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Section 1: Identifiers 

 
Class Variable Label Description Format Text 

01. Principal mrno Participant Id  Char 
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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  "Columbia University Medical 
Center"="Columbia University Medical 
Center" 
"EUROPEAN INSTITUTE OF 
ONCOLOGY"="EUROPEAN INSTITUTE OF 
ONCOLOGY" 
"Galliera Hospital"="Galliera Hospital" 
"M. D. Anderson Cancer Center"="M. D. 
Anderson Cancer Center" 
"Moffitt Cancer Center"="Moffitt Cancer 
Center" 

01. Principal interval Interval  "Event Interval not available"="Event Interval 
not available" 
"Follow-up"="Follow-up" 
"Month 1"="Month 1" 
"Month"="Month" 
"Off Study"="Off Study" 

01. Principal interval_date Interval Date  SAS Date 

01. Principal reg_date Registration Date  Char 

01. Principal trial Trial  "MDA2014-04-01"="MDA2014-04-01" 
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Section 3: Off Study 

 
Class Variable Label Description Format Text 

01. Principal _665_11058_date
_on_follow_up 

Date On Follow-Up  Char 

01. Principal _665_11059_date
_off_follow_up 

Date Off Follow-Up  Char 

01. Principal _665_11060_not_
applicable 

Follow-Up Not 
Applicable 

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

01. Principal _666_10192_off_
study_date 

Off Study Date  Char 

01. Principal _666_10193_date
_of_last_contact 

Date Of Last Contact  Char 

01. Principal _666_10194_age
nt_end_date 

Agent End Date  Char 

01. Principal _666_10218_form
_date 

Form Date  Char 

01. Principal _666_10223_not_
applicable 

Agent End Date Not 
Applicable 

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

01. Principal _666_11061_off_
study_reason 

Off Study Reason  "Adverse Event"="Adverse Event" 
"Ineligible"="Ineligible" 
"Other, Specify"="Other, Specify" 
"Participant Withdrawal"="Participant 
Withdrawal" 
"Physician Decision"="Physician Decision" 
"Study Complete"="Study Complete" 

01. Principal _666_11061_off_
study_reason__d
es 

Off Study Reason 
(Desc) 

 "Adverse Event (complete AE CRF & SAE 
form, if applicable)"="Adverse Event 
(complete AE CRF & SAE form, if 
applicable)" 
"Ineligible"="Ineligible" 
"Other, Specify"="Other, Specify" 
"Participant Withdrawal"="Participant 
Withdrawal" 
"Physician Decision"="Physician Decision" 
"Study Complete"="Study Complete" 

01. Principal _666_11062_com
ments 

Off Study Reason 
Comments 

 Char 

01. Principal _667_10172_parti
cipant_did_not_t 

Participant Did Not 
Take Any Concomitant 
Meds 

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

01. Principal _667_10197_parti
cipant_did_not_h 

Participant Did Not 
Have Any Adverse 
Events 

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

01. Principal _667_9988_partic
ipant_did_not_ha 

Participant Did Not 
Have Any Agent 
Interrupts 

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