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Certaines études présentées ne bénéficient pas à ce jour d’une AMM



Transplant Eligible field

Induction Melphalan HD 
avec autogreffe Consolidation

≥ VGPR ≥ CR ≥ sCR MRD neg
(10-5)

VTD auto VTD CASSIOPEIA
n=542 78 % 26 % 20 % 44 %

D-VTD auto D-
VTD 

CASSIOPEIA
n=543 84 % 39 % 29 % 64 %

VRD auto VRD GEM12MENOS65
L Rosinol, ASH 2017 78 % 58 % 58 %

VRD auto VRD IFM 2009
M Attal, NEJM 2017 79 % 30 % 10-6

VRD 8 cycles IFM 2009
M Attal, NEJM 2017 69 % 21 % 10-6

KRD auto KRD FORTE
F Gay, EHA/ASH 2018 89 % 60 % 44 % 58 %

KRD 12 cycles FORTE
F Gay, EHA/ASH 2018 87 % 61 % 43 % 54 %







Study Design – GMMG CONCEPT (NCT03104842)

Isa = Isatuximab
K = Carfilzomib
R = Lenalidomide
d = Dexamethasone
Cy = Cyclophosphamide
MEL = Melphalan

Isa-KRd Induction
Cycle 1
Isatuximab 10 mg/kg day 1, 8, 15, 
22
Carfilzomib 20 mg/m² day 1, 2
Carfilzomib 36 mg/m² day 8, 9, 15, 
16
Lenalidomide* 25 mg day 1-21
Dexamethasone** 40 mg* day 1, 8, 15, 
22
28-day-cycle

* Cy-based mobilisation was moved in an amendment to time 
point after 3 induction cycles
**Dose adaption of lenalidomide according to renal function
***20 mg in patients ≥75 years

Isa-KRd Induction
Cycle 2-6
Isatuximab 10 mg/kg day 1, 15
Carfilzomib 36 mg/m² day 1, 2, 8, 9, 15, 1
Lenalidomide** 25 mg day 1-21
Dexamethasone*** 40 mg* day 1, 8, 15, 22
28-day-cycle

Patient ND MM

FISH-Analysis

I-KRd x 3

I-KR MaintenanceI-KR Maintenance

High-risk disease*

Transplant-eligible and ≤ 70 years of age Transplant-ineligible or > 70 years of age

MEL200 + ASCT

I-KRd x 6

I-KRd x 2

Arm A
N = 117

Arm B
N = 36

*del 17p or t(4;14) or
+1q21 (>3 copies) + ISS2/3

NDMM Patient with 1 
cycle (4 weeks) of MM 

treatment

NDMM Patient with 1 
cycle (4 weeks) of MM 

treatment

I-KRd x 3
Stem Cell Mobilization

I-KRd x 4
I-KRd x 4

MEL200 + ASCT if no CR



Perspectives 2021-2022

Response adapted strategy: protocole IFM 2020-02 MIDAS



Overview of mPFS in recent phase 3 trials in transplant-ineligible 
NDMM 

Direct comparison between trials is not intended and should not be inferred. 
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the median PFS of the 
comparator by the HR







GEM2014MAIN STUDY design

Screening Period
(21 days)

Randomization

Lenalidomide 15mg/day (days 1-21)+
Dexametasone 20mg day (days 1-4)
Cycles of 28 days during 2 years

Lenalidomide 15mg/day (days 1-21)+
Dexametasone 20mg day (days 1-4)+
MLN9708 4mg/day (days 1, 8 and15)
Cycles of 28 days during 2 years

Year 2 Month 12

MDR - Follow up period (no treatment)

MDR +
Lenalidomide 15mg/day (days 1-21)+
Dexametasone 20mg day (days 1-4)
Cycles of 28 days during 3 years



Screening 
phase

D -28 to D 1

Treatment Phase until 
cycle 18

Cycles 1 to 18 – 28 days 
cycle/18 months

Treatment Phase 
beyond
cycle 18

From cycle 19 – 28 days 
cycle 

Survival
Follow up

Next 
treatment

SPM

Randomisation
(1:1)

Cycles 112
28 days cycle

Isatuximab
Lenalidomide
Dexamethasone

Cycles 13 18
28 days cycle

Isatuximab
Lenalidomide

Cycle 19 until 
progression

28 days cycle

Isatuximab
Lenalidomide

Cycles 112
28 days cycle

Isatuximab :
Lenalidomide
Bortezomib
Dexamethasone

Cycles 13 18
28 days cycle

Isatuximab
Lenalidomide
Bortezomib

Arm A

Arm B

Primary
objectif
(MRD at 

10-5)

Pr Leleu - CHU 
Poitiers

IFM2020-05/BENEFIT

IFM 2020-05 (NDMM NTE [65-79] Non frail)
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