Preface to SACHRP FAQs on Informed Consent and Research Use of Biospecimens

The collection and use of human specimens have become essential to biomedical research.  These biospecimens include blood and other tissues, some collected originally for clinical lab tests, some removed during surgeries, and some obtained specifically for research.  While there is no accurate catalog of the number or locations of specimens, there are reasonable estimates that billions of specimens are now stored in laboratories, repositories and “tissue banks” across the country.  Coupled with associated clinical data and the power of bioinformatics, these specimens represent an invaluable resource for current and future research on human health and disease. 
At the same time, there are significant ethical, legal and social policy implications relating to the collection, storage and use of biospecimens.  Institutions, investigators, institutional review boards (IRBs), funding agencies and the public are struggling with issues like informed consent, ownership, genetic testing, and future uses that are often unspecified at the time specimens are first obtained.  The tensions that frequently exist between the needs of science and the rights of individuals are, if anything, accentuated by research involving specimens, and there is much inconsistency and uncertainty as to how they should be used responsibly.  The research community would benefit from federal-level guidance.  
The Secretary's Advisory Committee on Human Research Protections (SACHRP) has considered a number of unanswered questions relating to informed consent and research use of biospecimens.  Upon request by SACHRP, the Subpart A Subcommittee of SACHRP deliberated on these issues and presented their recommendations to SACHRP for further discussion and approval, over the course of several meetings in 2009 and 2010.  The finalized recommendations take the form of a series of "Frequently Asked Questions" (FAQs), each presented as a commonly-encountered scenario and a suggested response that addresses regulatory and ethical issues.  The goal was to provide a framework for IRBs, institutions and investigators to consider individual research scenarios without proscribing the final outcome, recognizing that those decisions will always be case-specific.

It is hoped that these compiled FAQs constitute a product that the Office for Human Research Protections (OHRP) and others can use to provide much-needed guidance in this area.
