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REGULATIONS, DIRECTIVES, INSTRUCTIONS AND POLICIES FOR THE
PROTECTION OF HUMAN SUBJECTS IN RESEARCH

Department of Health, Education and Welfare (DHEW) Notice of Report, “Ethical
Principles and Guidelines for the Protection of Human Subjects of Research”, 18 April
1979. (the “Belmont Report™)
http://www.hhs.gov/ohrp/humansubjects/guidance/belmont.htm

Department of Health and Human Services (DHHS) Regulation, Title 45 CFR Public
Welfare, Part 46: “Protection of Human Subjects”, 23 June 2005. (the “Common Rule”)
http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm

Department of Defense (DoD) Regulation, Title 32 CFR Part 219: “Protection of Human
Subjects”, 19 August 1991. http://www.dtic.mil/biosys/downloads/32¢fr219.pdf

Federal Drug Administration (FDA) Regulation, Title 21 CFR Part 50: “Protection of
Human Subjects”, 1 April 2006.
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=50&sho
wFR=1

Federal Drug Administration (FDA) Regulation, Title 21 CFR Part 56: “Institutional
Review Boards”, 1 April 2006.
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFR Search.cfm?CFRPart=56&sho
wFR=1

Title 10 CFR Armed Forces: Subtitle A: General Military Law, Part II, Chapter 49, Section
980 “Limitation on Use of Humans as Experimental Subjects”, 30 May 2006.
http://www.law.cornell.edu/uscode/10/usc_sec _10_00000980----000-.html

Department of Defense (DoD) Directive 3216.02, “Protection of Human Subjects and
Adherence to Ethical Standards in DoD-Supported Research”, 25 March 2002.
http://www.dtic.mil/whs/directives/corres/pdf/321602p.pdf

Department of Defense (DoD) Directive 6200.2, “Use of Investigational New Drugs for
Force Health Protection”, 24 November 2003.
http://www.dtic.mil/whs/directives/corres/pdt/d62002_080100/d62002p.pdf

Secretary of the Navy Instruction, SECNAVINST 3900.39D, “Human Research Protection
Program”, http://www.onr.navy.mil/sci%5Ftech/34/docs/secnavinst_3900_39d.pdf

Department of Defense (DoD) Directive 3210.7, “Research Integrity and Misconduct”, 14
May 2004. http://www.dtic.mil/whs/directives/corres/pdf/i32107_051404/i32107p.pdf

U.S. Naval Academy Academic Dean and Provost Instruction, ACDEANINST 3920.3,
“Integrity in Research and Scholarly Activity”, 4 February 2000.
Secretary of the Navy Instruction, SECNAVINST 5210.8D, “Department of the Navy
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Records Management Program”, 31 December 2005.
http://doni.daps.dla.mil/Directives/05000%20General %20Management%20Security%20an
d%20Safety%20Services/05200%20Management%20Program%20and%20Techniques%2
0Services/5210.8D.pdf

Secretary of the Navy Instruction, SECNAVINST 5211.5E, “Department of the Navy
(DoN) Privacy Program”, 28 December 2005.
http://doni.daps.dla.mil/Directives/05000%20General%20Management%20Security%20an
d%20Safety%20Services/05200%20Management%20Program%?20and%20Techniques%2
OServices/5211.5E.pdf

Federal Privacy Act (5 USC 301, 552a (1994)).
http:// www.law.cornell.edu/uscode/search/display.html?terms=552(a)&url=/uscode/html/us
code05/usc sec 05 00000552---a000-.html

Department of the Navy Human Research Protection Program (DoN-HRPP) “Education
and Training Policy for Research Ethics and the Responsible Conduct of Research”,

9 November 2006.

http://www.onr.navy.mil/sci%5Ftech/34/docs/DON_HRPP_policy 0611.pdf

Department of Health and Human Services (DHHS),

Office for Human Research Protections

Guidance on Continuing Review, 15 January 2007
http://www.hhs.gov/ohrp/humansubjects/guidance/contrev0107.htm

Department of Defense (DoD) Directive 5230.9, “Clearance of DoD Information for Public
Release”, 9 April 1996.
http://www.dtic.mil/whs/directives/corres/pdf/523009 _040996/523009p.pdf

Revised Policy for IRB Review of Human Subject Protocols at the National Institutes of
Health (NIH), 1 May 2000.
http://grants2.nih.gov/grants/funding/phs398/instructions2/p2_irb_approval.htm
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