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• Retrospective analysis of 1347 MM patients (2001-2018)
• Biochemical progression: 60% of cases
• Clinical progression: 40% of cases
• Aggressive relapse: EMD, plasma cell leukemia or 

plasmapheresis needed at relapse

Goldman-Mazur, Sarah, et al. "Outcomes after biochemical or clinical progression in patients with multiple myeloma." Blood advances 7.6 (2023): 909-917.



LOCOMMOTION1

(100% triple class exposed)

1. Mateos MV, et al. LocoMMotion: a prospective, non-interventional, multinational study of real-life current standards of care in patients with relapsed and/or refractory multiple myeloma. Leukemia. 2022 
Mac;36(9):1371-1376;. 2. Bal S, et al. Leukemia. 2022;36:877-80 3. Mikhael J. Treatment Options for Triple-class Refractory Multiple Myeloma. Clin Lymphoma Myeloma Leuk. 2020 Jan;20(1):1-7

MAMMOTH2

(100% triple class refractory)
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Real life data support that recycled therapies are not good options 



PROGRESSION FREE SURVIVAL

Adaptado de Mateos, et al. IMS, 2024

1. Mateos MV, et al. Real-Life Outcomes in Triple-Class Exposed Relapsed/Refractory Multiple Myeloma Treated With Carfilzomib- and/or Pomalidomide-Based Regimens in the LocoMMotion
and MoMMent Studies. P-409. IMS 2024
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55% of patients of LOCOMMOTION/MOMMENT were treated with carfilzomib and / 
or pomalidomide with poor outcomes (IMS 2024)
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Teclistamab (BCMA)
Elranatamab (BCMA)

Talquetamab (GPRC5D)
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Biespecific antibodies (BsAb) for R/R MM

▪ “Off the shelf” immunotherapy

‒ Tumor targets: BCMA, GPRC5D, FcRH5

‒ Also engages to T cell antigen CD3 (T-cell)

▪ Teclistamab*: CD3 x BCMA

▪ Elranatamab*: CD3 x BCMA

▪ Talquetamab*: CD3 x GPRC5D

▪ Cevostamab: CD3 x FcRH5

▪ Linvoseltamab: CD3 x BCMA

▪ ABBV-383: CD3 x BCMA

▪ Administration route: SC or IV with step-up dosing

Elranatamab-bcmm PI. Teclistamab-cqyv PI. Talquetamab-tgvs PI. van de Donk. Lancet. 2023;402:142.

MM target

Myeloma 
Cell

*ANVISA approved for R/R MM with
≥3 previous therapies, including PI, IMiD

and anti-CD38 mAb.

http://www.clinicaloptions.com/


BsAb

pivotal studies

Slide do autor



clinicaloptions.comclinicaloptions.com

Slide credit: clinicaloptions.com

Phase I/II MajesTEC-1: Teclistamab in R/R MM

▪ R/R MM after ≥3 lines of therapy, including an 
IMiD, PI, and anti-CD38 mAb 

‒ 26% high-risk cytogenetics 

‒ Median 5 prior lines of therapy (range: 2-14)

‒ 78% triple-class refractory; 30% penta refractory

‒ 90% refractory to last therapy line

▪ Teclistamab: 1.5 mg/kg SC weekly, after step-up

Moreau. NEJM. 2022;387:495. van de Donk. ASCO 2023. Abstr 8011. Garfall. ASCO 2024. Abstr 7540. 

ORR (N = 165)

Outcomes, Mo (95% CI) All Patients (N = 165)

Median DoR 24.0 (17.0-NE)

Median PFS 11.4 (8.8-16.4)
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MajesTEC-1: PFS and DoR With Teclistamab in R/R MM

Garfall. ASCO 2024. Abstr 7540. 
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Phase II MagnetisMM-3: Elranatamab for BCMA-
Directed Therapy-Naive R/R MM (Cohort A)

Lesokhin. Nat Med. 2023;29:2259. Mohty. EHA 2024. P932.

