months 49.8 (40.1–58.7) 62.8 (51.6–72.2) 0 (NE–NE)

36 months 37.5 (27.2–47.8) 48.8 (35.9–60.6) 0 (NE–NE)

OS rate, % (95% CI) All patients (N=128) CR (n=95) PR (n=8)
24 months 70.9 (61.7–78.3) 81.1 (71.3–87.8) 17.9 (0.8–53.8)
36 months 62.6 (52.1–71.5) 73.2 (61.0–82.1) NE (NE–NE)

Overall
CR
PR

OS

Overall 128 118 108 104 101 95 86 79 75 53 43 34 33 31 28 19 11 6 03
CR 95 95 89 87 85 84 77 72 68 49 39 30 29 27 24 17 11 6 03
PR 8 8 7 7 7 4 3 1 1 0 0 0 0 0 0 0 0 0 00
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Median OS: 54.2 months
(95% CI 54.2–NE) 

Median OS: 18.4 months
(95% CI 12.6–NE) 

Median OS: 54.2 months
(95% CI 40.4–NE)

Patients at risk, n

PFS

Median PFS: 34.5 months
(95% CI 24.6–45.5) 

Median PFS: 9.9 months
(95% CI 4.4–17.2) 

Median PFS: 23.0 months
(95% CI 17.7–29.0)
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Patients at risk, n

Median PFS in patients who were event-free* at:
• 1 year (n=74): 43.7 months (95% CI 27.8–NE) 
• 2 years (n=44): 45.5 months (95% CI 38.0–NE)



Patient disposition and treatment 
exposure: 
16% of patients remained on treatment 
after 2 years 

24
Data cutoff date: August 15, 2024. 
*n=76.

Efficacy evaluable
n=128

1/20 mg step-up regimen
n=68 

0.7/4/20 mg step-up regimen
n=60 

Discontinued treatment: n=64 (94.1%) 
• Disease progression: n=20 (29.4%) 
• Physician/patient decision: n=17 

(25.0%) 
• Adverse events: n=13 (19.1%) 
• Death: n=11 (16.2%)
• Withdrew consent: n=2 (2.9%) 
• Other: n=1 (1.5%) 

Discontinued treatment: n=44 (73.3%) 
• Disease progression: n=12 (20.0%) 
• Physician/patient decision: n=11 

(18.3%) 
• Adverse events: n=13 (21.7%) 
• Death: n=4 (6.7%)
• Withdrew consent: n=4 (6.7%) 
• Other: n=0

Ongoing 
treatment
n=4 (5.9%) 

Ongoing 
treatment

n=16 (26.7%)

Enrolled
N=157

n=29

Treatment exposure N=128

Step-up dosing regimen, n (%)
1/20 mg
0.7/4/20 mg

68 (53.1)
60 (46.9)

Median duration of exposure 
(range), weeks

42.86
(0.4–238.6)

In patients who 
discontinued 
odronextamab treatment 
without progressive 
disease*

42.07 
(0.4–200.0)

Completed ≥1 cycle, n (%) 122 (95.3)

Completed ≥4 cycles, n (%) 109 (85.2)



Bsabs combos are highly active in RR FL



1. Clinicaltrials.gov. CELESTIMO. https://www.clinicaltrials.gov/study/NCT04712097. Accessed May 2025; 2. Nastoupil LJ, et al. J Clin Oncol. 2022;40(Suppl 16):TPS7588;
3. Nastoupil L, et al. Hemasphere. 2022;6:P1125; 4. Clinicaltrials.gov. EPCORE FL-1. https://clinicaltrials.gov/study/NCT05409066. Accessed May 2025;
5. Falchi L, et al. Blood. 2022;140(Suppl 1):9338–39;6. Clinicaltrials.gov. ZUMA-22. https://www.clinicaltrials.gov/study/NCT05371093. Accessed May 2025;
7. Flinn IW, et al. J Clin Oncol. 2023;41(Suppl 16);TPS75798; 8. Clinicaltrials.gov. OLYMPIA-5. https://www.clinicaltrials.gov/study/NCT06149286. Accessed May 2025.

