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Section 1: Identifiers 

 
Variable Label Description Format Text 

PT Patient ID Patient ID Char 
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Section 2: Adverse Events Summary 

 
Variable Label Description Format Text 

ae Did Participant have an 
Adverse Event? 

Did Participant have an 
Adverse Event? 

Numeric 

aem Did Participant have 
Multiple Adverse Events? 

Did Participant have Multiple 
Adverse Events? 

Numeric 

aemx Maximum Severity of 
Adverse Event for 
Participant 

Maximum Severity of 
Adverse Event for 
Participant 

Numeric 

aen Number of Adverse Events Number of Adverse Events Numeric 

aent Categorized Number of 
Adverse Events 

Categorized Number of 
Adverse Events 

Numeric 

aerl Maximum Attribution of 
Adverse Event for 
Participant 

Maximum Attribution of 
Adverse Event for 
Participant 

Numeric 

aesv Did Participant have a 
Severe Adverse Event? 

Did Participant have a 
Severe Adverse Event? 

Numeric 

sae Did Participant have an 
SAE? 

Did Participant have an 
SAE? 

Numeric 

trt Treatment (short) Treatment (short) Char 
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