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NP30179 Phase I/II study design (MCL)

Clinical cut-off date: September 04, 2023. 
*In the 1000mg Gpt cohort, two patients had 16mg glofitamab as their target dose in the dose escalation phase.

C, cycle; CRS, cytokine release syndrome; D, day; ECOG PS, Eastern Cooperative Oncology Group performance status; 
Gpt, obinutuzumab pretreatment; IV, intravenous. 1. NCT03075696. Available at: https:www.clinicaltrials.gov.

Dosing schedule

C1 C2

D8: 2.5mg

C12

D15: 10mg

D1: 1000mg Gpt

D1: 30mg*

D1: 2000mg Gpt

D1: 30mg*

21-day cycles

or

Approximately 8.5 months

High avidity binding 
to CD20 on B cells

CD3 T-cell 
engagement

Silent Fc region 
extends half-life and 

reduces toxicity*

Glofitamab: CD20xCD3 bispecific antibody 

with 2:1 format for increased 

potency versus 1:1 format9



Duration of response

DOCR* 
Prior BTKi

n=22

All patients

n=47

Median DOCR, months (95% CI) 12.6 (5.4–NE) 15.4 (12.7–NE)

15-month DOCR rate, % (95% CI) 33.5 (10.6–56.4) 50.3 (32.0–68.6)

Ongoing CR, n (%) 10 (45.5) 28 (59.6)

DOR* n=23 n=51

Median DOR, months (95% CI) 12.6 (7.4–NE) 16.2 (12.6–NE)

15-month DOR rate, % (95% CI) 38.0 (15.5–60.6) 59.7 (44.1–75.3)

Ongoing response, n (%) 10 (43.5) 28 (54.9)

Clinical cut-off date: September 04, 2023. Investigator-assessed. 

DOR, duration of response; DOCR, duration of complete response; NE, not estimable.

15-month DOCR rate: 50.3%
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Median follow-up for CR:           17.2 

months (95% CI: 9.5–22.6)



Updated Response Data



Clinical cut-off date: September 04, 2023. 
*CRS by ASTCT consensus grading criteria.1

Glofit, glofitamab. 1. Lee DW, et al. Biol Blood Marrow Transplant 2019;25:625–38

CRS by cycle and grade 

1000mg 

Gpt cohort

(n=16)

2000mg 

Gpt cohort

(n=44)

All 

patients 

(N=60)

2.5mg glofitamab

Median time 

to CRS* 

onset, hours 

(range)

6.1 

(3.4–13.0)

17.5 

(4.0–46.3)

9.7

 (3.4–46.3)

Median CRS 

duration, 

hours, (range)

53.3 

(9.0–171.2)

21.0 

(2.0–692.7)

49.0 

(2.0–692.7)

10mg glofitamab

Median time to 

CRS onset, 

hours (range)

17.5 

(8.5–34.3)

20.6 

(6.7–32.6)

20.6 

(6.7–34.3)

Median CRS 

duration, hours 

(range)

44.9 

(1.0–625.5)

19.5 

(1.5–83.0)

24.6 

(1.0–625.5)

CRS events were predominantly in Cycle 1, and the median duration 

of CRS was shorter in patients in the 2000mg versus 1000mg cohort



Glofitamab Summary

• Maturing data indicates ongoing 

responses in those w/ a CMR on the 

179 study

• Official update in ASCO/EHA 2026

• Safety remains biggest issue

• New mitigation strategy 

implemented during SUD

• Ongoing phase 3 study



Mosunetuzumab



Mosunetuzumab Efficacy



Combinations



Mosun/Pola



Mosun/Pola



Mosun/Pola



Mosun/Pola Summary

• Excellent ORR in high-risk patient population

• Safety shines

• Low CRS rates (mostly all grade 1)

• Better situated to integrate into US community space

• Early DOR and PFS encouraging

• Look forward to updated data…



Current/Upcoming Combination Studies 2L+

• Glofitamab and pirtobrutinib

• Australia and US

• GLOASIS

• Glofitamab With venetoclax +/​- 

zanubrutinib in High-risk Mantle-

cell Lymphoma

• France/Belgium

• Glofitamab + lenalidomide

• US

• Glofitamab and Polatuzumab

• R/R

• US – Lycon group

• Glofitamab and Loncastuximab

• R/R

• US - COH



• Inclusion criteria on Jain et al. JCO 
2020. This includes

• Blastoid/Pleomorphic variants

• Ki67≥50%

• Presence of a TP53 mutation 
defined by either molecular 
testing or IHC

• del (17p) by FISH

• complex karyotype

• 3 or more cytogenetic 
abnormalities in addition to 
t(11:14)

• High-risk MIPI-b score (≥6.2)

• Bulky disease



GLOVe (Induction)

• Patients start w/ a lead in of 

venetoclax starting at 50 mg which 

is increased weekly until a dose of 

400 mg was reached. 

