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 Adjustments for Covariates 

Unless otherwise specified, no adjustments for covariates will be made for any of the variables in the 
analyses.  

 DESCRIPTIVE ENDPOINTS AND ADDITIONAL DATA 

 Baseline and Demographic Characteristics 

Baseline and medical characteristics such as age, gender, Euroscore, STS mortality risk score, 
cardiovascular history, etc. will be summarized using appropriate summary statistics.  
 

 Adverse Events 

All adverse events (AEs) reported will be summarized by seriousness (serious AE vs. nonserious AE), 
primary relationship (device, procedure, and unrelated). 
The follow definitions will apply:  

• AE: Adverse Events (Non-serious and non-device or procedure related) 
• ADE: Adverse Device Effects (Non-serious and device or procedure related) 
• SAE: Serious Adverse Events (Serious and non-device or procedure related) 
• SADE: Serious Adverse Device Effects (Serious and device or procedure related) 

Summaries will be presented in terms the number of events and number and percentage of subjects with 
events. Categories will be non-overlapping. 
All events adjudicated as related or possibly related to COVID-19 will also be summarized. 
All CEC adjudicated adverse events will also be summarized in terms of the number of events, number 
and percentage of subjects with events. 

 Subject Early Termination   

Reasons for early termination including deaths, withdrawals, lost to follow-up, unsuccessful implant, etc.  
will be summarized. 

 Protocol Deviation 

Protocol deviations will be by deviation category (Inclusion/Exclusion criteria not met, Informed consent, 
visit not done etc.) using number of events. 
All protocol deviations related or possibly related to COVID-19 will be summarized as above.  

 DOCUMENTATION AND OTHER CONSIDERATIONS 

All analyses will be performed using SAS for Windows, version 9.3 or higher.  
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 ACRONYMS AND ABBREVIATIONS  

 

Acronym or Abbreviation Complete Phrase or Definition 
AE Adverse Events 
ADE Adverse Device Effects 
CEC Clinical Events Committee 
CIP Clinical Investigation Plan 
PMCF Post-Market Clinical Follow-up 
SAE Serious Adverse Events 
SADE Serious Adverse Device Effects 
SAP Statistical Analysis Plan 
SVD Structural Valve Deterioration 

 
 

 
 




