STUDY ID HEADER: PI Name, Protocol or IRB Number, and/or Protocol Short Title
Subject Initials __ __ __ Subject ID __ __ __ - __ __ __ Date: ___ ___ /__ __ __ / __ __
Day	Month	Year	Comment by Compliance Note: This is the CDASH recommended date format: 2 numerical digits for the day, the first 3 alphabetical letters for the month (AUG, SEP, etc.), and 2 numerical digits for the year (dd-mmm-yy).
Demographics
	First Name*: 

	Middle Name (or initial): 

	Last Name*: 


Birthdate*: __ __ / __ __  / __ __ __ __
Month	Day	Year
	Sex*: (check one)	Comment by Compliance Note: This is consistent with the FDA’s October 2016 guidance on “Collection “ which states that ethnicity should be assessed prior to race, and both through subject self-report, rather than assigned by the study team.
□ Male
□ Female
□ Unknown or Not Reported
	Ethnicity*: (as reported by subject; check one)	Comment by Compliance Note: This is reflective of the current CDASH preferred standard (instead of gender) to describe the classification of living things, generally as male or female, according to their reproductive organs and functions assigned by chromosomal complement.  Gender may also added, or used to replace Sex, in order to reflect the subject’s self-report of gender identity.
□ Hispanic / Latino
□ Not Hispanic / Latino
□ Unknown or Not Reported

	Race*: (as reported by subject; check all that apply)

	□ American Indian or Alaska Native
□ Asian
□ Black or African American
	□ Native Hawaiian or Other Pacific Islander
□ White
□ Unknown or Not Reported


Medical Record Number(s):
	Hospital/Care Provider (e.g. IU Health, Eskenazi Hospital)
	Medical Record Number

	
	

	
	


Contact Information:
	Address: 
	Unit #: 

	City: 
	State: 
	Zip: 

	Phone Number: _______________
□ Home 	□ Work
□ Cell 	□ Other
	Alternate
Phone Number: _______________
□ Home 	□ Work
□ Cell 	□ Other
	Email address: 

	Preferred method of contact: 
	


Emergency Contact:
	Name: 

	Address: 
	Unit #:

	City: 
	State: 
	Zip: 

	Phone Number: _______________
□ Home 	□ Work
□ Cell 	□ Other
	Alternate
Phone Number: _______________
□ Home 	□ Work
□ Cell 	□ Other
	Email address: 

	Preferred method of contact: 
	


*indicates required field for NIH and FDA
Form Completed By: ______________________________________________ Date: __________________
Note:  This form was developed in accordance with Clinical Data Acquisition Standards Harmonization (CDASH) where possible.  
Consultation with CDASH standards is recommended prior to use and/or modification.
Form Number, Version Date 	IU QIO Version Date: 3/19/2019
