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Post BTKi Outcomes

Martin et al. Blood 2016;127:1559-1563, Cheah et al. Annals of Oncology Volume 26 | No. 6 | June 2015
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What’s the best option for this patient?

 Options within the United States

• FDA approved options

• Currently pirtobrutinib and CAR-T

• Brexu-cel

• Lis-ocel

• Per NCCN

• Adds Glofitamab as a 2B recommendation
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Glofitamab
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Response rates
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Response rates* in patients with R/R MCL

Prior BTKi

n=31†

BTKi naïve 

n=29†

All patients

N=60†

(PR) 3.2%

High CR and OR rates were observed in the overall population and in both 

BTKi-naïve patients and those with prior BKTi therapy

• Median time to first response 

among responders (n=51): 

42 days (95% CI: 42.0–45.0)

• Clinical cut-off date: September 04, 2023.
*Investigator-assessed. †Efficacy evaluable population.
CI, confidence interval; ORR, overall response rate; PR, partial response.
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Duration of response

DOCR* 

Time (months)

D
O

C
R

 p
ro

b
a

b
il

it
y
 (

%
)

Patients with a CR (n=47)

Censored

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

No. at risk 47 41 33 25 19 12 9 7 6 3 2 2 1 NE

0

20

40

60

80

100

Median follow-up for CR:           

17.2 months (95% CI: 9.5–22.6)

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)

With 17 months’ median follow-up, fixed-duration glofitamab monotherapy achieved 

durable CRs with the majority of CRs (59.6%) still ongoing at data cut-off
• Clinical cut-off date: September 04, 2023.

• *Investigator-assessed. 

• DOR, duration of response; DOCR, duration of complete response; NE, not estimable.
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Time-to-event endpoints
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Landmark analyses by response at EOT
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MRD kinetics are consistent with observed durable 
responses
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CRS by cycle and grade 
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Other adverse events of interest
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Concern w/ Glofitamab

• Still w/ limited follow up compared w/ data from brexu-cel. 
• More mature data is needed. 

• How durable are the majority of the CRs
• What is driving relapse

• CD20 expression
• Safety

• CRS is concerning related to our lymphoma subtypes
• Zero to 100

• Limited time to monitor
• Earlier use of toci likely best in most patients
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Upcoming



Upcoming clinical trials….
NCT Title 1L or 2L+ Phas

e
Multisite Locatio

n
Open

NCT05833763 A Phase 2 Trial of Glofitamab and Pirtobrutinib 
in Mantle Cell Lymphoma Pts w/ Prior BTK Inhibitor Exposure. 
(GOlDiLOX)

2L+ 2 Y AUS Y

NCT06054776 Acalabrutinib, Obinutuzumab, and Glofitamab for the Treatment 
of Relapsed or Refractory Mantle Cell Lymphoma.

2L+ ½ N US Y

NCT06192888 A Study of Glofitamab and Lenalidomide in People 
with Mantle Cell Lymphoma

2L+ 2 Y US Y

NCT05861050 Glofitamab With Obinutuzumab, Venetoclax, and Lenalidomide 
for the Treatment of Patients With Newly Diagnosed High Risk 
Mantle Cell Lymphoma. (GLOVe)

1L 1/2 Y US Y

NCT06656221 A Prospective, Single-Center Study Evaluating the Efficacy and 
Safety of Glofitamab Combined With Orelabrutinib and 
Bortezomib in Patients With High-Risk Mantle Cell Lymphoma

N/A N/A N/A China N

NCT06558604 A Phase II Study Evaluating Glofitamab in Combination With 
Venetoclax Plus Zanubrutinib or Venetoclax Alone in Subjects 
With Untreated or Relapsed/Refractory High-risk Mantle-
cell Lymphoma

1L 2 Y France Y

NCT06357676
Glofitamab Plus Ibrutinib With Obinutuzumab for the Treatment 
of Patients With Mantle Cell Lymphoma

1L 2 Y US N



➢ Inclusion

 High risk features as classified by Jain et al.  
JCO 2020 

o Blastoid/Pleomorphic variants

o Ki67≥50%

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

o del (17p) by FISH

o complex karyotype

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

o High-risk MIPI score (≥6.2)

o Bulky disease

o Exclusion

• Prior systemic therapy excluding 
corticosteroids.

GLOVe in 1L high-risk MCL



Enrollment 

Patient Characteristics

Age Group Gender Race
Ethnicity* P53 statusBlastoid

Morph

Enrolled/

Evaluable

Pediatric1 Adult2 65+ Male Female AI A/PI B W O H NH wt mut Y N

0 17 13 8 9 1 1 15 3 14 9 8 2 15 17/14

1Age 16 and under; 2Age 17 to 64; 3Age 65 and up 

AI – American Indian; A/PI – Asian/Pacific Islander; B-Black; W- White; O-Other; NA-Unknown H-Hispanic; NH-Non-Hispanic or Latino

wt – wild type; mut – mutation; morph - morphology
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Mosunetuzumab

• Published data from Mosunetuzumab Budde et al. 

• 13 enrolled patients

• ORR 30.8% (CR 23.1%)
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Study design: Phase II dose expansion (MCL)

*From C2 and beyond, premedication was optional for patients who did not experience CRS in the previous cycle; corticosteroid 

premedication consisted of 20mg of dexamethasone or 80mg of methylprednisolone, either IV or orally.
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Response

*From C2 and beyond, premedication was optional for patients who did not experience CRS in the previous cycle; corticosteroid 

premedication consisted of 20mg of dexamethasone or 80mg of methylprednisolone, either IV or orally.
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DOR
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K/M Curves
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CRS summary
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ICANS/Neuropathy



27

Concern w/ Mosun/Pola

• Small numbers in original study
• Study was expanded pending update

• Very w/ limited follow up compared w/ data with other 
treatments. 
• No updated data after 1 year

• Mosun as single agent w/ limited impact 
• concern about durability?



Thank you


	Diapositiva 1
	Diapositiva 2
	Diapositiva 3
	Diapositiva 4
	Diapositiva 5
	Diapositiva 6
	Diapositiva 7
	Diapositiva 8
	Diapositiva 9
	Diapositiva 10
	Diapositiva 11
	Diapositiva 12
	Diapositiva 13
	Diapositiva 14
	Diapositiva 15
	Diapositiva 16
	Diapositiva 17: Upcoming clinical trials….
	Diapositiva 18
	Diapositiva 19: Enrollment 
	Diapositiva 20
	Diapositiva 21
	Diapositiva 22
	Diapositiva 23
	Diapositiva 24
	Diapositiva 25
	Diapositiva 26
	Diapositiva 27
	Diapositiva 28: Thank you

