
Summary
WHAT IS SOLACE-KIDS?

Initial safety and efficacy results from the 
Phase II, multicenter, open-label 

SOLACE-kids trial of crizanlizumab in 
adolescents with sickle cell disease

This plain language summary is associated with Oral 12 presented 
at the 63rd Annual Meeting and Exposition of the American Society 

of Hematology (ASH), taking place on 11–14 December 2021

The information in this summary is also published in an abstract in the 
scienti�c journal Blood (Abstract number 12), which can be accessed here

Results from the SOLACE-kids clinical trial showed that 5.0 mg/kg of 
crizanlizumab is safe to use in people with sickle cell disease aged 
12 to 17 years

Treatment with crizanlizumab 5.0 mg/kg leads to a decrease in the median 
number of severe pain crises that lead to a healthcare visit each year 
in this age group

100 people with sickle cell disease 
who are aged 6 months to 17 years, 
will take part in the SOLACE-kids 
trial. All of them will have at least 
one severe pain crisis that leads to 
a visit to a doctor or hospital in the 
year before starting the trial

WHAT WERE THE MAIN CONCLUSIONS?

Crizanlizumab is a drug 
used to treat sickle cell 
disease. Crizanlizumab 
makes blood cells and 
blood vessels less sticky, 
which prevents pain 
crises 

What is 
crizanlizumab?

?

The median is the middle 
number in a set of 
numbers written from 
lowest to highest.

In the example below, 
the median is 3

What does 
‘median’ mean?

?

2 2 3 3 4

The information in this 
summary is from a clinical 

trial. Outside of clinical 
trials, crizanlizumab is not 

currently available as a 
treatment for sickle cell 
disease in people who 

are aged under 16 years

Clinical trials are used to find out 
information about a new treatment. 
Depending on what is being tested and 
in how many people, clinical trials are 
divided into different stages, called 
phases. SOLACE-kids is a Phase 2 
clinical trial. Phase 2 trials test what 
happens to a treatment in the body, 
how well it works and how safe it is

2 years

Crizanlizumab is given to people taking part in SOLACE-kids 
on day 1, day 15, and then every 4 weeks for up to 2 years. 
For all three groups, the trial is made up of two parts, A and B:

The main results that 
will be measured 
during the trial:

Part B will determine the long-term 
effects and safety of the amount of 
crizanlizumab chosen in Part A

Part A of the trial will 
confirm the amount of 
crizanlizumab to use in each 
group. It will also investigate 
the safety of crizanlizumab

Final results 
are collected 
and studied

How 
crizanlizumab 

moves through 
the body

How 
crizanlizumab 

works and its effect 
on the body

The number 
of side effects

 that occur

The number of 
severe pain crises 

that lead to a 
healthcare visit 

each year

The number of 
hospitalizations/
emergency room 
visits each year

Back pain

18%

Lorem ipsum dolor sit amet, 
consectetuer adipiscing elit 
The trial showed that treatment with crizanlizumab 
led to a decrease in the number of severe pain crises 
and hospitalizations

The most commonly reported 
adverse events were:

Serious adverse events are those that:

•  Lead to disability

•  Lead to being admitted to hospital or if     
    already in hospital, having to stay longer

•  Are life-threatening or lead to death

(severe, but not life-threatening)                                               
were reported in 13 out of 50 people 

(26%) in Group 1 

The median number of severe pain crises that led to a healthcare visit halved in people 
receiving treatment with crizanlizumab (a median of 3.0 severe pain crises in the 
12 months before treatment, but 1.6 while on treatment) 

There are different types of sickle cell 
disease, depending on the genes a person 
gets from their parents. This is known as 
their genotype. HbSS is the most common 
genotype of sickle cell disease and is one of 
the most severe forms

What is a genotype??

