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The use of biological specimens is a separate area of human subjects protection that deserves its own forms, training and consideration.  The E&I forms from 80 to 85 are for various aspects of use of biological specimens.
Our forms cover three segments of work:  acquisition, transfer and handling, and end use.  As some applicants are involved in only one segment while others work across all segments, the forms are mix-and-match.
Acquisition:	The original act of getting the sample from the donor.  This includes consideration of the circumstances, donor agreement and consent.
Transfer:	By what means has the sample travelled between he acquirer and the person using the sample. This may be a first person transaction or at arms-length through a vendor.
Use of specimens implies that someone else acquired the samples from patients or donors and that those samples have been sent on to a second or third party to be used in research.  You, doing research on those samples, may have a need to have IRB approval.  
	81A	Biological Specimen – Study
81B	Biological Specimen – FDA - Use of Remnant or Waste Samples
	Select one of these two to provide a description of the study and the research use of the specimens.  

	82	Biological Specimen - Investigator

	Every study must have one person in charge.  The IRB needs information about this person.

	83	Secondary Acquisition of Specimens

	Many studies use specimens acquired elsewhere.  Form 81 allows for one source and this form allows for additional acquisition sites.

	84	Points to Consider
	Information



Please review our website at www.eandireview.com or call if you have any questions.

Background Information:
Skloot, Rebecca (2010), The Immortal Life of Henrietta Lacks, New York City: Random House, ISBN 978-1-4000-5217-2
National Bioethics Advisory Commission (NBAC) report: "Research Involving Human Biological Materials: Ethical Issues and Policy Guidance  (www.bioethics.gov)
National Cancer Institute Best Practices for Biospecimen Resources, June 2007.
Body Bazaar, The Market for Human Tissue in the Biological Age by Lori Andrews and Dorothy Nelkin, Crown Publishers, NY 20001 
References:
Device Studies Using Leftover Human Specimens that are Not Individually Identifiable, April 25, 2006
OHRP Guidance on Issues to Consider in the Research Use of Stored Data or Tissues, November 7, 1997  (www.osophs.dhhs.gov/)
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