• Once a dose of 200 mg is reached 

(C1D15), patients start the 

obinutuzumab pretreatment. 

• Glofitamab is started C2D1 w/ 

standard weekly step-up dosing to 

goal of 30 mg.

• Patients start one week of 

lenalidomide once the 30 mg dose 

of Glofit is reached (C3D8). 

Thereafter dosed two weeks on 

and one-week C3-12. 

Patients start one week of 

lenalidomide once the 30 mg dose 

of Glofit is reached (C3D8). 

Thereafter dosed two weeks on 

and one-week C3-12. 



GLOVe (Maintenance)

• With maintenance 

Glofitamab is given once 

every 8 weeks for 2 years.

• Lenalidomide is given at 

half of the dose given at 

completion of induction 

three weeks on and one 

week off for 6 months

• Venetoclax is given for 4 

months



Baseline N=28

Age (median/range) 65 (53-79)

Male 16 (57%)

Race

White 31 (88%)

Black 1 (4%)

Asian 2 (6%)

Unknown 1 (4%)

Ethnicity/Hispanic 4 (14%)

Stage 

II 2 (7%)

III 1 (4%)

IV 32 (91%)

BM involved 32 (91%)

GI involved

Yes 20 (57%)

No 11 (31%)

N/A 4 (14%)

Leukemic only 3 (9%)

ALC > ULN 12/28 (43%)

Ki67>=50%: 17/30 (57%)

P53 mutation 16 (47%)

Del_17p

Yes 15 (47%)

No 17 (53%)

N/A 1 (4%)

Morphology

Classical 24 (71%)

Blastoid 8 (24%)

Leukemic non-nodal 2 (6%)

CK

Yes 26 (75%)

No 4 (14%)

N/A 5 (14%)

MIPI-c

Low (0) 1 (4%)

Low-intermediate (1) 5 (18%)

High-intermediate (2) 14 (47%)

High (3) 10 (33%)

Unknown 5 (14%)

Missing Ki-67 3 (9%)

Pending K-67 2(6%)

Baseline Patient Characteristics
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CRS rates and timing

N = 7

N = 1

N = 8 

C2D1 C2D8 C3+

2.5 mg 10 mg 30 mg

Grade 1 8 1 3 

Grade 2 7 1 1 

Grade 3 1 0 0

• Two patients received a 

dose of toci w/ 

subsequent CRS

Tocilizumab 

Patients 14

Doses 16

CRS

Median Duration 1 (0-6)

Time to Resolution 1 (0-3)
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Response

1st response assessment planned 

after 9 weeks of therapy

• Completion of ven ramp and 

Glofit SUD in addition to 1 wk of 

lenalidomide (19 pts)

• 5 pts never started lenalidomide

• 1 death due to urosepsis*

• 1 due to PJP/fungal infection#

• 1 due to disease during ven ramp up#

* Related to treatment  

# Related to disease

Treatment data N = 35

Off-Treatment N = 7

Completed treatment N = 3

Deaths on treatment N = 4

Related to treatment (#4) N = 1

Other (PJP, Disease, Beta Amyloid Plaques)
Still on treatment N = 28

Follow up among survivors 10 (1 – 27)

CR N = 31

PR (#31) N = 1

Death without response assessed N = 2

Pending (#34, 35) N = 2

MRD status (10-6)
Negative N = 28

Positive (#4, #27, #31, #32) N = 4

Death w/o response assessed (#13, #25) N = 2

Pending (#34, 35) N = 2

MRD negative CR
Yes N = 30

No  (#4, #27) N = 2

Death w/o response assessed (#13, #25) N = 2

Pending (#34, 35) N = 2



Ongoing/Pending Combination Studies in 1L

• Glofitamab and ibrutinib

• US

• GLOASIS

• Glofitamab With venetoclax +/​- 

zanubrutinib in High-risk Mantle-

cell Lymphoma

• France/Belgium

• Several recently approved 

Mosun/Pola + BTKi concepts 

• US



Conclusions

• Bispecifics offer great potential in MCL

• Single agent data with some concerns

• Glofit – CRS

• Mosun – efficacy/CRS

• Future of agents likely will be in combinations similar to other lymphoma 

subtypes

• Mosun/Pola

• Pending Glofit combinations.



Thank you
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