
Study of Efficacy and Safety of CSJ117 in 
Patients With Severe Uncontrolled Asthma 
(NCT04410523)
CSJ117 is an investigational drug.  
Efficacy and safety have not been established.

Purpose
To determine the efficacy and safety of multiple CSJ117 doses  
(0.5, 1, 2, 4, and 8 mg) inhaled once daily compared with placebo, 
when added to standard-of-care asthma therapy in adult patients  
with uncontrolled asthma with respect to change from baseline in 
FEV1 at the end of 12 weeks of treatment

Official title
A 12-week, multicenter, randomized, double-blind, parallel-arm, placebo-controlled study to assess 
the efficacy and safety of CSJ117, when added to existing asthma therapy in patients >18 years of 
age with severe uncontrolled asthma

Study design
Multicenter, phase 2b, randomized, 
double-blind, parallel-arm study 
of CSJ117 (0.5, 1, 2, 4, and 8 mg) 
versus placebo

Primary outcome measure 
•  Average change from baseline in pre-dose FEV1 at Week 8 and Week 12

Secondary outcome measures 
•  Change from baseline in FeNO at Weeks 8 and 12

•  Measurement of anti-drug immune response and CSJ117 serum concentration from  
baseline to Week 24

• Change in peak expiratory flow from baseline to Week 12

• Change from baseline in ACQ-5 and AQLQ+12 scores and asthma symptom score  
(ADSD and ANSD) at Weeks 8 and 12

• Change in SABA use from baseline to Week 12

Population 

625 
male and female 
patients aged  
18–75 years with 
diagnosed asthma



Key inclusion criteria
• Diagnosed asthma patients who have been treated with medium- or high-dose inhaled 

corticosteroids plus LABA with up to 2 additional controllers

• Morning pre-bronchodilator FEV1 value of >40% and 85% of the predicted normal

• A positive reversibility test

• ACQ-5 score of >1.5 at screening and end of run-in visits

• History of >1 asthma exacerbations within the 12 months prior to screening visit that required 
treatment with systemic corticosteroids (tablets, suspension, or injection)

Key exclusion criteria
• Patients who have a cigarette smoking history of greater than 10 pack-years or current smokers

• Pregnant or nursing (lactating) women

• Women of child-bearing potential, defined as all women physiologically capable of becoming 
pregnant, unless they are using specified methods of contraception during dosing of study  
drug and 1 week after last study drug treatment

• Patients with a history of immunodeficiency disease, hepatitis B, hepatitis C, or HIV

Study sites

141 

locations worldwide

Study timelines
Study start date: September 9, 2020

Estimated primary completion date: December 8, 2021

Estimated study completion date: April 14, 2022

Recruitment status: Recruiting

Abbreviations
ACQ-5, Asthma Control Questionnaire-5; ADSD, asthma daytime symptom diary; ANSD, asthma night-time symptom diary;  
AQLQ+12, Asthma Quality of Life Questionnaire; FeNO, fractional exhaled nitric oxide; FEV1, forced expiratory volume in 1 second;  
HIV, human immunodeficiency virus; LABA, long-acting beta-agonist; SABA, short-acting beta agonist.
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