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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 unblind_ag_dose
1 

Agent Dose 1  Numeric 

01. Principal unblind_ag_dose
2 

Agent Dose 2  Numeric 

01. Principal unblind_ag_freq1 Agent Frequency 1  "QD"="QD" 

01. Principal unblind_ag_freq2 Agent Frequency 2  "QD"="QD" 

01. Principal unblind_ag_nam
e1 

Agent Name 1  "Placebo PO"="Placebo PO" 
"Tamoxifen"="Tamoxifen" 

01. Principal unblind_ag_nam
e2 

Agent Name 2  "4-hydroxytamoxifen 
Gel"="4-hydroxytamoxifen Gel" 
"Placebo Gel"="Placebo Gel" 

01. Principal unblind_ag_units
1 

Agent Units 1  "mg"="mg" 

01. Principal unblind_ag_units
2 

Agent Units 2  "mg"="mg" 

01. Principal unblind_rnum Randomization Number  Numeric 

01. Principal unblind_tac Treatment Assignment 
Code (TAC) 

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