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Section 1: Identifiers 

 
Class Variable Label Description Format Text 

01. Principal MRNO MRNO  Numeric 
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Section 2: Study Wide 

 
Class Variable Label Description Format Text 

01. Principal Accession Accession  Numeric 

01. Principal Form Form  "Participant Contact Form"="Participant 
Contact Form" 

01. Principal Institution Institution  "Baylor College of Medicine"="Baylor College 
of Medicine" 
"M. D. Anderson Cancer Center"="M. D. 
Anderson Cancer Center" 
"Mayo Clinic"="Mayo Clinic" 
"Northwestern University"="Northwestern 
University" 
"Saint Michael's Hospital Toronto"="Saint 
Michael's Hospital Toronto" 
"UCLA SCHOOL OF MEDICINE"="UCLA 
SCHOOL OF MEDICINE" 
"University of Colorado"="University of 
Colorado" 
"University of North Carolina at Chapel 
Hill"="University of North Carolina at Chapel 
Hill" 

01. Principal Reg_Date Registration Date  SAS Date 

01. Principal Trial Trial Name  "MDA2013-02-02"="MDA2013-02-02" 
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Section 3: Participant Contact Form 

 
Class Variable Label Description Format Text 

01. Principal _3664_11051_Co
ntact_Type 

Contact Type  "Home Cell"="Home Cell" 
"Home Phone"="Home Phone" 
"Work Cell"="Work Cell" 
"Work Phone"="Work Phone" 

01. Principal _3664_11051_Co
ntact_Type__Des
c_ 

Contact Type 
(Description) 

 "Home Cell"="Home Cell" 
"Home Phone"="Home Phone" 
"Work Cell"="Work Cell" 
"Work Phone"="Work Phone" 

01. Principal _3664_11052_Co
ntact_Time_Unkn
own 

Contact Time Unknown  "False"="False" 
"True"="True" 

01. Principal _3664_11053_Co
ntact_Result 

Contact Result  "Spoke to Patient/Participant"="Spoke to 
Patient/Participant" 

01. Principal _3664_11053_Co
ntact_Result__De
sc 

Contact Result 
(Description) 

 "Spoke to Patient/Participant"="Spoke to 
Patient/Participant" 

01. Principal _3664_11054_Is_t
he_participant_c 

Is The Participant 
Compliant With 
Protocol Intervention 
Per Telephone 
Conversation? 

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

01. Principal _3664_11055_Dat
e_and_Time_of_
Con 

Date And Time Of 
Contact 

 Char 

01. Principal _3664_11056_Did
_the_participant_ 

Did The Participant 
Report Any Symptoms 
Or Adverse Events? 

 "No"="No" 
"Too early to evaluate"="Too early to 
evaluate" 
"Yes (Complete AE CRF)"="Yes (Complete 
AE CRF)" 

01. Principal _3664_11057_We
re_any_changes_
in_ 

Were Any Changes In 
Concomitant 
Medications Reported? 
[Either New 
Medications Started Or 
Previous Medications 
Stopped]? 

 "N/A"="N/A" 
"No"="No" 
"Yes (Complete Con Med CRF)"="Yes 
(Complete Con Med CRF)" 

01. Principal VAR13 Is The Participant 
Compliant With 
Protocol Intervention 
Per Telephone 
Conversation? 

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

01. Principal VAR16 Did The Participant 
Report Any Symptoms 
Or Adverse Events? 

 "No"="No" 
"Too early to evaluate"="Too early to 
evaluate" 
"Yes (Complete AE CRF)"="Yes (Complete 
AE CRF)" 
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Class Variable Label Description Format Text 

01. Principal VAR18 Were Any Changes In 
Concomitant 
Medications Reported? 
[Either New 
Medications Started Or 
Previous Medications 
Stopped]? 

 "N/A"="N/A" 
"No"="No" 
"Yes (Complete Con Med CRF)"="Yes 
(Complete Con Med CRF)" 
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