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Research Involving Genetic Testing:

Points to Consider Checklist

IRB#:____________________

Protocol Title:_________________________________________________________________________

_____________________________________________________________________________________

PI Name (please print):__________________________________________________________________

Date:_________________________

	In preparing this protocol for IRB submission, I have considered and addressed as appropriate the following issues:
	Please Initial Here
	Page or Section of the Protocol

	My protocol involves the collection and/or analysis of DNA/RNA from human subjects’ blood and/or tissues.
	__Yes

__No
	

	The protocol describes how samples will be identified and maintained in order to protect patient confidentiality.
	
	

	The protocol describes how identifying links will be kept for confidential data and whether these links will be maintained or destroyed.  If the links are to be kept, the protocol includes a rationale.
	
	

	The protocol addresses whether the intent is to study subjects’ families now or in the future.
	
	

	The protocol describes what will happen if the study provides evidence of previously undiagnosed or unrecognized illness or genetic susceptibility to illness. I have considered the National Bioethics Advisory Commission report recommendations that disclosure of genetic data to the subject should be considered when the following conditions apply:

1) the findings are scientifically valid and confirmed

2) the findings have significant implications for the subject’s health concerns and
3) a course of action to ameliorate or treat these concerns is readily available

Please describe how options for disclosure (example: genetic counseling) will be made available and at what cost.
	
	

	The protocol describes that samples will not be used for any purpose other than to study the genes and/or the disease discussed in the consent form.
	
	

	The protocol describes whether the blood samples will be used to establish permanent cell lines that will provide a continuing supply of DNA.
	
	

	The protocol describes how the data will be stored and to whom it will be available.  The protocol and consent form state that data will not be shared with any other organization or individual than those included in the consent form and that information will not be included in the patient’s medical record.
	
	

	The protocol and consent form describe the subject’s option to be included in future research and to terminate participation at any time.
	
	


PI Signature:_____________________________
Research Involving Genetic Testing: Points to Consider Checklist

Procedure for Review

Review Objective: To ensure human subjects are appropriately protected during participation in studies that include genetic testing.

The “Research Involving Genetic Testing: Points to Consider Checklist” must be completed by the Principal Investigator and submitted with the protocol for IRB review.

All studies involving genetic testing or gene therapy will be reviewed by the full IRB and will not be expedited.

The protocol and checklist will be assigned to a primary reviewer as per IRB policies and procedures.  The primary reviewer will be responsible for leading the discussion of the protocol and addressing any concerns regarding the genetic testing information.

The Principal Investigator will be advised as to the disposition of the protocol.
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