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Section 1: Identifiers 

 
Class Variable Label Description Format Text 

01. Principal Participant_Identi
fier 

Participant Identifier Participant Identifier Char 
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Section 2: Agent Modification 

 
Class Variable Label Description Format Text 

01. Principal Comments Comments Comments Char 

01. Principal Dose_units Dose Units Dose Units "mcg"="mcg" 

01. Principal New_dose New Dose New Dose Numeric 

01. Principal Reason_modified Reason Modified Reason Modified "AE/SAE, specify"="AE/SAE, specify" 

01. Principal Reason_modified
__specify 

Reason Modified, 
Specify 

Reason Modified, 
Specify 

Char 

01. Principal Start_date_of_m
odification__date 

Start Date Of 
Modification (Date Of 
First Modified Dose) 

Start Date Of 
Modification (Date Of 
First Modified Dose) 

Char 
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