Informed Consent Checklist – Addendum for Genetic Research Studies
Direction:  Place an X in front of the elements that have been incorporated into the Informed Consent Document.  Place NA in front of any element that does not pertain to your study and explain why it does not.  

	
	X or  NA & Comment
	INFORMED CONSENT CHECKLIST
	IRB √

	Part I – General Requirements



	1
	
	All applicable elements of the main consent form checklist have been addressed


	

	Part II - Additional  Consent Requirements for Genetic Research



	1.
	
	Disclose who will become aware of the information.  If family members may become aware of the information related to the study and subject, or the subjects may become aware of information about themselves or family members that they would preferred not to have known that information must be disclosed by the PI in the consent form.  Consent from the subject for disclosure of relevant information to relatives when the release of that information may improve the prognosis of the relatives will be sought.  However the subject must be made aware of the possibility of such a disclosure without consent.  Disclosure that breaks confidentiality may occur if there is a treatment that will help the prognosis of the family member(s).  


	1.

	2.
	
	If study information is intended to be shared with subjects, the consent form must include an option whereby subjects retain the choice of being told or not being told that information.  An exception to the right not to know may occur when treatment could improve the prognosis.  The PI must explain to the subject within the consent form whether the right not to know will be honored in such a circumstance.  
	4.

	3.
	
	A statement that the action of the subjects may place them risk (e.g. submitting a claim to an insurance company for genetic counseling) 


	2.

	4.
	
	A detailed description of what information will be presented to subjects including: 
· what type of information will be provided to them or others, 

· the qualified individual who will provide the information, 

· how the information will be communicated,

· at what point in the study it will be provided, 

· whether interim findings will be disclosed or not,

· the reliability of the information being provided, and 

· what information will not be provided to them.  
	3.

	5.
	
	If the study is likely to yield unexpected or unrelated findings the consent must:

· state that findings that do not affect the health of the subject or health of family members, for example issues of maternity or paternity, will not to be disclosed; and
· either provide subjects with an option of receiving or declining to receive information on unexpected and/or unrelated findings that are health-related, or 

· inform the subject that such information will be disclosed.  
	5.

	6.
	
	If a study may reveal important genetic information, e.g., being a carrier for an illness that has not yet manifested and findings are disclosed, provide information regarding the availability of genetic counseling by qualified genetic counselors and identify at whose expense the counseling is provided.
	6.

	7.
	
	If long-term follow up is required explain how confidentiality will be protected over that extended time period
	7.

	
	
	
	

	Part III - Signature Section of ICF

	1.
	
	For studies involving genetic research, a statement that the participant has been provided with a copy of the Genetic Information Non-Discrimination Act (GINA) handout.
	1.
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