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Section 1: Identifiers 

 
Variable Label Description Format Text 

DCNTR_ID Participant ID Participant ID Char 
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Section 2: Injection Site 

 
Variable Label Description Format Text 

ITCAPPDT Date Symptom Appeared Date Symptom Appeared SAS Date 

ITCH Itching At Injection Site Itching At Injection Site 1="Yes" 
2="No" 

ITCHDT Date Itching Stopped Date Itching Stopped SAS Date 

PAIN Pain At Injection Site 
Without 

Pain At Injection Site 
Without 

1="None" 
2="A little, but it didn't interfere with normal activity" 
3="Some, required OTC medications for more than 
24 hours or limited normal activity" 
4="A lot, requred prescription medications, 
interfered with normal activity" 

PAINDT Date Pain Disappeared Date Pain Disappeared SAS Date 

PNAPPDT Date Symptom Appeared Date Symptom Appeared SAS Date 

REDAPPDT Date Redness Appeared Date Redness Appeared SAS Date 

REDDT Date Redness 
Disappeared 

Date Redness Disappeared SAS Date 

REDMEAS Measurement Of Redness 
(cm) 

Measurement Of Redness 
(cm) 

Numeric 

REDNESS Redness At Injection Site Redness At Injection Site 1="Yes" 
2="No" 

SWEAPPDT Date Symptom Appeared Date Symptom Appeared SAS Date 

SWELL Swelling/Induration Swelling/Induration 1="Yes" 
2="No" 

SWELLCM Swelling Measurement 
(cm) 

Swelling Measurement (cm) Numeric 

SWELLDT Date Swelling Disappeared Date Swelling Disappeared SAS Date 

TENAPPDT Date Symptom Appeared Date Symptom Appeared SAS Date 

TENDER Tenderness At Injection 
Site With Touch 

Tenderness At Injection Site 
With Touch 

1="None" 
2="A little, but it didn't interfere with normal activity" 
3="Some, required OTC medications for more than 
24 hours or limited normal activity" 
4="A lot, requred prescription medications, 
interfered with normal activity" 

TENDERDT Date Tenderness 
Disappeared 

Date Tenderness 
Disappeared 

SAS Date 

WARAPPDT Date Symptom Appeared Date Symptom Appeared SAS Date 

WARMTH Skin Warmth At Injection 
Site 

Skin Warmth At Injection 
Site 

1="Yes" 
2="No" 

WARMTHDT Date Warmth Disappeared Date Warmth Disappeared SAS Date 
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