▪ Patients with MM refractory to ≥1, including 
an IMiD, PI, and anti-CD38 mAb 

‒ 97% triple-class refractory 

‒ Median 5 prior lines of therapy (range: 2-22)

‒ 25% with high-risk cytogenetics

‒ 32% with extramedullary disease

▪ Elranatamab: 76 mg SC weekly with priming 
and/or premedication to reduce CRS

– If weekly dosing given for ≥6 cycles with 
achievement of ≥ PR for ≥2 mo, then dosing 
interval changed to every 2 wk

▪ Primary endpoint: ORR

▪ Secondary endpoint: DoR, OS, PFS, safety
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MagnetisMM-3: PFS and DoR

Mohty. EHA 2024. P932.

PFS

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

20

40

60

80

100

Mo

P
ro

b
ab

ili
ty

 (
%

)

123
46

78
46

67
46

63
44

54
42

48
38

44
36

42
35

39
35

32
28

7
7

1
1

0
0

No. at Risk
Overall

Patients with ≥ CR

Median PFS, mo (95% CI)
Overall 17.2 (9.8-NE)
Patients with ≥ CR NR (NE-NE)

24-mo rate for patients 
with ≥ CR (95% CI): 
90.6% (76.9-96.4)

DoR

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

20

40

60

80

100

Mo

P
ro

b
ab

ili
ty

 (
%

)

75
46

70
46

65
46

57
43

50
40

45
36

41
35

38
34

35
31

18
18

3
3

1
1

0
0

No. at Risk
Patients with OR

Patients with ≥ CR

Median DoR, mo (95% CI)
Patients with OR NR (NE-NE) 
Patients with ≥ CR NR (NE-NE)

24-mo rate for patients 
with ≥ CR (95% CI): 
87.9% (73.1-94.8)

24-mo rate for patients 
with OR (95% CI): 
66.9% (54.4-76.7)

BCMA

elranatamab

http://www.clinicaloptions.com/


clinicaloptions.comclinicaloptions.com

Slide credit: clinicaloptions.com

Phase II MonumenTAL-1: Talquetamab in R/R MM 

Chari. NEJM. 2022;387:2232. Schinke. ASCO 2023. Abstr 8036. Rasche. EHA 2024. Abstr P915.

▪ Patients with R/R MM after ≥3 lines of 
therapy, including an IMiD, PI, anti-CD38 mAb 

‒ 69%-84% triple-class refractory 

‒ Median 5-6 prior lines of therapy across all 
cohorts

‒ 27.1% with high-risk cytogenetics; 24.3% with 
EMD 

▪ Talquetamab: 0.4 mg/kg SC QW or 0.8 mg/kg 
SC Q2W with 2-3 step-up doses and/or 
premedication to reduce CRS

▪ Primary endpoint: DLTs

▪ Key secondary endpoint: ORR The phase III MonumenTAL-3 (NCT05455320) and 
MonumenTAL-6 (NCT05455320) trials are actively recruiting.

Overall Response Rate with Talquetamab
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MonumenTAL-1: DoR and PFS Outcomes  

Outcome
0.4 mg/kg QW

(n = 143)
0.8 mg/kg Q2W

(n = 154)

Prior T-Cell 
Redirection Tx

(n = 78)

Median f/u 29.8 23.4 20.5

Median DoR, 
mo (95% CI)

9.5 (6.7-13.4) 17.5 (12.5-NE) N/A

Median PFS, 
mo (95% CI)

7.5 (5.7-9.4) 11.2 (8.4-14.6) 7.7 (4.1-14.5)

24-Mo OS, % 60.6 67.1 57.3

Rasche. EHA 2024. Abstr P915.

DoR in 0.8 mg/kg Q2W Cohort
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Safety of BsAbs for RRMM

Teclistamab Talquetamab Elranatamab

Target CD3/BCMA CD3/GPRC5D CD3/BCMA

CRS incidence 72%: Gr 1: 50%  Gr 2: 21% 76%: Gr 1: 57%  Gr 2: 17% 58%: Gr 1: 44%  Gr 2: 14%

ICANS incidence Gr 1/2: 3%  Gr 3/4: 0% Gr 1/2: 3%  Gr 3/4: 3% Gr 1/2: 3%  Gr 3/4: 0%

