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Section 1: Identifiers 

 
Variable Label Description Format Text 

MRNO Participant ID (MRNO) Participant ID (MRNO) Char 
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Section 2: Adverse Events 

 
Variable Label Description Format Text 

_3489_10177_Event
_End_Date 

Adverse Event End Date Adverse Event End Date Char 
" "="Missing" 

_3489_10178_Event
_Onset_Date 

Adverse Event Onset Date Adverse Event Onset Date Char 

_3489_10180_Outco
me 

Adverse Event Outcome Adverse Event Outcome Char 

_3489_10182_Adver
se_Event_Verbat 

Adverse Event Verbatim Adverse Event Verbatim Char 

_3489_10183_Dropp
ed_due_to_this_ 

Dropped From Study Due 
To This Adverse Event? 

Dropped From Study Due 
To This Adverse Event? 

Char 

_3489_10184_Repor
ted_as_SAE 

Reported as SAE? Reported as SAE? Char 

_3489_10185_CTCA
E_Term 

CTCAE term CTCAE term Char 

_3489_10188_Actio
n 

Action Taken For Adverse 
Event 

Action Taken For Adverse 
Event 

Char 

_3489_10511_MedD
RA_System_Organ_ 

MedDRA System Organ 
Class (Soc v12) 

MedDRA System Organ 
Class (Soc v12) 

Char 

_3489_10512_AE_G
rade 

Adverse Event Grade Adverse Event Grade Char 

_3489_10513_AE_At
tribution 

Adverse Event Attribution Adverse Event Attribution Char 
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