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Section 1: Identifiers 

 
Variable Label Description Format Text 

Participant_Identifier Participant Identifier Participant Identifier Char 

Sheet_Name Sheet Name Sheet Name Char 
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Section 2: PreEnrl 

 
Variable Label Description Format Text 

age_at_screening Participant age at screening visit 1 
from month of birth 

Participant age at screening visit 1 
from month of birth 

Num 

Comments Comments the free text field for general notes. Char 

Does_this_participant_ha
ve_a_bre 

Does this participant have a 
breast tumor? 

The preferred yes/no response to 
indicate if a carcinoma arising from 
the breast is present. 

Char 

Does_this_participant_ha
ve_a_Scr 

Does this participant have a 
Screen 2 visit?  If yes, complete 
the questions below. 

An indication whether a participant 
has a second screen visit. 

Char 

Does_this_participant_m
eet_all_s 

Does this participant meet all 
screening criteria? 

the yes/no/unknown indicator that 
asks the investigator to stipulate 
whether the patient is eligible for 
inclusion on this protocol. 

Char 

If_no__specify_primary_r
eason_fo 

If no, specify primary reason for 
screen failure 

Text explanations the failure of an 
individual to meet screen 
requirements for a clinical trial. 

Char 

Laterality_of_research_c
ore_biop 

Laterality of research core biopsy The designation to identify a side of 
body from which a sample of tissue 
from the mammary organs was 
obtained for microscopic 
examination by a specialist in 
cellular function and changes. 

Char 

Method_of_Payment Method of Payment Method of Payment Char 

Other__specify Other, specify A free text field that describes a 
reason why something happened. 

Char 

Participant_Country_Cod
e 

Participant Country Code The code that represents the 
country where the addressee is 
located. 

Char 

Participant_Ethnicity Participant Ethnicity The text for reporting information 
about ethnicity based on the Office 
of Management and Budget (OMB) 
categories. 

Char 

Participant_Gender Participant Gender Text designations that identify 
gender.  Gender is described as 
the assemblage of properties that 
distinguish people on the basis of 
their societal roles [Identification of 
gender is based upon self-report 
and may come from a form, 
questionnaire, interview, etc. 

Char 

Participant_Race_1 Participant Race 1 The text for reporting information 
about race based on the Office of 
Management and Budget (OMB) 
categories. 

Char 

Participant_Race_2 Participant Race 2 Participant Race 2 Char 

Participant_Race_3 Participant Race 3 Participant Race 3 Char 
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Variable Label Description Format Text 

Registering_Institution Registering Institution Code that uniquely identifies the 
institution where the research 
participant was registered in a 
clinical trial. 

Char 

Screen_1_date Screen 1 date Date of an evaluation or 
assessment of an individual's 
eligibility to enter a clinical trial. 

Char 

Screen_2_date Screen 2 date Date of an evaluation or 
assessment of an individual's 
eligibility to enter a clinical trial. 

Char 

Screening_Identification_
Number_ 

Screening Identification Number 
(SID) 

Unique screening identifier for a 
study participant . 

Char 

 
 

 
 

 


	Document Summary
	NWU2013-01-03 - Pre-Enrollment
	Section 1: Identifiers
	Section 2: PreEnrl