Neutropenia Gr 3/4: 56% Gr 3/4: 35% Gr 3/4: 51%

Infection Gr 3/4: 35% Gr 3/4: 17% Gr 3/4: 31%

Skin/ nail tox Not reported 62% Not reported

Oral toxicity Not reported
80% (dysgeusia: 49%, dry 

mouth: 34%, dysphagia: 23%, 
ageusia: 18%)

Not reported

Moreau. NEJM. 2022;387:495. Teclistamab-cqyv PI. van de Donk. ASCO 2023. Abstr 8011. Chari. NEJM. 2022;387:2232. Talquetamab-tgvs PI. 
Touzeau. EHA 2023. Abstr S191. Elranatamab-bcmm PI. Lesokhin. Nat Med. 2023;29:2259. 

http://www.clinicaloptions.com/


• Fill gaps in clinical trial evidence: RWE can provide
information about how drugs and technologies are used in
real-world settings.

• Improve patient care: RWE can help identify unmet
medical needs and optimize clinical care.

• Improve public health: RWE can help identify trends in
disease burden and healthcare service utilization.

• Improve clinical trial design: RWE can help optimize
clinical trial design and feasibility.

• Improve post-market surveillance: RWE can help improve
surveillance of medical products after they are approved.
⚬ Efficacy
⚬ Safety
⚬ Emergent rare adverse events

Real World Evidence (RWE)

• Data quality, reproducibility, and 
accuracy can affect validity

• RWE can be subject to inherent biases

1. Azoulay, Laurent. "Rationale, strengths, and limitations of real-world evidence in oncology: a Canadian review and perspective." The Oncologist 27.9 (2022): e731-e738.

2. Naidoo, Poobalan, et al. "Real-world evidence and product development: Opportunities, challenges and risk mitigation." Wiener Klinische Wochenschrift 133 (2021): 840-846.
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EAP Brazil
• 27 patients

• Access before approval: between 2022 e 2023

• Median Follow up time: 12 months

Pericole, Fernando, et al. "P-278 Brazilian Relapsed Refractory Multiple Myeloma Patients Treated with Teclistamab 

Outside of Clinical Trials as an Expanded Access Program." Clinical Lymphoma Myeloma and Leukemia 24 (2024): 

S196-S197.



CRS
• Total 69%

• 54% grade 1

• 15% grade 2

INFECTIONS
• Total 73%

• Grade 3 or higher: 20%

IVIG supplementation
• Total 90%

1. Pericole, Fernando, et al. "P-278 Brazilian Relapsed Refractory Multiple Myeloma Patients Treated with Teclistamab Outside of Clinical Trials as an 

Expanded Access Program." Clinical Lymphoma Myeloma and Leukemia 24 (2024): S196-S197.

EAP teclistamab Brazil, Safety (N=27)1



PFS OS

Pericole, Fernando, et al. "P-278 Brazilian Relapsed Refractory Multiple Myeloma Patients Treated with Teclistamab Outside of Clinical Trials as an Expanded Access Program." Clinical Lymphoma Myeloma and 

Leukemia 24 (2024): S196-S197.

EAP teclistamab Brazil, Efficacy (N=27)1



1. Perrot A, et al. Haematologica 2024. doi:10.3324/haematol.2024.286118; 2. Garfall AL, et al. ASCO 2024. Poster 7540; 3. Moreau P, et al. N Engl J Med 2022;387:495–505.

RetrosTECtive
(N=303)1

MajesTEC-1
(N=165)1,2,3

B
as

e
lin

e
 

ch
ar

ac
te

ri
st

ic
s

MajesTEC-1 ineligible, % 28.4 0

Median follow-up, months 11.9 30.4

Median prior LOT, n (range) 4 (2–11) 5 (2–14)
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EMD, % 11.8 17.0

Ef
fi

ca
cy

ORR, % 68.8 63.0

mPFS, months 11.3 11.4

Among responding patients 17 (n=175) -

Among patients aged ≥75 years 16.4 (n=90) -

Among patients with EMD 3.7 (n=34) -

Among MajesTEC-1 ineligible patients 6.6 (n=140) -

mOS, months 17 22

Median follow-up 11,9 months

ORR 68,8%

≥VGPR 61,4%

mPFS (overall population) 11,3 months

mPFS (responding patients) 17 months

mOS (overall population) 17 months

EFFICACY

RetrosTECtive (IFM2024-09)
French RWE study of patients who received teclistamab at 
30 centres through the EAP (N=303)1



1. Riedhammer, Christine, et al. "Real-world analysis of teclistamab in 123 RRMM patients from Germany." Leukemia 38.2 (2024): 365-371.

