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“Tissue Repositories and Consent-related Issues”

Question: What are the issues of Informed Consent and HIPAA which most affect tissue repositories and use of biological specimens in research? What approaches are needed to protect patients/donors or racial/ethnic or cultural communities?
Background: Human specimens and associated data provide critical resources for basic scientific discoveries and for translating those discoveries into improved medical care. They have become invaluable in supporting emerging technologies that focus on causes of human diseases, in the discovery of predictors of development and course of disease, and in the development of new therapies. Sophisticated information technology has the potential to make an unprecedented amount of accompanying clinical data available for research using human specimens, which will accelerate the pace of discovery. Although these developments offer great promise, the power of these molecular and informatics technologies has heightened concerns about privacy and confidentiality and the need to protect the rights and welfare of persons from whom specimens and data are obtained. 
Recent publication of the Report of the PRIM&R Human Tissue/Specimen Working Group and federal activities related to data/specimen data banking such as the NIH Genome Wide Association Study have brought attention to ethical and regulatory issues created by tissue/data banking activities. Particularly problematic are issues involving informed consent in banking activities such as: the appropriateness and validity of consent for unspecified uses, when may consent be waived, the appropriateness and role of community consent versus individual consent, sharing of research results/findings with subjects whose data and specimens were provided from banks, appropriate use of pediatric specimens/assent/consent, and relevant 3rd party considerations.  This panel will consist of a series of presentations including a representative of PRIM&R summarizing the recommendations of its Report on banking activities, a director of a large tissue banking enterprise, and three other individuals with expertise in ethics, regulation, and legal aspects of conducting research in the area of tissue banking/repositories. 
