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• Change from baseline to 12 months post-permanent implant for physical function measured 
using the PROMIS-29 Profile 

• Change from baseline to 12 months post-permanent implant for quality of life measured using 
the PROMIS Global Health Scale 

1.4.3  Descriptive Endpoints 
Safety 

• Proportion of subjects with device, procedure or stimulation-related serious adverse events 
and non-serious adverse events among subjects who receive the permanent implant  

• Proportion of subjects who have adverse events related to the trial implant procedure among 
subjects who fail the trial neurostimulator phase 

• Summary of procedure-related serious adverse events and non-serious adverse events by 
implanter experience 

Effectiveness 
• Percent change from baseline to 1, 3, and 6 months post-permanent implant for overall pain 

intensity measured using the Visual Analog Scale (VAS) 
• Change from baseline to 1, 3, and 6 months post-permanent implant for physical function 

measured using the PROMIS-29 Profile 
• Change from baseline to 1, 3, and 6 months post-permanent implant for quality of life 

measured using the PROMIS Global Health Scale 
• Change from baseline to 1, 3, 6 and 12 months post-permanent implant for neuropathic pain 

measured using the Neuropathic Pain Scale (NPS) 
• Change from baseline to 1, 3, 6 and 12 months post-permanent implant for sleep disturbance 

anxiety, depression, fatigue, ability to participate in social roles and activities, pain interference 
and pain intensity measured using the PROMIS-29 Profile Patient Global Impression of 
Change (PGIC) at 1, 3, 6 and 12 months post-permanent implant 

 Randomization 

This is a single-arm study and no randomization is administrated. 

 Blinding 

There is no blinding for the subjects or the Investigators. 

 ANALYSIS CONSIDERATIONS 

 Analysis Populations 

 

 




























