
WHAT WAS THE PURPOSE OF 
THIS STUDY?

• Researchers wanted to see if a single drug treatment with daratumumab for
3 years worked better than active monitoring in patients with SMM who had
a high chance of developing active multiple myeloma (“high-risk SMM”)

WHO WAS IN THE STUDY AND 
HOW WAS IT CARRIED OUT?

• The AQUILA study (NCT03301220) was conducted globally by randomly
assigning 390 patients to receive either daratumumab treatment for
3 years or active monitoring

• Because the definition of high-risk SMM has changed over time, the main
goal of this analysis was to compare the benefit of daratumumab versus 
active monitoring in groups of patients with low, intermediate, and high 
risk of developing active multiple myeloma, as determined by one of the 
newer definitions (International Myeloma Working Group [IMWG] 2020 
risk criteria), to see which patients benefit the most from treatment

• Researchers also compared the benefit and safety of daratumumab 
versus active monitoring in different age groups
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Daratumumab Monotherapy Versus Active Monitoring in Patients 
with High-Risk Smoldering Multiple Myeloma: The AQUILA Study

WHAT WERE THE RESULTS?

WHAT DO THESE 
RESULTS MEAN?

Early treatment with daratumumab provided 
patients who have high-risk smoldering multiple 
myeloma (SMM) with better long-term health 
benefits compared with active monitoring alone, 
including a longer time before developing active 
multiple myeloma. Benefit with daratumumab 
was seen across all patient groups using a newer 
definition for risk of developing active multiple 
myeloma. There were also no new side effects  
for patients treated with daratumumab 
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Glossary of terms

Active monitoring
Patients attended regular doctor visits for monitoring of side effects 
and progression to active multiple myeloma but did not receive any 
disease-specific treatment

Bone marrow 
plasma cells

Plasma cells are a type of white blood cell that produce antibodies and 
can be found in the bone marrow. A higher number of plasma cells can 
indicate a greater risk of progression to active multiple myeloma

High-risk SMM
SMM is a type of myeloma without symptoms that could become active 
multiple myeloma over time. Patients with high-risk SMM have a high chance 
of developing active multiple myeloma

IMWG 2020 
risk criteria

The IMWG 2020 risk criteria, also referred to as the 20-2-20 risk criteria,  
are lab test scores that help doctors understand the likelihood of SMM turning 
into active multiple myeloma

Median time to first 
treatment for active 
multiple myeloma

The time when half of the patients have lived without starting any 
treatment for active multiple myeloma and the other half have 
developed and started treatment for active multiple myeloma

Median time to 
progression to active 
multiple myeloma

The time when half of the patients have lived without developing active 
multiple myeloma and the other half have developed active multiple 
myeloma or died

Serum free light 
chain ratio

A measure of the relative levels of kappa and lambda light chains,  
which are parts of antibodies. A higher ratio can indicate a greater risk  
of progression to active multiple myeloma

Serum 
M-protein

M-protein is a type of abnormal antibody produced in myeloma, also known 
as paraprotein or monoclonal protein. A higher level of serum M-protein can 
indicate a greater risk of progression to active multiple myeloma

Figure 1: Progression to active multiple myeloma by risk group
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Low risk

Patients without progression to active multiple myeloma within 5 years

Median time to first treatment for active multiple myeloma

Patients who received daratumumab had a longer time before progression to active multiple myeloma across all 
levels of disease risk versus those who received active monitoring, with the greatest benefit seen in patients who 

had a high chance of developing active multiple myeloma

The time before first treatment for active multiple myeloma had to be started was also longer in patients who 
received daratumumab versus active monitoring across all levels of disease risk; the greatest benefit was again 

seen in patients who had a high chance of developing active multiple myeloma
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Figure 2: Progression to active multiple myeloma by age group
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Daratumumab prolonged the time before progression to active multiple myeloma regardless of age
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Figure 3: Side effects
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There were no unexpected side effects or safety concerns with daratumumab regardless of age
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