Ongoing Phase III trials with BsAbs and CARTs in RR FL

Stratification: POD24, prior lines 1 vs ≥2
refractoriness to anti-CD20 antibodies

Aiming to enrol 400 patients

Two alternative doses of epcoritamab being 
tested (1:1:1 randomization)

Aiming to enrol 642 patients

CELESTIMO trial1-3 EPCORE FL-1 trial 4,5

Epcor + Len + R
12 cycles

R + Len
12 cycle

Mosun + Len
12 cycles

R + Len
12 cycles

Relapsed FL Grade 1-3a
1+ prior line of therapy

Relapsed FL Grade 1-3a
1+ prior line of therapy

Aiming to enrol 230 patients

ZUMA-22 trial6,7

Axi-cel
Investigator choice:

• R-CHOP
• R+ Benda
• R+Len

Relapsed FL Grade 1-3a
1 prior line if POD24

2+ line otherwise

Aiming to enrol 422

Olympia 5 trial8

Odro+Len for
12 cycles

R+ Len
for 12 cycles

Relapsed FL Grade 1-3a and MZL
1+ prior line of therapy

axi-cel, axicabtagene ciloleucel; benda, bendamustine; CHOP, cyclophosphamide+hydroxydaunomycin+oncovin+prednison; 
epcor, epcoritamab; mosun, mosunetuzumab.

https://www.clinicaltrials.gov/study/NCT04712097
https://clinicaltrials.gov/study/NCT05409066
https://www.clinicaltrials.gov/study/NCT05371093
https://www.clinicaltrials.gov/study/NCT06149286
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https://clinicaltrials.gov/study/NCT04712097#study-plan

Nastoupil L, et al. EHA 2022; Poster presentation (#P1125)

CELESTIMO (GO42909): Study design

IRC, Independent Review Committee.

Randomised, open-label, multicentre Phase III study of mosunezutumab (IV) and lenalidomide compared with rituximab 
and lenalidomide in patients with R/R FL

Randomised 
1:1*

Mosunetuzumab + lenalidomide
● Mosunetuzumab IV on C1 [D1 (1 mg), D8 (2 mg), D15 

(30 mg)] q3w and C2–12 D1 (30 mg) q4w
● Lenalidomide on C2–12 D1-21 (20 mg) 

Rituximab + lenalidomide
● Rituximab IV on C1 D1/D8/D15/22 and C3, 5, 7, 9. 11 

D1 (375 mg/m²) q4w
● Lenalidomide on C1–12 D1-21 (20 mg) Efficacy follow-up: 5 years 

from time of randomisation

● Age ≥18 years
● Grade 1–3a CD20+ FL
● ECOG PS 0–2
● ≥1 prior systemic anti-

lymphoma therapy
● Target enrolment 

(Randomised cohort): 
400

Secondary and other endpoints†
● PFS (INV-assessed) in ITT, CR rate (by PET-CT), ORR, OS, DOR, DOCR, time to deterioration in physical 

functioning and fatigue by EORTC QLQC30, safety, PK, immunogenicity, biomarker

Arm A

Arm B

Mosunetuzumab + lenalidomide
(US extension cohort, n=54 pts)

Arm C

Eligibility

● POD 24 status
● Prior lines of therapy  

(1 vs ≥2) 
● Refractoriness to anti-

CD20 therapy 

Stratification factors

PFS (IRC-assessed) in ITT

1o endpoint

https://clinicaltrials.gov/study/NCT04712097


Baseline characteristics

Data cut-off: June 9, 2025. *American Indian or Alaska Native, White. †Missing or partial data. 
2L+, at least one prior therapy; FLIPI, Follicular Lymphoma International Prognostic Index; 
POD24, progressive disease within 24 months of first systemic therapy.

n (%), unless otherwise stated 2L+ FL US cohort
(n=54)

