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AE And Conmed Evaluation Form: Data Dictionary

Section 1: Identifiers

Class Variable Label Description Format Text
01. Principal Accession Participant Assignment | Participant Assignment | numeric
01. Principal Form Form Form. CDE: 3008882 "AE and ConMed Evaluation"="AE and
1.0 Released ConMed Evaluation"
01. Principal Institution Institution Institution. CDE: "Brigham and Women's Hospital"="Brigham
2551737 1.0 Released | and Women's Hospital"
"M. D. Anderson Cancer Center"="M. D.
Anderson Cancer Center"
"University of Michigan Comprehensive
Cancer Center"="University of Michigan
Comprehensive Cancer Center"
"University of Utah Health System -
Huntsman Cancer Institute"="University of
Utah Health System - Huntsman Cancer
Institute”
01. Principal MRNO Participant ID (MRNO) | Participant ID (MRNO). | numeric
CDE: 2003301
4.0 Released
01. Principal Reg_Date Registration Date Registration Date. CDE: | sasdate
2171
4.0 Released
01. Principal Trial Trial Trial. CDE: 977 "MDA2013-01-02"="MDA2013-01-02"
3.0 Released
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Section 2: Ae And Conmed Evaluation Form

Class Variable Label Description Format Text
01. Principal _3457_10027_Vis | Visit Type Visit Type. CDE: "Screening/<br/>Eligibility/<br/>Randomizati
it_Type 2182699 on"="Screening/<br/>Eligibility/<br/>Randomi
1.0 Released zation"
"Visit 1"="Visit 1"
"Visit 2"="Visit 2"
"Visit 3"="Visit 3"
"Visit 4"="Visit 4"
"Visit 5"="Visit 5"
"Visit 6"="Visit 6"
"Visit 7 <br/> (Follow up)"="Visit 7 <br/>
(Follow up)"
01. Principal _3457_10028_Vis | Visit Date Visit Date. CDE: char, 10
it_Date 2182871 " "="Not Applicable"
1.0 Released
01. Principal _3457_10029_We | Were Any New or Were Any New or " "="Not Applicable"
re_any_new_or_c | Changes in Adverse Changes in Adverse "N/A"="N/A"
han Events Reported? Events Reported?. CDE: | "No"="No"
2728517 1.0 Released | "Yes"="Yes"
01. Principal _3457_10030_We | Were Any New or Were Any New or " "="Not Applicable"
re_any_new_or_c | Changes in Changes in Concomitant | "N/A"="N/A"
han Concomitant Medications Reported?. |"No"="No"
Medications Reported? | CDE: 2728743 1.0 "Not Evaluated"="Not Evaluated"
Released "Yes"="Yes"
01. Principal _3457_10031_N_ | Did Participant Did Participant Complete | "False"="False"
A_visit_did_not_ | Complete Form? Form? "True"="True"
oc
01. Principal _3457_10032_ID | Number of Visits? Number of Visits? numeric
01. Principal VAR10 Were Any New or Were Any New or " "="Not Applicable"
Changes in Adverse Changes in Adverse "N/A"="N/A"
Events Reported? Events Reported?. CDE: | "No"="No"
2728517 1.0 Released |"Yes"="Yes"
01. Principal VAR12 Were Any New or Were Any New or " "="Not Applicable"
Changes in Changes in Concomitant | "N/A"="N/A"
Concomitant Medications Reported?. | "No"="No"
Medications Reported? | CDE: 2728743 1.0 "Not Evaluated"="Not Evaluated"
Released "Yes"="Yes"
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