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Section 1: Identifiers 

 
Variable Label Description Format Text 

DCNTR_ID Data Center ID Data Center ID Char 
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Section 2: Study-wide 

 
Variable Label Description Format Text 

ARM Arm Arm  

CASE Case Number Case Number Numeric 

CREATED Created Date Created Date SAS Date 

CYCLE Cycle Cycle Numeric 

DATE_MOD Date Modified Date Modified SAS Date 

DC_NUM Data Center Assigned 
Protocol Number 

Data Center Assigned 
Protocol Number 

"MAY2013-01-01"="MAY2013-01-01" 

FORMCOMP Form Complete Form Complete Char 

FORMNAME Form Name Form Name "Symptoms:  Pre-Intervention"="Symptoms:  
Pre-Intervention" 

IGNORE Nothing Nothing Numeric 

NODE Node Node Numeric 

SEQUENCE Sequence Sequence Numeric 

STUDY Ingres Study Number Ingres Study Number Numeric 

VERSION Version Version Numeric 

VISIT Evaluation Visit Number Evaluation Visit Number Numeric 
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Section 3: Toxicity Pre-Registration 

 
Variable Label Description Format Text 

AETERM8-14 CTC Adverse Event Term Symptom Description 
(Verbatim term) (33 
available characters) 

Char 

COMMNT8-14 Comments Comments (for this AE): 
(200 available characters) If 
no comments for this AE 
leave blank 

Char 

FORM Form Form Numeric 

FORMTYPE Form Type Form Type "ae"="ae" 

NO_AE No Adverse Events Select if No Pre-Intervention 
Symptoms, otherwise leave 
blank: 

1="Yes" 

ONSET8-14 Toxicity Onset Onset Date (mm/dd/yyyy) SAS Date 

TOX8-14 Toxicity Enter MedDRA Code v. 12.0 
= 

Numeric 

VAL8-14 Toxicity Grade Grade Numeric 

VISIT_DT Post-Treatment Follow-up 
Visit Date 

Visit date (mm/dd/yyyy) SAS Date 
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