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 Justificacion para el GEM OPTIMAL

Daratumumab + VMP VS. VMP: PHASE il ALCYONE STUDY
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ORR: 91% vs 74% (sCR/CR rate: 46% vs 25%);
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D-, daratumumab; MRD, minimal residual disease; NGS, next-generation sequencing; PFS, progression-
free survival; OS, overall survival; VMP, bortezomib, melphalan, prednisone.

Median follow-up of 78.8 months

MRD -ve rate: 28% vs 7%
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A 36% reduction in the risk of death was observed
with D-VMP versus VMP |
VMP:
|
HR, 0.64; 95% Cl, 0.52-0.79; P <0.0001 I
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Mateos MV et al. ASH 2022;abstract 4561 (poster presentation)



Key eligibility
criteria:

* Transplant-
ineligible
NDMM

« ECOG 0-2

* Creatinine
clearance
=240 mL/min

* No peripheral
neuropathy
grade 22

GEM OPTIMAL

Modified-ALCYONE Scheme Design Observational

study

VMP-Dara x 9 cycles

Bortezomib: 1.3 mg/m? SC
Cycle 1: twice weekly
Cycles 2-9: once weekly

v

Melphalan: 9 mg/m? PO on Days 1-4
Prednisone: 60 mg/m2 PO on Days 1-4
Daratumumab: 16 mg/kg IV
Cycle 1: once weekly
Cycles 2-9: every 3 weeks

v

VD until DP

Cycles 10+

Bortezomib: 1.3 mg/m? SC
Days 1 and 15

Daratumumab: 16 mg/kg IV
Every 4 weeks:
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GRUPO ESPANOL DE MIELOMA

NDMM, newly diagnosed multiple myeloma; ECOG, Eastern Cooperative Oncology Group; ISS, International Staging System;

EU, European Union; VMP, bortezomib/melphalan/prednisone; SC, subcutaneously; PO, orally; D, daratumumab; IV, intravenously;
PD, progressive disease; PFS, progression-free survival; ORR, overall response rate; VGPR, very good partial response;

CR, complete response; MRD, minimal residual disease; NGS, next-generation sequencing; OS, overall survival.
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GEM OPTIMAL
Second interim analysis:|

Prospective follow-up of 1 year after the start of the study.

Data cut-off in April 2024.

|interim analysis (1-2-3 years after start of study)
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INDUCTION MAINTENANCE** l

END of study:
Progression in clinical
practice or 3-4 years

(whatever first)




