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Primary objective: To determine the efficacy of IBER in combination with dexamethasone (IBERDEX cohort 1) and 
also in combination with daratumumab and dexamethasone (IBERDARADEX cohort 2) in transplant ineligible 
NDMM patients, as measured  by overall response rate (ORR) as well as the other response categories and 
especially the complete response rate (CRR) according to the IMWG response criteria 2016

• 30% of the population will be frail
• Modified IMWG frailty score will be used to 

evaluate the frailty
• This is a platform for adding new combos if

we want....
• We are planning to rescue this population

with CC-92480 plus Vd (ASH2021)
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To determine the efficacy of (IBERDEX cohort 1) and (IBERDARADEX cohort 2) in transplant ineligible

NDMM patients, as measured by overall response rate (ORR) as well as the other response categories and

especially the complete response rate (CRR) according to the International Myeloma Working Group

(IMWG) response criteria 2016.
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•To evaluate the minimal residual disease (MRD) at 12 months of starting treatment as well as patients

able to sustain it over time (IMWG).

•To evaluate time to event data in the overall population: Progression Free Survival (PFS) (from inclusion

until progression and/or death) and Overall Survival (OS).

•To evaluate the changes in the immune profiling.

•To assess quality of life evolution through EQ-5D/5L, QLQ-C30 and MY20 questionnaires, at baseline and

at months 4, 8, 12, 18, and 24.

•To assess the safety of the combination of IBERDEX and IBERDARADEX.
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•Time to Progression (TTP) to symptomatic MM.

•Time from start therapy to second disease progression or to the moment in which the third line of therapy

starts: PFS2.

•Overall survival (OS).Ex
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9. Treatment Administration

Cohort 1:IBERDEX

Cohort 1: Iberdomide + dexamethasone Q4W (Continuous therapy)

28272625242322212019181716151413121110987654321

Iberdomide (PO)
1.6mg

Dexamethasone
(PO) 40 mg (20
mg for patients
≥ 75 yrs)
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9. Treatment Administration

Cohort 2: IBERDARADEX

Cohort 2: Iberdomide + dexamethasone Q4W C1 and C2 (2 months)

28272625242322212019181716151413121110987654321

Iberdomide (PO)
1.6mg

Dexamethasone
(PO) 40 mg (20 mg
for patients ≥ 75
yrs)*

Daratumumab (SC)
1800 mg

Cohort 2: Iberdomide + dexamethasone Q4W C3 to C6 (4 months)

28272625242322212019181716151413121110987654321

Iberdomide (PO)
1.6mg

Dexamethasone
(PO) 40 mg (20 mg
for patients ≥ 75
yrs)

Daratumumab
(SC) 1800 mg*

Cohort 2: Iberdomide + dexamethasone Q4W from C7 onwards (Continuous therapy)

28272625242322212019181716151413121110987654321

Iberdomide (PO)
1.6mg

Dexamethasone
(PO) 40 mg (20 mg
for patients ≥ 75
yrs)*

Daratumumab
(SC) 1800 mg

* On days where dexamethasone administration coincides with administration of daratumumab, 20 mg or 10 mg (if patient is older than 75 years) of dexamethasone should be administered as part of the 
premedication and the rest of the dexamethasone dose, 20 mg or 10 mg, can be administered the following day.
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10. Concomitant Therapy

Cohort 1 IBERDEX : Required concomitant medication

• Oral proton pump inhibitor to prevent gastric duodenal ulcers unless during the days of

dexamethasone treatment

• Thromboembolism prophylaxis during the treatment with iberdomide is mandatory for all

subjects

Cohort 2 IBERDARADEX: Required concomitant medication

• Oral proton pump inhibitor to prevent gastric duodenal ulcers unless during the days of

dexamethasone treatment

• Thromboembolism prophylaxis during the treatment with iberdomide is mandatory for all

subjects

• Antiviral prophylaxis: to prevent herpes zoster reactivation must start within 1 week of starting

daratumumab and continue for 3 months after last dose of daratumumab.
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Screening: 44 pacientes14 centros



Fallos screening: 9
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Tratamiento activo: 28
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 Mediana de edad: 81 años  67% frágiles

 AE más frecuente  Neutropenia (60% en el C1)

• Aunque no incremento de infecciones

• Poca aparición de rash cutáneo

 Mortalidad: 4 éxitus (2 de ellos de manera precoz: neumonía y SLT)

 Respuesta:

• Tras 7 ciclos de mediana: ORR 89%

• Mediana de tiempo hasta mejor respuesta: 2 ciclos (2-7)



 EC Fase 3 EXCALIBER en RRMM (Stage 2)  cambio de dosis a 1 mg de Iberdomida
• Debido a los resultados del EC (PK, PD, datos de seguridad, AEs grado 3-4, datos de eficacia)

 Pacientes con dosis de 1,3 mg o 1,6 mg se podrá mantener la dosis a criterio del investigador



Propuesta rescate 
cohorte 2



 Disminución de la dosis de Iberdomida para los pacientes nuevos a 1 mg

 Cerrado el reclutamiento en la cohorte 1 (IberDex)

 Solo reclutamiento abierto para la cohorte 2 (Dara-Iberdex)

• Cualquier paciente (aunque intentar el 30% frágiles)

 Rescate con Mezigdomida (CC-92480)-Bortezomib-Dexametasona para los pacientes de la cohorte 2 

• Pendiente de confirmar


