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characterized with High-risk cytogenetics. IFM 2014-01. 

 

Supplemental materials.  

 

Supp Table 1. Patients’ median survival time-to-event after a median follow-up time of 27 months, 

and response rates, as a whole and according to their abnormalities t(4;14) and Del(17p), at 

inclusion. 

 

 All t(4;14)  Del(17p) Del(17p) and 

t(4;14) 

 (n=26)  (n=9)   (n=12) (n=5) 

Progression, n 22 7 11 4 

Death, n 15 3 7 5 

Months (95%CI)     

TTP  10.2 (4.4;13.0) 10.5 (7.9;NE) 9.9 (3.3;NE) 5.5 (2.7;NE) 

PFS 8.9 (4.2;12.7) 10.2 (4.4; NE) 7.03 (2.3; NE) 5.5 (2.7; NE) 

OS 
23.7 (12.2; NE) NE (27.1; NE) 23.7 (14.3; NE) 

11.1 (9.9; 

NE) 

Response rates at end of study, n (%) 

ORR 15 (60) 5 (62) 7 (58) 3 (60) 

³ VGPR 7 (28) 3 (38) 1 (8) 3 (60) 

CBR 18 (72) 7 (88) 8 (67) 3 (60) 
 
ORR. Overall response rate; VGPR. Very good partial response; CBR. Clinical beneficial rate; responses per IMWG criteria [11]. NE. not 
estimable. TTP. Time to progression. PFS. Progression free survival. OS. Overall survival. n. numbers 
Kaplan-Meier method was used to analyze time-to-event data. Results were expressed as median time-to-event in months and 95% confidence 
interval (95%CI). 
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Supp Table 2. Summary of adverse events of grade 3 or higher according to MedDRA Hierarchy 

preferred term, as a whole and according to their abnormalities, t(4;14) and Del(17p), at 

inclusion, n (%). 

 

 All t(4;14)  Del(17p) Del(17p) and 

t(4;14) 

 (n=26)  (n=9)   (n=12) (n=5) 

Neutropenia 52 (68) 34 (76) 4 (40) 14 (64) 

Neoplasms benign, 

malignant and unspecified 
4 (5) 0 (0) 2 (20) 2 (9) 

Dyspnea 3 (4) 1 (2) 0 (0) 2 (9) 

Infection 3 (4) 3 (7) 0 (0) 0 (0) 

General physical health 

deterioration 
3 (4) 2 (4) 1 (10) 0 (0) 

Rash 3 (4) 0 (0) 1 (10) 2 (9) 

Peripheral sensory 

neuropathy 
2 (3) 2 (4) 0 (0) 0 (0) 

Muscle spasms 2 (3) 1 (2) 1 (10) 0 (0) 

Diarrhea 2 (3) 1 (2) 0 (0) 1 (5) 

Renal and urinary disorder 1 (1) 0 (0) 0 (0) 1 (5) 

Cardiac disorder 1 (1) 0 (0) 1 (10) 0 (0) 

Psychiatric disorder 1 (1) 1 (2) 0 (0) 0 (0) 
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Supp Figure 1. CONSORT Patient Flow Diagram. (n=26) 
 
 

 
 

Subjects screened

(n = 32)

Induction 
(n = 26)

n = 7
- Progressive disease (n=6)
- Safety AE/SAE (1)

Study termination
(n = 1)

n = 6
- Inclusion criteria #5 – No adverse genomic abnormalities (n=2)
- Inclusion criteria #9 – Clinical laboratory not met (n=1)
- Inclusion criteria #8 and 9 – No measurable disease and clinical laboratory not met (n=1)
- Exclusion criteria #2 – Not having received lenalidomide (n=1)
- Exclusion criteria #5 – Non secretory MM (n=1)

n = 18
- Progressive disease (n=12)
- Safety AE/SAE (n=5)
- Investigator decision (n=1)

Maintenance
(n = 8)

n: number; AE/SAE: adverse event, serious adverse event; ANSM: medical agency France; #number per protocol


