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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  "Compliance"="Compliance" 

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 1"="Follow-up 1" 
"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: Drug Compliance Wallet 1 Blister 2 

 
Class Variable Label Description Format Text 

01. Principal _525_10012_age
nt 

Agent  Char 

01. Principal _525_10013_dos
e_units 

Agent Dose Units  "TAB"="TAB" 

01. Principal _525_10014_freq
uency 

Frequency  "QD"="QD" 

01. Principal _525_10015_dos
e 

Agent Dose  "1"="1" 

01. Principal _525_10377_age
nt_name 

Agent Name  "EXEMESTANE/Placebo 25 
mg"="EXEMESTANE/Placebo 25 mg" 

01. Principal _892_10003_amo
unt_of_agent_pr
ovi 

Amount Of Agent 
Provided At Last Visit 

 "42"="42" 

01. Principal _892_10004_amo
unt_of_agent_ret
ur 

Amount Of Agent 
Returned At This Visit 

 Char 

01. Principal _892_10005_amo
unt_of_agent_tak
en 

Amount Of Agent 
Taken During This 
Period 

 Char 

01. Principal _892_10006_amo
unt_of_agent_mi
ssi 

Amount Of Agent 
Missing Not Accounted 
For This Period 

 Char 

01. Principal _892_10007_is_t
he_participant_c
0 

Is The Participant 
Compliant With 
Protocol Intervention 
(Desc) 

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

01. Principal _892_10007_is_t
he_participant_c
o 

Is The Participant 
Compliant With 
Protocol Intervention 

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

01. Principal _892_10220_amo
unt_of_agent_pr
ovi 

Amount Of Agent 
Provided At Last Visit - 
Not Applicable 
Checkbox 

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

01. Principal _892_12335_unk Unknown When First 
Dose Taken This 
Period 

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

01. Principal _892_12336_unk Unknown When Last 
Dose Taken This 
Period 

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

01. Principal _892_12399_last_
planned_date_m
m_ 

Last Planned Date (MM 
DD YYYY) 

 Char 

01. Principal _892_12400_wall
et 

Wallet  "1"="1" 
"2"="2" 

01. Principal _892_12400_wall
et__desc_ 

Wallet (Desc)  "1"="1" 
"2"="2" 
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Class Variable Label Description Format Text 

01. Principal _892_12401_blist
er 

Blister  "1"="1" 
"2"="2" 
"3"="3" 

01. Principal _892_12401_blist
er__desc_ 

Blister (Desc)  "1"="1" 
"2"="2" 
"3"="3" 

01. Principal _892_12402_day Day  "1"="1" 
"2"="2" 
"3"="3" 
"4"="4" 
"5"="5" 
"6"="6" 
"7"="7" 

01. Principal _892_12402_day_
_desc_ 

Day (Desc)  "1"="1" 
"2"="2" 
"3"="3" 
"4"="4" 
"5"="5" 
"6"="6" 
"7"="7" 

01. Principal _892_9997_visit_
date 

Visit Date  Char 

01. Principal _892_9998_first_
dose_taken_this_ 

First Dose Taken This 
Period (MM DD YYYY 
hh mm) 

 Char 

01. Principal _892_9999_last_
dose_taken_this_
p 

Last Dose Taken This 
Period (MM DD YYYY 
hh mm) 

 Char 

01. Principal _915_12405_wall
et1_blister2_day 

Wallet1 Blister2 Day  "1"="1" 
"2"="2" 
"3"="3" 
"4"="4" 
"5"="5" 
"6"="6" 
"7"="7" 

01. Principal _915_12406_wall
et1_blister2_valu 

Wallet1 Blister2 Value  "False"="False" 
"True"="True" 
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