Age, years Median (range) 62.0 (37–82)

Sex Male 32 (59.3)

Race

Asia
Black or African American
White
Multiple*
Unknown

3 (5.6)
2 (3.7)

47 (87.0)
1 (1.9)
1 (1.9)

Ethnicity Hispanic or Latino
Not Hispanic or Latino

12 (22.2)
42 (77.8)

ECOG PS
0
1
2

40 (74.1)
13 (24.1)
1 (1.9)

Ann Arbor stage I/II
III/IV

9 (16.7)
45 (83.3)

n (%) 2L+ FL US cohort
(n=54)

FLIPI score

0/1
2
3
4
5

n=52†

13 (25.0)
18 (34.6)
17 (32.7)
3 (5.8)
1 (1.9)

FL grade 1/2
3a

n=47†

28 (59.6)
19 (40.4)

POD24 Yes 16 (29.6)

Number of prior lines of therapy 1
≥2

30 (55.6)
24 (44.4)

Refractory to prior CD20 therapy Yes
n=48†

19 (39.6)

Relapsed after prior 
CD20 therapy Yes

n=48†

17 (35.4)

Double refractory Yes
n=53†

9 (17.0)

Sano D, et al. ASH 2025; Poster presentation (abstract #1800).



Mosun-Len achieved high response rates in 
patients with R/R FL

Data cut-off: June 9, 2025. 
PR, partial response.

n (%) 2L+ FL US cohort
(n=54)

ORR

CR

PR

52 (96.3)

47 (87.0) 

5 (9.3)

Stable disease 0

Progressive disease 2 (3.7)

The median duration of follow-up was 12.7 months (range: 5–20) 

Sano D, et al. ASH 2025; Poster presentation (abstract #1800).



Mosun-Len had manageable safety

Data cut-off: June 9, 2025. *Pneumonia, considered to be mosunetuzumab related. †The most common infections were: COVID-19, 20.4%; sinusitis, 18.5%; 
and upper respiratory tract infection, 16.7%; which were mainly Grade 2 (44.4%) in severity.

The most common AEs (any grade, by preferred term) were fatigue (57.4%), 
maculo-papular rash (42.6%), and constipation (42.6%)

n (%) 2L+ FL US cohort
(n=54)

Any grade AE 54 (100)

Mosunetuzumab related 48 (88.9)

Lenalidomide related 50 (92.6)

AE leading to discontinuation 
of mosunetuzumab 6 (11.1)

AE leading to discontinuation 
of lenalidomide 10 (18.5)

Grade 3/4 AE 31 (57.4)

Grade 5* 1 (1.9)

Serious AE 15 (27.8)

Mosunetuzumab related 9 (16.7)

Lenalidomide related 4 (7.4)

n (%) 2L+ FL US cohort
(n=54)

CRS by ASTCT grading
Grade 1
Grade 2
Grade 3

15 (27.8)
12 (22.2)
2 (3.7)
1 (1.9)

Infections†
Grade 1
Grade 2
Grade 3
Grade 4
Grade 5

31 (57.4)
2 (3.7)

24 (44.4)
3 (5.6)
1 (1.9)
1 (1.9)

Neutropenia/neutrophil 
count decreased 22 (40.7)

Grade 3/4 18 (33.3)

Febrile neutropenia (Grade 3) 2 (3.7)

CRS events were mainly low 
grade and all resolved
• Median duration of CRS:  

4.0 days (range: 1.0–23.0)

• Median time to onset of 
first CRS event: 2.0 days 
(range: 1.0‒27.0)

Sano D, et al. ASH 2025; Poster presentation (abstract #1800).



To discuss….

• Risk benefit ratio assessment is the key today…
– Favor efficacy…then CART
– Favor safety an manageability…then BsAbs

• And Tomorrow
– 2nd line will be completely reshaped
• BsaBs combo 
• TafaR2

– 3rd line +
• CART if pt is eligible
• Other pts…obi-zanu, ADC, new agents ?


