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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: Skin Toxicity 

 
Class Variable Label Description Format Text 

01. Principal tox_1a 1A. Is The Participant's 
Breast Skin Dry From 
Gel Application? 

 0="No" 
1="Yes (complete AE form)" 
99="Unknown" 

01. Principal tox_1b 1B. If Yes, Is It Red, Or 
Itchy? 

 "0"="No" 
"1"="Yes (complete AE form)" 
"99"="Unknown" 

01. Principal tox_2a 2A. Does The 
Participant Have Pain 
On Their Breast Skin? 

 0="No" 
1="Yes (complete AE form)" 
99="Unknown" 

01. Principal tox_2b 2B. If Yes, How 
Severe? 

 Char 

01. Principal tox_3a 3A. Is The Participant's 
Skin Itchy From Gel 
Application? 

 0="No" 
1="Yes (complete AE form)" 
99="Unknown" 

01. Principal tox_3b 3B. If Yes, How 
Severe? 

 Char 

01. Principal tox_3c 3C. Is The Participant 
Taking Any Medicine 
For This? 

 0="No" 
1="Yes (complete AE form)" 
96="Unknown" 

01. Principal tox_4a 4A. Does The 
Participant Have A 
Rash On Their Breast 
Skin? 

 0="No" 
1="Yes (complete AE form)" 
99="Unknown" 

01. Principal tox_4b 4B. If Yes, How Big Is 
The Affected Area? 

 Char 

01. Principal tox_4c 4C. Is The Participant 
Taking Any Medicine 
For This? 

 0="No" 
1="Yes (complete AE form)" 
96="Unknown" 

01. Principal tox_4d 4D. Did The Participant 
Upload A Picture Of 
Their Rash Onto 
Redcap? 

 "0"="No" 
"1"="Yes" 

01. Principal tox_5a 5A. Does The 
Participant Have Hives 
On The Breast Skin 
Where They Applied 
The Gel? 

 0="No" 
1="Yes (complete AE form)" 
99="Unknown" 

01. Principal tox_5b 5B. If Yes, How Big Is 
The Area? 

 Char 

01. Principal tox_5c 5C. Is The Participant 
Taking Any Medicine 
For This? 

 0="No" 
1="Yes (complete AE form)" 
96="Unknown" 

01. Principal tox_Comments Comments  Char 

01. Principal tox_date Visit Date  Char 

01. Principal tox_date_time Visit Date (Time)  Char 
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