
Resource List for Specimen Banking
1) International Society for Biological and Environmental Repositories (ISBER). (2007) 2008 Best Practices for Repositories: Collection, Storage, Retrieval and Distribution of Biological Materials for Research. 2nd ed. www.isber.org Cell Preservation Technology, vol. 6(1)  2008.
Summary:  This document describes very detailed recommendations for all organizational requirements of a specimen repository, records management, facilities, environmental controls, security systems, emergency preparedness, quality standards, assurance programs and quality control systems, safety, training, regulations labeling, inventory management, logs, transport specifications, tracking, specimen collection, processing and retrieval, and legal and ethical issues for human specimens.  

2) Public Responsibility in Medicine and Research (PRIMR). (March 2007) White Paper: Human Tissue/Specimen Banking Working Group: Part II-Tools for Investigators, IRBs and Repository Managers.    http://www.primr.org/uploadedFiles/PRIMR_Site_Home/Public_Policy/Recently_Files_Comments/Tissue%20Banking%20White%20Paper%203-7-07%20final%20combined.pdf                www.primr.org
Summary: This comprehensive White Paper on human tissue/specimen banking was written by the Public Responsibility in Medicine and Research (PRIM&R) and includes recommendations to address legal, ethical, and policy requirements in the collection, storage, and distribution and use of human tissues and associated data for research purposes.  It was a result of a partnership between PRIM&R, Partners HealthCare Systems Inc., the NIH Clinical Research Policy Analysis and Coordination Program and the Cancer Diagnosis Program, NCI. 

3) Office of Biorepositories and Biospecimen Research 
http://biospecimens.cancer.gov/ 
Summary: The mission of OBBR is to develop a common biorepository infrastructure.  OBBR has best practice documents that cover technical, operational, legal, ethical, and policy topics and issues. OBBR has a Biospecimen Research Network, funding opportunies list, symposiums, and other resources.

4) Report on Research Compliance. Secretary’s Advisory Committee on Human Research Protections (SACHRP) Recommends Greater Oversight, Possible Consent for Use of Biospecimens.  Volume 6, Number 11, November 2009. National Council of University Research Administrators and Atlantic Information Services, Inc.   www.ReportonResearchCompliance.com  

Summary: This is an article describes recommendations by the Secretary’s Advisory Committee on Human Research Protections made with the goal to stop the traditional sharing of bio-specimens from repositories without adequate human subject protections such as adequate consent and protection of identifiable information sent with the samples. 
5) Code of Federal Regulations. Title 45 Public Welfare Department of Health and Human Services Part 46 Protection of Human Subjects. http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html
Summary:  The above link will take you to 45 CFR 46, the regulations that govern human subjects protections,  which include the definition human subjects, functions and responsibilities of the IRB, different types of IRB review, the criteria for approval of human subjects research and the reporting requirements for the IRB.

6) U.S. Department of Health and Human Services, Food and Drug Administration Center for Devices and Radiological Health, Center for Biologic Evaluation and Research (April 2006). Guidance for Sponsors, Institutional Review Boards, Clinical Investigators and FDA Staff: Guidance on Informed Consent for In Vitro Diagnostic Device Studies Using Leftover Human Specimens that are Not Individually Identifiable http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM071265.pdf 

Summary: This FDA guidance resulted from a 2006 decision that would allow researchers to request a waiver of consent to use leftover human specimens that are not individually identifiable for In Vitro diagnostic device studies if certain criteria are met.  The FDA regulations do not allow any human research study under their jurisdiction to be conducted under a waiver of consent, except in planned emergency research.  

7) Beskow LM,  Friedman  JY, Hardy NC, Lin L, Weinfurt, P. (2010) Developing a Simplified Consent Form for Biobanking. PLoS ONE 5(10) http://www.plosone.org/article/info%3Adoi%2F10.1371%2Fjournal.pone.0013302
Summary: This article describes the steps taken to develop and test a consent form for biobanking that is used at Duke University.  Wayne State University has obtained permission from the author to use the template as the basis for a template for biobanking on the WSU site for PI’s to use. In addition, the article has appendices including frequently asked questions, the statements that study respondents feel are most important in a consent document, and a very thorough reference list.

8) U.S. Department of Health and Human Services, Office of Human Research Protection “Guidance on Research Involving Coded Private Information or Biological Specimens” http://www.hhs.gov/ohrp/policy/cdebiol.html
Summary:  This guidance document is provided by OHRP for the use of coded data and biologic specimens and groups issues such as human subjects data and biological samples, and application of the Genetic Information Nondiscrimination Act (GINA) in research. It includes descriptions of how the Common Rule applies to research using human tissues.

9) U.S. Department of Health and Human Services National Institutes of Health: Protecting Personal Health Information in Research: Understanding the HIPAA Privacy Rule http://privacyruleandresearch.nih.gov/pr_02.asp 

Summary:  This website accesses several documents which explain how the HIPAA Privacy and Security Rules apply to research repositories and databases, clinical research, IRBs as the Privacy Board, Human Services Research and much more.
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