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Figure 4. Overall response rate in CARTITUDE-2 
Cohorts A and B4,5
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CR, complete response; ORR, overall response rate; PR, partial response; sCR, stringent 
complete response; VGPR, very good partial response.
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Studies assessing the safety and efficacy of 
cilta-cel in participants with MM in earlier-line 
settings and in newly diagnosed MM are 
currently ongoing

Participants in CARTITUDE-1 had generally 
good functional status and adequate renal 
and cardiac function

CONCLUSIONS

Current and future data from the 
CARTITUDE trials will aid 
characterization of patients with MM 
who may benefit from CAR-T therapy
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ASCT, autologous stem cell transplantation; BCMA, B-cell maturation antigen; CAR-T, chimeric antigen receptor T 
cell; CR, complete response; DVRd, daratumumab, bortezomib, lenalidomide, and dexamethasone; IMiD, 
immunomodulatory drug; MM, multiple myeloma; NDMM, newly diagnosed MM; PI, proteasome inhibitor; RRMM, 
relapsed/refractory MM; VGPR, very good partial response; VRd, bortezomib, lenalidomide, and dexamethasone. aAn 
additional phase 3 randomized trial comparing DVRd followed by cilta-cel vs DVRd followed by ASCT in patients with 
NDMM is also ongoing (CARTITUDE-6; NCT05257083). bCARTITUDE-2 is composed of 6 total cohorts; 3 cohorts 
include patients with RRMM, and 3 cohorts include patients with NDMM.

Monitoring of real-world patient 
characteristics now that cilta-cel is 
commercially available will be important to 
identify physicians’ prescribing preferences
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TABLE 1: Additional CARTITUDE-1 participant baseline 
characteristics and treatment history

Characteristics N=97

All plasmacytomasa, n (%) 19 (19.6)

Extramedullary plasmacytomas 13 (13.4)

Bone-based plasmacytomas 6 (6.2)

High-risk cytogenetic profile, n (%) 23 (23.7)

Prior lines of therapy, median (range) 6.0 (3-18)

Triple-class exposed,b n (%) 97 (100.0)

Triple-class refractory,b n (%) 85 (87.6)

Penta-drug exposed,c n (%) 81 (83.5)

Penta-drug refractory,c n (%) 41 (42.3)

Refractory to last line of therapy, n (%) 96 (99.0)
BCMA, B-cell maturation antigen; IMiD, immunomodulatory drug; PI, proteasome 
inhibitor. aThe number of evaluable samples was 62; BCMA expression detected in all 
evaluable samples. b≥1 PI, ≥1 IMiD, and 1 anti-CD38 antibody. c≥2 PIs, ≥2 IMiDs, and 1 
anti-CD38 antibody.
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TABLE 2: CARTITUDE-1 participant ongoing medical 
conditions (≥45% of participants)

Comorbiditya n (%)

Any 96 (99)

Peripheral sensory neuropathy 60 (61.9)

Fatigue 53 (54.6)

Anemia 48 (49.5)

Hypertension 44 (45.4)
aMedical history is reported using MeDRA version 23.0.

TABLE 3: CARTITUDE-2 baseline characteristics 
(Cohorts A and B)

Characteristic
Cohort A

(n=20)
Cohort B

(n=19)

Age, y, median (range) 60 (38-75) 58 (44-67)

Male, n (%) 13 (65.0) 14 (73.7)

Extramedullary 
plasmacytomas, n (%) 3 (15.0) 2 (10.5)

High-risk cytogenetic profile, n 
(%) 7 (35.0) 3 (15.8)

Prior lines of therapy, median 
(range) 2 (1-3) 1 (1-1)

Triple-class exposed,a n (%) 13 (65.0) 4 (21.1)

Triple-class refractory,a n (%) 8 (40.0) 3 (15.8)

Penta-drug exposed,b n (%) 4 (20.0) 0 (0)

Penta-drug refractory,b n (%) 1 (5.0) 0 (0)

Refractory to last line of 
therapy, n (%) 19 (95.0) 15 (78.9)

IMiD, immunomodulatory drug; PI, proteasome inhibitor. a≥1 PI, ≥1 IMiD, and 1 anti-
CD38 antibody. b≥2 PIs, ≥2 IMiDs, and 1 anti-CD38 antibody. 

