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	INSTRUCTIONS for INVESTIGATORS:
	IRB Office use only

AGENDA DATE

Date of fully signed agreement received
Date of IRB Determination email to Investigator


	1. Complete this form to request approval to collect and store blood, tissue, or other human biological materials for future, as yet unspecified, research. Do not complete this form for short-term, study-specific collection and analysis (limited to the current research study) or if the research solely involves use of previously existing stored specimens. The consent process must address possible future uses.
2. Submit all documents via email attachment.  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 the research 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)
     


	Section II  - Specimen Collection and Storage

	1. Describe the type(s) of specimens to be collected and stored. 

	     


	2. Indicate whether the specimens to be stored will be:

	
	 FORMCHECKBOX 

	Coded 

	
	 FORMCHECKBOX 

	De-identified 

	3. Describe the process to de-identify the specimens, if applicable:

	     


	4. If specimens are coded, will the information include individually identifiable protected health information (PHI)? HIPAA Authorization is required for storage of data that includes PHI.
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

	5. Describe the source(s) and circumstances of the specimen collection. Explain whether specimens will be obtained directly from participants or from a secondary source. 

	

	6. Describe the purpose of collecting and storing the specimens.   

	     


	7. Will there be limits on the specimen’s intended future use (e.g., for PTSD research only)?  
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

	Explain why or why not:

	     


	8. Specify the procedures by which participants can withdraw their specimens from storage for future research. 

	     


	9. Will samples be released to other investigators?   
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No  

	If Yes, complete the following: 

	
	a. List those with whom the samples may be shared, including whether or not this could include non-KSU researchers.

	
	     


	
	b. Indicate whether samples to be released will be (check one): 

	
	
	 FORMCHECKBOX 

	Coded 

	
	
	 FORMCHECKBOX 

	 De-Identified

	
	c. Describe the process for requesting and releasing samples. State the individual(s) responsible for verifying IRB approval (or exemption) before specimen release and his/her qualifications or training. Provide copies of all applicable forms/agreements that will be used to request and release samples.

	
	     


	10. Describe the physical location/equipment and security provisions where the specimens will be stored.   

	     


	11. Explain who will manage the stored specimens.

	     


	12. Indicate how long the specimens will be stored:

	
	 FORMCHECKBOX 

	Indefinitely

	
	 FORMCHECKBOX 

	Other – Specify: 

	13. Describe the process for destruction or de-identification of identified/coded specimens at the end of the retention period (as applicable) or if the PI leaves the University:
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