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1. Participant flow 

 

 

 

 

 

 



ISRCTN 90678104 
A Phase Ib Study of Inhaled IN-006 (Regdanvimab for Nebulization) versus Intravenous 
Regdanvimab 
 

2 of 3 
 

2. Baseline Characteristics 
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3. Primary Outcome Measure: Treatment Emergent Adverse Events (TEAEs) 

 

Group 1 
(N=18) 

Group 2 
(N=18) 

Group 3 
(N=12) 

Participants with any treatment-emergent adverse 
event  14 8 9 

Participants with nebulization-related TEAE* NA 0 0 

Number of serious adverse events 0 0 0 

Total Number of TEAEs 27 12 12 

Event by MedDRA System Organ Class:    

Eye disorders   1 

Gastrointestinal disorders   1 

General disorders and administration site conditions 11 3 1 

Infections and infestations 1 1 2 

Injury, poisoning and procedural complications 1 3 2 

Nervous system disorders 7 3 5 

Renal and urinary disorders 1   
Respiratory, thoracic and mediastinal disorders 5 2  
Skin and subcutaneous tissue disorders 1   

 
*Occurring within 2-hours of completing nebulization 
Group 1: A single intravenous dose of 40 mg/kg infused over 60 minutes  
Group 2: A single nebulization of 90 mg 
Group 3: Five once-daily nebulizations of 90 mg 


