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Section 1: Identifers 

 
Class Variable Label Description Format Text 

01. Principal Participant_Identi
fier 

Participant Identifier Participant Identifier Char 
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Section 2: Participant Contact 

 
Class Variable Label Description Format Text 

01. Principal Comments Comments Comments Char 

01. Principal Date_of_contact Date Of Contact Date Of Contact Char 

01. Principal Did_the_participa
nt_report_any_s 

Did The Participant 
Report Any Symptoms 
Or Adverse Events? 

Did The Participant 
Report Any Symptoms 
Or Adverse Events? 

"No"="No" 
"Not asked"="Not asked" 
"Yes (complete AE)"="Yes (complete AE)" 

01. Principal Is_the_participan
t_compliant_wit 

Is The Participant 
Compliant With 
Protocol Intervention 
Per Telephone Or 
Email? 

Is The Participant 
Compliant With Protocol 
Intervention Per 
Telephone Or Email? 

"No"="No" 
"Not asked"="Not asked" 
"Yes"="Yes" 

01. Principal Were_any_chang
es_in_concomita
nt_ 

Were Any Changes In 
Concomitant 
Medications Reported? 
(Either New Started Or 
Old Stopped)? 

Were Any Changes In 
Concomitant 
Medications Reported? 
(Either New Started Or 
Old Stopped)? 

"No"="No" 
"Not asked"="Not asked" 
"Yes (complete ConMed form)"="Yes 
(complete ConMed form)" 
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