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Section 1: Identifiers 

 
Variable Label Description Format Text 

Participant_Identifier Participant Identifier Participant Identifier Char 
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Section 2: AgInt 

 
Variable Label Description Format Text 

Amount_of_agent_misse
d____of_cap 

Amount of agent missed (# of 
capsules) 

The amount that describes how 
much of the agent was missing or 
not accounted for. 

Num 

Amount_of_agent_misse
d____of_gel 

Amount of agent missed (# of gel 
doses, where 1 dose = 
application) 

The amount that describes how 
much of the agent was missing or 
not accounted for. 

Num 
.="." 

Comments Comments the free text field for general notes. Char 

If_Yes__specify_date_res
tarted_ 

If Yes, specify date restarted The date the agent was restarted. Char 

Reason_stopped Reason stopped The reason representing why the 
agent was stopped. 

Char 

Reason_stopped__specif
y 

Reason stopped, specify The text that describes the reason 
the agent was stopped. 

Char 

Sheet_Name Sheet Name Sheet Name Char 

Start_date_of_interruptio
n__date 

Start date of interruption (date of 
first dose missed) 

a date on which a treatment dose is 
temporarily stopped before a dose 
modification or continuation after 
addressing patient side effects. 

Char 

Was_agent_restarted_ Was agent restarted? Study Agent Continuation Indicator Char 
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