Some adverse events were more closely looked at 
because of how crizanlizumab works in the body. 
These adverse events of special interest included:

No adverse events of special interest led to treatment discontinuation, 
except in one person who died of suspected meningitis, 
which was not because of treatment with crizanlizumab

REFERENCE: Heeney M et al. Blood 2021;138(Suppl 1):12

50 people were included in Group 1

Some people had side effects, also known as 
adverse events

Infusion-related reactions are a type of side effect 
that happens during or after a drug is given by 
infusion, which is when the treatment is delivered 
directly to the bloodstream over a period of time. 
21 people (42%) in Group 1 had signs or features 
of potential infusion-related reactions. 
All infusion-related reactions that occurred 
got better with treatment, except 
one case of dizziness that the patient 
was still experiencing at the time these 
results were collected

INFUSION-RELATED 
REACTIONS

They are medical problems that happen during or after treatment with a drug, and 
that may or may not be because of the drug.

Adverse events are graded, based on how bad they are:

What are adverse events??

5432

GradeGradeGradeGradeGrade

1
death caused by 
adverse event

life-threateningsevere, but not 
life-threatening

moderatemild

Anemia, when caused by sickle cell disease, is a condition where there are fewer red 
blood cells to carry oxygen throughout the body than normal. It can cause tiredness, 
weakness and shortness of breath

What is anemia??

36% of people did not have a severe pain 
crisis leading to a healthcare visit while 
receiving treatment with crizanlizumab 

The median number of hospitalizations/ 
emergency room visits each year 
decreased by around two-thirds in people 
receiving treatment with crizanlizumab 
(4.0 hospitalizations/emergency room visits 
in the 12 months before treatment, 
but 1.5 while on treatment)

Vomiting

24%24%28%

Headache

Grade 3 adverse events

The most common grade 3 adverse 
events were anemia, which was 

reported in 3 out of 50 people (6%) in 
Group 1, and back pain, 

which was reported in 2 out 
of 50 people (4%) in Group 1. However, 

it is difficult to say if the anemia and 
back pain experienced was because of 

the treatment with crizanlizumab or 
because of the sickle cell disease itself
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Three people (6%) reported 
pain events that were thought to be 
caused by the treatment. All pain 
events reported were mild/moderate, 
except in one person who had severe 
back pain and painful limbs

PAIN EVENTS 
on the day 
crizanlizumab 
was given 

In general, infections are common in people with sickle 
cell disease. 23 people (46%) in Group 1 had infections. 
One person died of suspected meningitis, which is 
inflammation (swelling) of the protective coverings of 
the brain and spinal cord, but this was not considered 
to be related to treatment with crizanlizumab

INFECTIONS

Five people (10%) in Group 1 had bleeding events. 
All bleeding events were mild, for example, 
nose bleeds. One bleeding event was moderate. 
All bleeding events did not require treatment and 
were not because of treatment with crizanlizumab

BLEEDING 
EVENTS

15 years
was the 
average age

58%
were female 

88%
had the HbSS 
genotype

64% 
were Black/
African American

84% 
were receiving 
hydroxyurea

37 weeks
is the average length of 
time people in the trial 
received crizanlizumab 
at the time these results 
were collected

Serious adverse events were 
reported in 11 out of 50 

people (22%) in Group 1. 
However, it was thought by the 
participant's doctor that none 
of the serious adverse events 
were because of treatment 

with crizanlizumab

None were reported
SEVERE ALLERGIC 
REACTIONS

10% is the same as 1 in every 10 people…

50% is the same as 5 in every 10 people…

Understanding %?

Group 1

12 to 17 years

Group 2

6 to 11 years

Group 3
6 months to 5 years

They are grouped based on their ages:

This summary focuses on the early results from people in 
Group 1 who received crizanlizumab 5 mg/kg. It looks at how 
well crizanlizumab worked and how safe it was

https://ashpublications.org/blood/article/138/Supplement%201/12/477529/Initial-Safety-and-Efficacy-Results-from-the-Phase?searchresult=1

