
  

MDA2013-02-02 - Off Study: Data Dictionary  

05/20/2024 

1 

MDA2013-02-02 - Off Study Data Dictionary 

TABLE OF CONTENTS 

Document Summary ...................................................................................................................................................... 2 

MDA2013-02-02 - Off Study: Data Dictionary ................................................................................................................ 3 

Section 1: Identif iers  ........................................................................................................................................... 3 

Section 2: Study Wide ......................................................................................................................................... 4 

Section 3: Off Study ............................................................................................................................................ 5 

 



  

MDA2013-02-02 - Off Study: Data Dictionary  

05/20/2024 

2 

Document Summary 
 

Property Value 

Document Title MDA2013-02-02 - Off Study: Data Dictionary 

Date Created 05/20/2024 

Sections 3 

Entries 20 

Document Filename dictionary_offstudy.rtf 

 
 

 
 

 
 



  

MDA2013-02-02 - Off Study: Data Dictionary  

05/20/2024 

3 

 
 

MDA2013-02-02 - Off Study: Data Dictionary 
 

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  "Off Study"="Off Study" 

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: Off Study 

 
Class Variable Label Description Format Text 

01. Principal _3665_11058_Dat
e_on_Follow_up 

Date On Follow-Up  "NULL"="NULL" 

01. Principal _3665_11059_Dat
e_Off_Follow_up 

Date Off Follow-Up  "NULL"="NULL" 

01. Principal _3665_11060_Not
_Applicable 

Not Applicable  "NULL"="NULL" 
"True"="True" 

01. Principal _3666_10192_Off
_Study_Date 

Off Study Date  SAS Date 

01. Principal _3666_10193_Dat
e_of_Last_Conta
ct 

Date Of Last Contact  Char 

01. Principal _3666_10194_Ag
ent_End_Date 

Agent End Date  Char 

01. Principal _3666_10218_For
m_Date 

Form Date  Char 

01. Principal _3666_10223_Not
_Applicable 

Not Applicable  "False"="False" 
"True"="True" 

01. Principal _3666_11061_Off
_Study_Reason 

Off Study Reason  "Adverse Event"="Adverse Event" 
"Ineligible"="Ineligible" 
"Lost to follow-up"="Lost to follow-up" 
"Other, Specify"="Other, Specify" 
"Participant Refused Follow-up"="Participant 
Refused Follow-up" 
"Participant Withdrawal"="Participant 
Withdrawal" 
"Study Complete"="Study Complete" 

01. Principal _3666_11061_Off
_Study_Reason_
_De 

Off Study Reason 
(Description) 

 "Adverse Event (complete AE CRF & SAE 
form, if applicable)"="Adverse Event 
(complete AE CRF & SAE form, if 
applicable)" 
"Ineligible"="Ineligible" 
"Lost to follow-up"="Lost to follow-up" 
"Other, Specify"="Other, Specify" 
"Participant Refused Follow-up"="Participant 
Refused Follow-up" 
"Participant Withdrawal"="Participant 
Withdrawal" 
"Study Complete"="Study Complete" 

01. Principal _3666_11062_Co
mments 

Comments  Char 

01. Principal _3667_10172_Par
ticipant_did_not_ 

Check This Box If The 
Participant Did Not 
Take Any Concomitant 
Medications 

 "False"="False" 
"NULL"="NULL" 
"True"="True" 

01. Principal _3667_10197_Par
ticipant_did_not_ 

Check This Box If The 
Participant Did Not 
Experience Any 
Adverse Events 

 "False"="False" 
"NULL"="NULL" 
"True"="True" 
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Class Variable Label Description Format Text 

01. Principal _3667_9988_Parti
cipant_did_not_h 

Check This Box If The 
Participant Did Not 
Have Any Agent 
Interruptions 

 "False"="False" 
"NULL"="NULL" 
"True"="True" 
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