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Real-World Evidence of Radicava® (edaravone) for 
Amyotrophic Lateral Sclerosis From a National 
Infusion Center Database in the United States  

•	Radicava® (edaravone) was approved by the United States (US) Food and Drug Administration for 
the treatment of amyotrophic lateral sclerosis (ALS) in May 2017 and became available to US health 
care providers in August 2017

•	 A pivotal, randomized, controlled clinical study conducted in Japan showed that edaravone slowed 
the rate of functional loss in ALS1 

•	 Radicava® is administered by infusion at clinic sites, infusion centers, or at home2,3 

•	 As 1 of only 2 drug therapies approved for the treatment of ALS in the US, and because the pivotal 
clinical studies for edaravone were conducted in Japan, there is interest in the real-world experience 
with Radicava®. However, to date, real-world evidence (RWE) on the use of Radicava® in the US has 
been lacking

•	Soleo Health, a provider of home and alternative-site infusions and specialty pharmacy services 
in the US, collected a database of RWE on the use of Radicava® since the time of commercial 
availability in August 2017 through August 2019 

•	 Patients in the database (N=167) had been receiving Radicava® for ALS for  
at least 3 months; their distribution is shown in Figure 1 

•	A retrospective analysis of this database was conducted
•	 Analysis parameters included the following:

 — Patient demographics
 — Disease characteristics
 — ALS Functional Rating Scale-Revised (ALSFRS-R) scores
 — Quality-of-life and wellness information
 — Reports of adverse drug reactions

•	 The patient data were collected by Soleo Health nurses and other allied health care professionals 
during home visits for administration of infusions, or in some cases by phone for those patients 
who perform their own infusions 

 —  ALSFRS-R data were collected using the standardised set of questions for the scale 
 —   Wellness data were collected with a set of 5 questions, each with a scale of potential 

answers (larger scale numbers indicate a deterioration of wellness) (Table 1)

•	To provide RWE of Radicava® use from data collected by a provider of home and alternative-site infusions
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•	This report provides RWE on the use of Radicava® in the US from data collected by an 
infusion and specialty pharmacy services provider

•	 Among the 167 patients providing data for analysis, the median duration of Radicava® 
therapy was 331.5 days

 —  Changes in ALSFRS-R score during the analysis period averaged approximately  
−0.62	±	0.97	units	per	month

 —  Wellness data indicated minimal changes during the analysis period 
 —  In this report, no unexpected safety signals were seen, nor any inconsistencies with 

the clinical trials
 � The limitations stemming from voluntary reporting and occasional missing 
information should be considered when interpreting these results

•	 Limitations of this study include the lack of an edaravone-naïve comparison population,  
pre-observational ALSFRS-R score data, and ALSFRS-R score data collected by allied  
health care professionals in order to replicate inter-observer reliability 

•	 The data are expected to be helpful for clinicians who are considering using Radicava® 
therapy with their ALS patients

DISCUSSION AND CONCLUSIONS
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Table 3. ALSFRS-R scores (n=75)

Figure 1. US Distribution of Soleo ALS Patients Receiving Radicava®

•	Usage patterns for Radicava® were also analysed

Table 1. Wellness questions

•	ALSFRS-R scores are shown in Table 3

Figure 2. Radicava® treatment duration

•	Characteristics of the patients in the database are shown in Table 2

•	The patients had been using Radicava® for a median of 331.5 days (range, 0–663 days) per 
patient (Figure 2)

RESULTS

Table 2. Patient characteristics

•	Patient wellness data are shown in Table 4

•	  Adverse events reported during the analysis period are listed in Table 5 and the serious 
adverse events are listed in Table 6

Table 4. Wellness scores

Table 6. Serious adverse events 
reported (n=9/167 patients)

Table 5. Adverse events 
reported (n=34/167 patients)


