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Section 1: Identifiers 

 
Class Variable Label Description Format Text 

01. Principal participantid Participant ID  Char 
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Section 2: Study-wide 

 
Class Variable Label Description Format Text 

01. Principal institutioncode Institution Code  "CA011 - USC"="CA011 - USC" 
"CA016 - Cedars"="CA016 - Cedars" 
"CA067 - UCSD"="CA067 - UCSD" 
"CA088 - UCI"="CA088 - UCI" 
"MD043 - Johns Hopkins"="MD043 - Johns 
Hopkins" 
"NCICCR - NCI-CCR"="NCICCR - NCI-CCR" 

01. Principal visitdate Visit Date  SAS Date 

01. Principal visittype Visit Type  "Visit 1 Screening"="Visit 1 Screening" 
"Visit 10 Post Interventon"="Visit 10 Post 
Interventon" 
"Visit 12 6-Month Follow-Up"="Visit 12 
6-Month Follow-Up" 
"Visit 2 Randomization"="Visit 2 
Randomization" 
"Visit 3 Baseline"="Visit 3 Baseline" 
"Visit 4 Day 14"="Visit 4 Day 14" 
"Visit 5 Day 28"="Visit 5 Day 28" 
"Visit 6 Day 56"="Visit 6 Day 56" 
"Visit 7 Day 84"="Visit 7 Day 84" 
"Visit 8 Day 112"="Visit 8 Day 112" 
"Visit 9 Day 140"="Visit 9 Day 140" 
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Section 3: Medical/Surgery History 

 
Class Variable Label Description Format Text 

01. Principal allbodysystemsn
ormal 

All Body Systems 
Normal 

 "Yes All Normal"="Yes All Normal" 

01. Principal bodysystem Body System  "Autoimmune"="Autoimmune" 
"Breasts"="Breasts" 
"Cardiovascular"="Cardiovascular" 
"Dermatologic"="Dermatologic" 
"Endocrine/Metabolic"="Endocrine/Metabolic
" 
"Gastrointestinal"="Gastrointestinal" 
"Genitourinary"="Genitourinary" 
"H/E/E/N/T"="H/E/E/N/T" 
"Hematopoietic/Lymph"="Hematopoietic/Lym
ph" 
"Musculoskeletal"="Musculoskeletal" 
"Neck"="Neck" 
"Neurologic"="Neurologic" 
"Respiratory"="Respiratory" 

01. Principal comments Comments  Char 

01. Principal finding Finding  "Abnormal"="Abnormal" 
"Normal"="Normal" 
"Not Assessed"="Not Assessed" 

01. Principal participanthasall
ergies 

Participant Has 
Allergies 

 "No"="No" 
"Yes"="Yes" 

01. Principal specifyallergies Specify Allergies  Char 
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