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Section 1: Identifiers 

 
Variable Label Description Format Text 

ParticipantID Participant ID Participant ID Char 
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Section 2: Compliance 

 
Variable Label Description Format Text 

AgentInterrupted Was agent interrupted 
during this period? 

Was agent interrupted 
during this period? 

Char 

AgentLastVisitNA Amount of agent provided 
at last visit N/A 

Amount of agent provided at 
last visit N/A 

Numeric 
.="Missing" 

AgentProvidedatThi
sVisit 

Was agent provided at this 
visit? 

Was agent provided at this 
visit? 

Char 

AgentRegimenModif
ied 

Was agent regimen 
modified during this 
period? 

Was agent regimen modified 
during this period? 

Char 

AmountofAgentMis
sing 

Amount of agent 
missing/not accounted for 
this period 

Amount of agent missing/not 
accounted for this period 

Numeric 

AmountofAgentPro
videdatLast 

Amount of agent provided 
at last visit 

Amount of agent provided at 
last visit 

Numeric 

AmountofAgentPro
videdatThis 

Amount of agent provided 
at this visit 

Amount of agent provided at 
this visit 

Numeric 
.="Missing" 

AmountofAgentRet
urnedThisVi 

Amount of agent returned 
this visit 

Amount of agent returned 
this visit 

Numeric 

AmountofAgentTak
enDuringThi 

Amount of agent taken 
during this period 

Amount of agent taken 
during this period 

Numeric 

FirstDoseTakenThis
Period 

Date of first dose taken this 
period 

Date of first dose taken this 
period 

SAS Date 

IfYesNumberofInterr
uptions 

Number of interruptions 
this period (if any) 

Number of interruptions this 
period (if any) 

Numeric 
.="Missing" 

LastDoseTakenThis
Period 

Date of last dose taken this 
period 

Date of last dose taken this 
period 

SAS Date 

ParticipantComplian
t 

Is the participant compliant 
with protocol intervention? 

Is the participant compliant 
with protocol intervention? 

Char 
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