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 Adverse Events 
All adverse events related or unrelated to the device, serious and non-serious will be summarized for all 
subjects in the Full Analysis Set using the number of events, the number of subjects with event(s), and 
the percentage of subjects with event(s). All CEC adjudicated adverse events will also be summarized 
for all subjects in the Full Analysis Set with the number of events, the number of subjects with event(s), 
and the percentage of subjects with events.  

 Subject Early Termination   
Subject early termination reasons including deaths, withdrawals, lost-to-follow-up, etc. will be 
summarized for subjects in the Full Analysis Set. A listing will also be provided for subjects who de-
registered from the study with reasons for de-registration. 

 Protocol Deviation 
Protocol deviations will be summarized descriptively by category for subjects in the Full Analysis Set in 
whom a protocol deviation was reported. 

 Additional Data 

For PCS Total score, change from baseline to 6 months will be reported for subjects in Full Analysis Set, 
who are catastrophizing at baseline (PCS Total score at baseline >=30). 

 DOCUMENTATION AND OHER CONSIDERATIONS 

 Changes from Protocol Specified Analysis 
Additional hypothesis testing is added in section 2.3.1 per study team’s decision. 

 Analysis Software 
All analyses will be performed using SAS for Windows, version 9.2 or higher.  

 ACRONYMS AND ABBREVIATIONS  

Acronym or Abbreviation Complete Phrase or Definition 
CEC Clinical Events Committee 

CIP Clinical Investigation Plan 

CRF case report form 

NRS Numerical Rating Scale 

PCS Pain Catastrophizing Scale 

PVAQ Pain Vigilance and Awareness Questionnaire 

PROMIS Patient-Reported Outcome Measure Information System 

SCS Spinal Cord Stimulation 

DRG Dorsal Root Ganglion 






