
CHAPTER 1

OVERVIEW AND INTRODUCTION ..................................................................................................................

THE RESEARCH VALUE OF HUMAN BIOLOGICAL MATERIALS..................................................................................
GENETIC INFORMATION .........................................................................................................................................
GROWING CONCERNS ABOUT THE RESEARCH USE OF HUMAN BIOLOGICAL MATERIAL ...........................................

Concerns about Discrimination and Stigmatization ...........................................................................................
Privacy of Medical Records ..............................................................................................................................
Moral Status of Bodies and Body Parts .............................................................................................................
Nature of Consent to Research Participation.....................................................................................................
Conflicting Guidance Regarding Research Use of Human Biological Materials.................................................

ABOUT THIS REPORT.............................................................................................................................................
Framework for Analysis....................................................................................................................................
Organization of the Report................................................................................................................................

REFERENCES .........................................................................................................................................................

CHAPTER 2

COLLECTION, STORAGE AND USE OF HUMAN BIOLOGICAL MATERIALS IN THE
UNITED STATES..................................................................................................................................................

PART I:  COLLECTIONS OF HUMAN BIOLOGICAL MATERIALS ..................................................................................
Large Tissue Banks, Repositories, and Core Facilities.......................................................................................
Pathology Specimens ........................................................................................................................................
Newborn Screening Laboratories......................................................................................................................
Forensic DNA Banks ........................................................................................................................................
Umbilical Cord Blood Banks.............................................................................................................................
Organ Banks.....................................................................................................................................................
Blood Banks .....................................................................................................................................................

PART II:  DEFINITIONS AND ORIGINS OF HUMAN BIOLOGICAL MATERIALS ..............................................................
Identifiability of Specimens Sources ..................................................................................................................
Need to Identify Source for Research or Clinical Purposes ................................................................................

PART III:  RESEARCH USES OF HUMAN BIOLOGICAL MATERIALS ............................................................................
Past Research Use of Human Biological Materials............................................................................................
The Value of Human Biological Materials to Cancer Research..........................................................................
Screening Human Biological Materials Archives to Track Viruses.....................................................................
Human Tissue as a Singular Resource in Brain Research ..................................................................................
Longitudinal Studies .........................................................................................................................................
Relying on Stored Materials for Locating Genes................................................................................................
Research Requiring Unique Tissue Collections..................................................................................................
Community-Based Studies to Determine Gene Frequency..................................................................................

CONCLUSIONS .......................................................................................................................................................
REFERENCES .........................................................................................................................................................

CHAPTER 3

ETHICAL PERSPECTIVES ON THE RESEARCH USE OF HUMAN BIOLOGICAL
MATERIALS .........................................................................................................................................................

INSURANCE AND EMPLOYMENT DISCRIMINATION ...................................................................................................
STIGMATIZATION ..................................................................................................................................................
GROUP-BASED HARMS ..........................................................................................................................................
FAMILIAL CONFLICT AND/OR PSYCHOSOCIAL HARM...............................................................................................
OBJECTIONABLE, UNACCEPTABLE, OR QUESTIONABLE RESEARCH..........................................................................
DIGNATORY HARMS ..............................................................................................................................................
INVASIONS OF PRIVACY .........................................................................................................................................
INAPPROPRIATE DISCLOSURES OF CONFIDENTIAL INFORMATION.............................................................................



HARMS TO SURVIVORS ..........................................................................................................................................
CONCERNS ABOUT COMMERCIALIZATION...............................................................................................................
PROTECTING INTERESTS: THE PARAMETERS OF INFORMED CONSENT ......................................................................
CONCLUSIONS .......................................................................................................................................................
REFERENCES..........................................................................................................................................................

CHAPTER 4

CURRENT GUIDANCE ON THE USE OF HUMAN BIOLOGICAL MATERIALS IN RESEARCH .............

A BRIEF HISTORY OF HUMAN SUBJECTS PROTECTIONS..............................................................................................
THE  SCOPE OF THE CURRENT FEDERAL REGULATIONS .............................................................................................
INFORMED CONSENT REQUIREMENTS......................................................................................................................
EXPEDITED IRB REVIEW .......................................................................................................................................
IRB CONCERN FOR THIRD-PARTY INTERESTS ..........................................................................................................
APPLYING THE REGULATIONS TO A TYPICAL PROTOCOL: ISSUES FOR IRBS ................................................................
PROFESSIONAL STANDARDS...................................................................................................................................

Definitions: What Does “Identifiable” Mean?...................................................................................................
When to Require Informed Consent and IRB Review..........................................................................................
Decisions about the Appropriate Use of Existing Samples .................................................................................
Collecting Samples with Appropriate Informed Consent ....................................................................................
Additional Protections ......................................................................................................................................
International Perspectives on the Use of Human Biological Materials in Research ............................................

OTHER CONSIDERATIONS:  MEDICAL RECORD PROTECTION AND HUMAN SUBJECTS RESEARCH...............................
CONCLUSIONS .......................................................................................................................................................
REFERENCES .........................................................................................................................................................

CHAPTER 5

CONCLUSIONS AND RECOMMENDATIONS..................................................................................................

ACTIVITIES THAT CONSTITUTE RESEARCH .............................................................................................................
CURRENT CRITERIA FOR EXEMPTION FROM THE FEDERAL POLICY FOR PROTECTION OF HUMAN SUBJECTS...............
IDENTIFIABILITY OF SAMPLES ................................................................................................................................

Unidentifiable Samples .....................................................................................................................................
Identifiable Samples..........................................................................................................................................

ISSUES REGARDING MINIMAL RISK AND RIGHTS AND WELFARE .............................................................................
Minimal Risk ....................................................................................................................................................
Rights and Welfare ...........................................................................................................................................

CONSENT REQUIREMENTS .....................................................................................................................................
“Practicability”of Obtaining Informed Consent ................................................................................................
Informing Individuals about Research...............................................................................................................
“Opt Out” as an Additional Measure of Protection ...........................................................................................
Informed Consent Requirements for the Use of Existing Samples .......................................................................
Re-contacting Individuals .................................................................................................................................

RENDERING EXISTING IDENTIFIABLE SAMPLES UNIDENTIFIABLE ............................................................................
COLLECTION OF HUMAN BIOLOGICAL MATERIALS IN THE FUTURE..........................................................................
REPORTING RESULTS TO RESEARCH SUBJECTS .......................................................................................................
CONSIDERATIONS OF POTENTIAL HARMS TO OTHERS .............................................................................................

Risks to Groups ................................................................................................................................................
Considerations of Risks and Potential Benefits to Relatives of the Sample Source ..............................................

PUBLIC AND PROFESSIONAL EDUCATION AND CONDUCT ........................................................................................
CONCLUSIONS .......................................................................................................................................................

APPENDIX A

PUBLIC KNOWLEDGE, BELIEF, AND FEELINGS ABOUT RESEARCH USE OF HUMAN
BIOLOGICAL MATERIALS ...............................................................................................................................



APPENDIX B

MEETING DATES, TESTIMONY, ACKNOWLEDGEMENTS.........................................................................

APPENDIX C

THE COMMON RULE .........................................................................................................................................


