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Section 1: Identifiers 

 
Class Variable Label Description Format Text 

01. Principal MRNO MRNO  Char 
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Section 2: Study-wide 

 
Class Variable Label Description Format Text 

01. Principal Accession Accession Number  Numeric 

01. Principal Form Form  "Compliance"="Compliance" 

01. Principal Institution Registering Institution  "M. D. Anderson Cancer Center"="M. D. 
Anderson Cancer Center" 

01. Principal Interval Interval  "Event Interval not available"="Event Interval 
not available" 

01. Principal Interval_Date Interval Date  SAS Date 

01. Principal Reg_Date Registering Date  Char 

01. Principal Trial Trial  "MDA2016-08-02"="MDA2016-08-02" 
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Section 3: Compliance 

 
Class Variable Label Description Format Text 

01. Principal _229_10000_Was
_agent_interrupt
e0 

Was Agent Interrupted 
During This Period 
(Desc) 

 "N/A"="N/A" 
"No"="No" 
"Yes"="Yes" 

01. Principal _229_10000_Was
_agent_interrupt
ed 

Was Agent Interrupted 
During This Period 

 "N/A"="N/A" 
"No"="No" 
"Yes"="Yes" 

01. Principal _229_10001_If_Y
es_indicate_num
be 

If Yes, Indicate Number 
Of Interruptions This 
Period 

 Char 

01. Principal _229_10002_Was
_agent_regimen_
mo0 

Was Agent Regimen 
Modified During This 
Period (Desc) 

 "N/A"="N/A" 
"No"="No" 
"Yes"="Yes" 

01. Principal _229_10002_Was
_agent_regimen_
mod 

Was Agent Regimen 
Modified During This 
Period 

 "N/A"="N/A" 
"No"="No" 
"Yes"="Yes" 

01. Principal _229_10003_Amo
unt_of_agent_pr
ovi 

Amount Of Agent 
Provided At Last Visit 

 Char 

01. Principal _229_10004_Amo
unt_of_agent_ret
ur 

Amount Of Agent 
Returned At This Visit 

 Char 

01. Principal _229_10005_Amo
unt_of_agent_tak
en 

Amount Of Agent 
Taken During This 
Period 

 Char 

01. Principal _229_10006_Amo
unt_of_agent_mi
ssi 

Amount Of Agent 
Missing/Not Accounted 
For This Period 

 Char 

01. Principal _229_10007_Is_t
he_participant_c
0 

Is The Participant 
Compliant With 
Protocol Intervention1 

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

01. Principal _229_10007_Is_t
he_participant_c
o 

Is The Participant 
Compliant With 
Protocol Intervention 

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

01. Principal _229_10008_If_N
o_specify_reaso
n_ 

If No, Specify Reason 
For Noncompliance 

 Char 

01. Principal _229_10010_Amo
unt_of_agent_pr
ovi 

Amount Of Agent 
Provided At This Visit 

 Char 

01. Principal _229_10220_Amo
unt_of_agent_pr
ovi 

Amount Of Agent 
Provided At Last Visit 
Not Applicable 

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

01. Principal _229_12540_Was
_agent_provided
_a0 

Was Agent Provided At 
This Visit (Desc) 

 "N/A"="N/A" 
"No"="No" 
"Yes"="Yes" 
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Class Variable Label Description Format Text 

01. Principal _229_12540_Was
_agent_provided
_at 

Was Agent Provided At 
This Visit 

 "N/A"="N/A" 
"No"="No" 
"Yes"="Yes" 

01. Principal _229_14517_TAC Treatment Assignment 
Code (TAC) 

 "TAC1"="TAC1" 
"TAC2"="TAC2" 

01. Principal _229_14517_TAC
__Desc_ 

Treatment Assignment 
Code (TAC) (Desc) 

 "TAC1: Bexarotene 1% gel 10 mg applied 
topically to one unaffected breast QOD x 4 
weeks"="TAC1: Bexarotene 1% gel 10 mg 
applied topically to one unaffected breast 
QOD x 4 weeks" 
"TAC2: Bexarotene 1% gel 10 mg applied 
topically to one unaffected breast QOD x 7 
days, then QD x 3 weeks"="TAC2: 
Bexarotene 1% gel 10 mg applied topically to 
one unaffected breast QOD x 7 days, then 
QD x 3 weeks" 

01. Principal _229_9997_Visit_
Date 

Visit Date  Char 

01. Principal _229_9998_First_
Dose_taken_this
_ 

First Dose Taken This 
Period (MM/DD/YYYY 
Hh:mm) 

 Char 

01. Principal _229_9999_Last_
Dose_taken_this
_p 

Last Dose Taken This 
Period (MM/DD/YYYY 
Hh:mm) 

 Char 
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