Regulations and Policies Related to the Research Use of Human Specimens & Data
US Regulations:
· HHS Human Subjects Regulations:

45 CFR part 46


http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html 
· FDA Human Subjects Regulations:

21 CFR parts 50, 56, 812


http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm
· HIPAA Privacy Rule (45 CFR Part 160 and Subparts A and E of Part 164)  


http://www.hhs.gov/ocr/hipaa/
· HIPAA Security Rule (45 CFR Part 160 and Subparts A and C of Part 164)

http://www.hhs.gov/ocr/privacy/hipaa/administrative/privacyrule/index.html
· Privacy Act of 1974, 5 U.S.C. § 552a 

http://www.justice.gov/opcl/privacyact1974.htm
· Health Information Technology for Economic and Clinical Health (HITECH) Act Breach Notification Interim Final Rule

http://www.hhs.gov/ocr/privacy/hipaa/understanding/coveredentities/breachnotificationifr.html
Policy and Educational Documents Related to Human Subjects Protections, Privacy and Confidentiality:

OHRP Policy Documents:

· OHRP: Engagement of Institutions in Human Subjects Research, issued October 16, 2008 http://www.hhs.gov/ohrp/policy/engage08.html
· OHRP: Guidance on Research Involving Coded Private Information or Biological Specimens, issued October 16, 2008 

http://www.hhs.gov/ohrp/policy/cdebiol.html
· OHRP Guidance on the Genetic Information Nondiscrimination Act: Implications for Investigators and Institutional Review Boards 

http://www.hhs.gov/ohrp/policy/gina.html (For VA-specific informed consent GINA language, see the VA Central IRB Informed Consent Template at: http://www.research.va.gov/vacentralirb/forms/investigator-forms.cfm)

· OHRP Guidance on Withdrawal of Subjects from Research:  Data Retention and Other Related Issues
http://www.hhs.gov/ohrp/policy/subjectwithdrawal.html
FDA Guidance Documents:
· FDA Guidance on Informed Consent for In Vitro Diagnostic Device Studies Using Leftover Human Specimens That are Not Individually Identifiable
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm078384.htm 
· FDA Guidance on Data Retention When Subjects Withdraw from FDA-Regulated Clinical Trials

http://www.fda.gov/downloads/RegulatoryInformation/Guidances/UCM126489.pdf
VA Guidance and Policies Related to Specimen Research:

· VA Tissue Banking Program

http://www.research.va.gov/programs/tissue_banking/default.cfm
· VHA Handbook 1200.05 Requirements for the Protection of Human Subjects in Research
 http://www1.va.gov/vhapublications/ViewPublication.asp?pub_ID=2531
· VHA Handbook 1200.12 Use of Data and Data Repositories in VHA Research
http://www1.va.gov/vhapublications/ViewPublication.asp?pub_ID=1851
· VHA Handbook 1605.1 Privacy and Release of Information
http://www1.va.gov/vhapublications/ViewPublication.asp?pub_ID=1423
· VHA Handbook 1605.2 Minimum Necessary Standard for Protected Health Information

http://www1.va.gov/vhapublications/ViewPublication.asp?pub_ID=412
· VHA Handbook 6500 Information Security Program

 http://www1.va.gov/vapubs/viewPublication.asp?Pub_ID=56
· VHA Handbook 1106.01  Pathology and Laboratory Medicine Service Procedures

http://www1.va.gov/vhapublications/ViewPublication.asp?pub_ID=1779
NIH/HHS Resources:

· HHS Health Information Privacy Website

http://www.hhs.gov/ocr/privacy/
The HHS has published a number of educational documents on the HIPAA Privacy Rule and research (http://privacyruleandresearch.nih.gov/), including the following:
· Protecting Personal Health Information in Research:  Understanding the HIPAA Privacy Rule (issued April 14, 2003; revised July 13, 2004) 

   
http://privacyruleandresearch.nih.gov/pr_02.asp
· Research Repositories, Databases and the HIPAA Privacy Rule issued July 2, 2004 http://privacyruleandresearch.nih.gov/research_repositories.asp
· Clinical Research and the HIPAA Privacy Rule (edited June 22, 2004) http://privacyruleandresearch.nih.gov/clin_research.asp
· Authorizations
http://privacyruleandresearch.nih.gov/authorizations.asp
· Health Services Research and the HIPAA Privacy Rule  http://privacyruleandresearch.nih.gov/healthservicesprivacy.asp
· Institutional Review Boards and the HIPAA Privacy Rule, issued July 8, 2004 http://privacyruleandresearch.nih.gov/irbandprivacyrule.asp
· Privacy Boards and the HIPAA Privacy Rule http://privacyruleandresearch.nih.gov/privacy_boards_hipaa_privacy_rule.asp
NIH information on Certificates of Confidentiality:

· Certificates of Confidentiality Kiosk  

http://grants2.nih.gov/grants/policy/coc/
International Human Research Protections:

· International Compilation of Human Research Protections  http://www.hhs.gov/ohrp/international/intlcompilation/intlcompilation.html
HHS and NIH Policies Related to Resource and Data Sharing:
· Principles and Guidelines for Recipients of NIH Research Grants and Contracts on Obtaining and Disseminating Biomedical Research Resources (64 [246], 72090-72096, December 23, 1999; 
http://grants.nih.gov/grants/intell-property_64FR72090.pdf.

· 1996 Public Health Service Policy Relating to Distribution of Unique Research Resources Produced with PHS Funding , NOT-OD-96-184, NIH Guide to Grants and Contracts, 

http://grants.nih.gov/grants/guide/notice-files/not96-184.html.

· Final NIH Statement on Sharing Research Data, NOT-OD-03-032, NIH Guide to Grants and Contracts, February 26, 2003, 
http://grants.nih.gov/grants/guide/notice-files/NOT-OD-03-032.html
· NIH Policy on Genome-Wide Association Studies

http://grants.nih.gov/grants/gwas/
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