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Section 1: Identifiers 

 
Variable Label Description Format Text 

SUBJECT Participant ID Participant ID Char 
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Section 2: Study-wide 

 
Variable Label Description Format Text 

FOLDERINSTANCE
NAME 

Folder Name Folder Name "Off Study"="Off Study" 

MAXUPDATED Last Updated Last Updated Numeric 

MINCREATED Time Created Time Created Numeric 

PAGEREPEATNUM
BER 

Page Repeat Number Page Repeat Number Numeric 

PROJECT Protocol Protocol "MAY2017-09-01"="MAY2017-09-01" 

RAVEID Rave ID Rave ID Numeric 

RECORDPOSITION Record Position Record Position Numeric 

SITE Study Institution Study Institution "Thomas Jefferson University Hospital"="Thomas 
Jefferson University Hospital" 

SITENUMBER Study Institution ID 
Number 

Study Institution ID Number "PA121"="PA121" 

TARGETDAYS Target Days From 
Randomization 

Target Days From 
Randomization 

Numeric 
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Section 3: End Active Treatment 

 
Variable Label Description Format Text 

COM Comments Comments "Unable to get day 7 biopsies"="Unable to get day 7 
biopsies" 

ENDAT_DT Off Study Date Off Study Date SAS Date 

ENDATRSN Off Study Reason Off Study Reason "Adverse Event"="Adverse Event" 
"Ineligible"="Ineligible" 
"Other"="Other" 
"Participant WIthdrawal"="Participant WIthdrawal" 
"Study Complete"="Study Complete" 

ENDATRSN_SP Off Study Reason, Other 
Specify 

Off Study Reason, Other 
Specify 

"2 fractured ribs. Subject not enrolled"="2 fractured 
ribs. Subject not enrolled" 
"AE of flu"="AE of flu" 
"Not enrolled - screening criteria not met"="Not 
enrolled - screening criteria not met" 
"Not enrolled - subject decision"="Not enrolled - 
subject decision" 
"Screen failure - participant decision"="Screen 
failure - participant decision" 
"Subject did not show up for Day 7"="Subject did 
not show up for Day 7" 
"Subject not enrolled - subject decision due to 
scheduling conflict"="Subject not enrolled - subject 
decision due to scheduling conflict" 
"not enrolled in study"="not enrolled in study" 
"screen failure"="screen failure" 
"subject did not meet eligibility criteria"="subject did 
not meet eligibility criteria" 
"vomiting"="vomiting" 

ENDDT Agent End Date Agent End Date SAS Date 

NOTOBT Study Agent Not Obtained 
(Check Here If Participant 
Did Not Start Study Agent) 

Study Agent Not Obtained 
(Check Here If Participant 
Did Not Start Study Agent) 

0="Unchecked" 
1="Checked" 
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