Real World Analysis of Teclistamab in 123 patients from Germany (N=123)1



Safety and Efficacy of Teclistamab in Patients with Relapsed/ Refractory Multiple 
Myeloma: A Real-World Experience : USA (N=106)1

1. Dima, Danai, et al. "Safety and efficacy of teclistamab in patients with relapsed/refractory multiple myeloma: a real-world experience." 

Transplantation and cellular therapy 30.3 (2024): 308-e1.



Safety and Efficacy of Teclistamab in Patients with Relapsed/ Refractory Multiple 
Myeloma: A Real-World Experience : USA (N=106)1

1. Dima, Danai, et al. "Safety and efficacy of teclistamab in patients with relapsed/refractory multiple myeloma: a real-world experience." 

Transplantation and cellular therapy 30.3 (2024): 308-e1.

Median Follow up: 3.8 months
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Elranatamab monotherapy in real-world setting in R/R MM: 
French compassionate use program (N=101)1

ORR
52%

1. Malard, Florent, et al. "Elranatamab monotherapy in the real-word setting in relapsed-refractory multiple myeloma: results of the French compassionate use 

program on behalf of the IFM." Blood Cancer Journal 14.1 (2024): 219.

Elranatamab
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Conclusions
• BsAb demonstrated encouraging results in pivotal 

trials compared to recycled therapies.

• Real-world evidence (RWE) suggests the safety and 

efficacy of BsAb is similar to that observed in pivotal 

trials so far.

• Larger studies in diverse populations are important 

to confirm the efficacy and long-term safety 

suggested by these preliminary results.
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• CLINICAL RESEARCH TEAM

• Jéssica C. Vianna

• Lucilia Marques

• Interns: Camila Francelino, 
Luisa Rocha

• MEDICAL TEAM

• Bruno Kosa, MD, PhD

• Guilherme Brasil, MD

• Gislaine Borba, MD

• Samuel Medina, MD

• Kátia Pagnano, MD, PhD

• GBRAM
• Vânia Hungria, MD, PhD

• Edvan Crusoe, MD, PhD

• Glaciano Ribeiro, MD

• All the other authors and 
members of GBRAM



Thank you
Email: pericole@unicamp.br

Phone: 19 35218760

Material exclusivo para profissionais de saúde. Todos os Direitos Reservados. Qualquer reprodução e/ou alteração é expressamente proibida BR-EPK-240013. Aprovado em Jun/24

mailto:pericole@unicamp.br

	Slide 1
	Slide 2: Conflicts of interest – Fernando Pericole
	Slide 3
	Slide 4
	Slide 5
	Slide 6
	Slide 7
	Slide 8
	Slide 9
	Slide 10: Biespecific antibodies (BsAb) for R/R MM
	Slide 11
	Slide 12: Phase I/II MajesTEC-1: Teclistamab in R/R MM
	Slide 13: MajesTEC-1: PFS and DoR With Teclistamab in R/R MM
	Slide 14: Phase II MagnetisMM-3: Elranatamab for BCMA-Directed Therapy-Naive R/R MM (Cohort A)
	Slide 15: MagnetisMM-3: PFS and DoR
	Slide 16: Phase II MonumenTAL-1: Talquetamab in R/R MM 
	Slide 17: MonumenTAL-1: DoR and PFS Outcomes  
	Slide 18: Safety of BsAbs for RRMM
	Slide 19
	Slide 20
	Slide 21
	Slide 22
	Slide 23
	Slide 24
	Slide 25
	Slide 26
	Slide 27
	Slide 28
	Slide 29
	Slide 30
	Slide 31
	Slide 32
	Slide 33
	Slide 34
	Slide 35: Thank you

