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Participant Flow 

 

 

 

 

 

 

 

 

 

 

 

 

  

 

 

 

Number of Participants 
Screened (n = 168)

Number of Participants 
Enrolled (n = 47)

Number of Participants 
fully completed (n = 46)

Number of Participants 
withdrawn (n = 1)

Number of Participants 
Failed Screening / 

Considered Ineligible 

(n = 121)
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Baseline Characteristics 
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Outcome Measures 
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Adverse Events 

Period 1: There were no Grade 3, 4 or 5 treatment-emergent adverse events (TEAEs), no serious 

adverse events (SAEs), and no participants discontinued treatment, were withdrawn or died as a result 

of TEAEs. A total of 8 (80%) of participants who received placebo and 18 (62.1%) of participants who 

received WVE-006 experienced Grade 1 or 2 TEAEs, of which 1 participant experienced mild injection 

site reaction that was considered related to the study drug (200 mg WVE-006). There were no other 

injection site reactions during Period 1. The most common TEAEs in the WVE-006 treatment group 

overall were increased blood creatine phosphokinase (CPK) and rash each occurred in 4 (13.8%) 

participants. The blood CPK increases and rashes were considered unrelated to study drug and were 

also observed in the placebo group (1 [10%] of placebo participants). Out of the 5 participants who had 

raised blood CPK (all Grade 2), 4 (1 [10%] placebo; 3 [10.3%] WVE-006 overall) also had increased 

transaminases (alanine aminotransferase [ALT] and/or aspartate transaminase [AST]). The increases 

in both were attributed to exercise and completely resolved. Review of the TEAE profiles for Period 1 

demonstrated no treatment, or dose related trends in TEAEs following WVE-006 or placebo, and all 

TEAEs resolved during the study. 

Period 2: There were no Grade 3, 4 or 5 TEAEs, no SAEs and no participants discontinued treatment, 

were withdrawn or died as a result of TEAEs. A total of 1 (50%) of participants who received placebo 

and 2 (33.3%) of participants who received WVE-006 experienced a Grade 2 TEAE, all of which were 

considered unrelated to study drug. There were no injection site reactions during Period 2. The most 

common TEAE in the WVE-006 treatment group overall was influenza-like illness (2 [33.3%] of 

participants). The events were considered unrelated to study drug. There were no treatment-related 

TEAEs during Period 2. Review of the TEAE profiles for Period 2 demonstrated no treatment, or dose 

related trends in TEAEs following WVE-006 or placebo, and all TEAEs resolved during the study. 
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