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Section 1: Identifiers 

 
Class Variable Label Description Format Text 

01. Principal ptid Participant ID  Char 
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Section 2: Unblinding 

 
Class Variable Label Description Format Text 

01. Principal Agent_Dose Agent Dose  Numeric 

01. Principal Agent_Frequenc
y 

Agent Frequency  "QD"="QD" 

01. Principal Agent_Name Agent Name  "Endoxifen Gel"="Endoxifen Gel" 
"Placebo Gel"="Placebo Gel" 

01. Principal Agent_Units Agent Units  "mg"="mg" 

01. Principal DCP_Protocol_N
umber 

DCP Protocol Number  "NWU2017-09-01"="NWU2017-09-01" 

01. Principal Randomization_
Number 

Randomization Number  Numeric 

01. Principal Registering_Con
sortium_Code 

Registering Consortium 
Code 

 "IL036"="IL036" 

01. Principal Registering_Insti
tution_Code 

Registering Institution 
Code 

 "CA016"="CA016" 
"IL036"="IL036" 
"NY016"="NY016" 

01. Principal Registering_Insti
tution_Name 

Registering Institution 
Name 

 "Cedars-Sinai Medical 
Center"="Cedars-Sinai Medical Center" 
"Memorial Sloan-Kettering Cancer 
Center"="Memorial Sloan-Kettering Cancer 
Center" 
"Northwestern University"="Northwestern 
University" 

01. Principal Treatment_Assig
nment_Code__T
AC_ 

Treatment Assignment 
Code (TAC) 

 "TAC-0"="TAC-0" 
"TAC1"="TAC1" 
"TAC2"="TAC2" 
"TAC3"="TAC3" 
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