
Informed Consent Checklist – Addendum for Stem Cell 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.  

	PI X or NA
	PI Comment
	INFORMED CONSENT CHECKLIST – STEM CELL ADDENDUM
	IRB √

	Part I – General Requirements



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


	

	Part II - Additional  Consent Requirements for Stem Cell Research



	Per National Academy of Science 2008 guidelines, in the context of donation of gametes, blastocysts, or somatic cells for hES cell research, of for hPS cell research that requires human subjects review, the informed consent process, should, at a minimum, provide the following information: 

	
	
	A statement that the blastocysts, gametes, or somatic cells will be used to derive hES or hPS cell for research
	.

	
	
	A statement that the research may include research on human transplantation

	

	
	
	A statement that the donation is made without any restriction or direction regarding who may be the recipient of transplants of the cells derived, except in the case of autologous donation
	

	
	
	A statement that as to whether the identities of the donors will be readily ascertainable to those who derive or work with the resulting hES or hPS cell lines
	

	
	
	If the identities of the donors are retained (even if coded), a statement as to whether donors wish to be contacted in the future to receive information obtained through studies of the cell lines
	

	
	
	An assurance that participants in research projects will follow applicable and appropriate best practices for donation, procurement, culture, and storage of cells and tissue to ensure, in particular, the traceability of stem cells. (traceable information, however , must be secured to ensure confidentiality.)
	

	
	
	A statement that derived hES or hPS cells and/or cell lines might be kept for many years
	

	
	
	A statement the hES r hPS cells and/or cell lines might be used in research involving genetic manipulation of the cells or mixing of human and nonhuman cells in animal models
	

	
	
	Disclosure of the possibility that the results of  study of the hES or hPS cells may have commercial potential and a statement the donor is not intended to receive financial or any other benefits from any future commercial development
	

	
	
	A statement that the research is not intended t provide direct medical benefit to the donor(s) except in the case of autologous donation
	

	
	
	A statement that embryos will be destroyed in the process of deriving hES cells
	

	
	
	A statement that neither consenting nor refusing to donate embryos for research will affect the quality of any future care provided to potential donors
	

	
	
	A statement of the risk involved to donors as related to the donation


	

	Part III – Signature Section



	
	
	The consent form has lines for signature of donor(s) and person obtaining consent
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