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Research that involves Collection of Identifiable Family History 
	INSTRUCTIONS for INVESTIGATORS:
	IRB Office use only

AGENDA DATE

Date received


	1. Complete this form to request inclusion of secondary subjects through the collection of identifiable family history information. 
2. Submit this completed document with the Human Subjects Research application via email attachment to the IRB office at RESEARCHCOMPLIANCE@kent.edu.  To submit the form with a typed signature, the form must be submitted from the Investigator’s @kent.edu email account. If completed form is signed and then scanned as a PDF attachment, the @kent.edu email requirement does not apply.  
3. Do NOT begin data collection prior to receiving notification from the KSU IRB that your study has been fully approved. 
DEFINITIONS

Coded - Direct personal identifiers have been removed (e.g., from data or specimens) and replaced with words, letters, figures, symbols, or a combination of these for purposes of protecting the identity of the source, but the original identifiers are retained in such a way that they can still be traced back to the source.  Note: Sometimes also referred to as a “key,” “link,” or “map.” 

De-identified - All direct personal identifiers are permanently removed from the data, no code or key exists to link the data to the original source or to the individual, and the remaining information cannot be used to reasonably identify the individual.  
	


To complete this form: Single left-click to complete text fields. To check a box, double left-click on the box, then click “checked”. Click OK.

	Section I - KSU Investigator Information

	Last Name:

	Title of Study (should match Human Subjects Research Application)

	     


	Collection of Family History Information

	1. Please list all of the identifiers that will be collected on participants’ family members:

	

	2. How will the family history information be used?

	

	3. Will family history information, such as disease status of family members, be shared among other family members?

	 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes ( please respond to question #4

	4. Does the consent form describe how family history information will be shared among other family members?

	 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No ( please explain below:

	

	5. Will the study seek consent from the family members (secondary subjects)?

	 FORMCHECKBOX 
  Yes ( attach copy of consent [image: image1.png]



 FORMCHECKBOX 
  No ( attach a completed Appendix M1 [image: image2.png]


 indicating that you are seeking a waiver of consent for only the secondary subjects 


Page 1 of 2

Revision 1.0


[image: image3.png]