FIGURE 1: Cilta-cel program overviewa

CARTITUDE-1 CARTITUDE-2b CARTITUDE-4 CARTITUDE-5

Phase 1b/2
Single arm

NCT03548207

Phase 2
Single arm

NCT04133636

Phase 3
Randomized
NCT04181827

Phase 3
Randomized
NCT04923893

Relapsed/Refractory MM Newly diagnosed MM

Treatments

Trial 
Information

CARTITUDE-2b

Phase 2
Single arm

NCT04133636

• Newly diagnosed MM 
and not considered for 
high-dose chemotherapy 
with ASCT

• No prior CAR-T therapy 
or BCMA-targeting 
therapy

• No prior therapy for MM 
or smoldering myeloma 
other than a short 
course of corticosteroids 
or a maximum 1 cycle of 
VRd therapy prior to 
enrollment

• 1-3 prior lines of therapy 
(IMiD and PI)

• Refractory to 
lenalidomide

• Disease progression 
within 36 months of 
stem cell transplant or 
42 months of starting 
initial therapy (if only 1 
prior line of therapy)

• No prior CAR-T therapy 
or BCMA-targeting 
therapy

• ≥3 prior lines of therapy 
or double refractory to 
an IMiD and PI

• Measurable disease 
at screening

• Received PI, IMiD, and 
anti-CD38

• No prior CAR-T therapy 
or BCMA-targeting 
therapy

• Progressive disease on 
or within 12 months of 
last line of therapy

Key 
Eligibility 

Criteria

• Cohort A: 1-3 prior lines 
of therapy (PI and IMiD) 
and lenalidomide 
refractory; no prior CAR-
T or BCMA-targeting 
therapy

• Cohort B: 1 prior line of 
therapy (PI and IMiD); 
disease progression ≤12 
months after ASCT or 
start of therapy; no prior 
CAR-T or BCMA-
targeting therapy

• Cohort C: Prior 
treatment with PI, IMiD, 
anti-CD38, and prior 
BCMA-targeting therapy; 
no prior cellular 
immunotherapy

• Cohort D: Newly 
diagnosed MM; <CR 
after ASCT with or 
without consolidation; 
no prior CAR-T or BCMA-
targeted therapy

• Cohort E: Newly 
diagnosed MM without 
prior therapy; high-risk 
disease; ASCT not 
planned

• Cohort F: Newly 
diagnosed MM with 4-8 
cycles initial therapy and 
≥VGPR response; 
standard risk; no prior 
CAR-T, BCMA-targeted 
therapy, or stem cell 
transplant

Cilta-cel infusion Cilta-cel infusion Cilta-cel infusion vs 
standard of care

Cilta-cel infusion vs
standard of care

Cohort D: Cilta-cel infusion 
± lenalidomide 

Cohort E: Cilta-cel infusion 
+ VRd + daratumumab 

Cohort F: Cilta-cel infusion

•

•

aAll participants met the inclusion criteria of ECOG performance score of 0 or 1 during 
screening. ECG, electrocardiogram; ECOG, Eastern Cooperative Oncology Group. 

FIGURE 3: CARTITUDE-1 participant demographics and 
baseline characteristics

MEDIAN AGE

Range: 
43-78

YEARS

61

ECOG PERFORMANCE STATUS,a n (%)

0- 39 (40.2)
1- 54 (55.7)
2- 4 (4.1)

0

5
MALE

58.8%

94.2 (31.6)
mL/min/1.73m2

MEAN (SD) CREATININE CLEARANCE

MEAN (SD) LEFT VENTRICULAR 
EJECTION FRACTION

60.8%
(5.0%)

77 (79.4) Normal

17 (17.5) Abnormal (clinically insignificant)

3 (3.1) Abnormal (clinically significant)

17.5% Black

71.1% White

RACE

12-LEAD ECG/MULTIPLE-GATED ACQUISITION RESULTS, n (%)

ORR, overall response rate; PR, partial response; sCR, stringent complete 
response; VGPR, very good partial response. Median follow-up was 21.7 months 
with data cut-off of July 22, 2021. aORR assessed by independent review 
committee. bNo patient had CR or stable disease as best response.

FIGURE 2: CARTITUDE-1 efficacy response3
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