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Section 1: Identifiers 

 
Class Variable Label Description Format Text 

01. Principal Participant_Identi
fier 

Participant Identifier Participant Identifier Char 
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Section 2: Agent Intervention 

 
Class Variable Label Description Format Text 

01. Principal Amount_of_agen
t_missed____of_
via 

Amount Of Agent 
Missed (# Of Vials) 

Amount Of Agent 
Missed (# Of Vials) 

Numeric 

01. Principal Comments Comments Comments Char 

01. Principal If_Yes__specify_
date_restarted 

If Yes, Specify Date 
Restarted 

If Yes, Specify Date 
Restarted 

Char 

01. Principal Reason_stopped Reason Stopped Reason Stopped "AE/SAE, specify"="AE/SAE, specify" 
"Investigator decision, specify"="Investigator 
decision, specify" 
"Participant decision, specify"="Participant 
decision, specify" 
"Participant non-compliance"="Participant 
non-compliance" 

01. Principal Reason_stopped
__specify 

Reason Stopped, 
Specify 

Reason Stopped, 
Specify 

Char 

01. Principal Start_date_of_int
erruption__date 

Start Date Of 
Interruption (Date Of 
First Dose Missed) 

Start Date Of 
Interruption (Date Of 
First Dose Missed) 

Char 

01. Principal Was_agent_resta
rted_ 

Was Agent Restarted? Was Agent Restarted? "No"="No" 
"Yes"="Yes" 
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