APPENDIX G

SELECTED REFERENCES

Application Instructions

U.S. Department of Health and Human Services Grant Application (PHS 398) Instructions.
http://grants.nih.gov/grants/funding/phs398 /phs398.doc

Evidenced-Based Practice

Ahrens, T. (2005). Evidenced-based practice: Priorities and implementation strategies. AACN Advanced
Critical Care, 16(1), 36—42.

Cook, D. (1998). Evidence-based critical care medicine: A potential tool for change. New Horizon, 6(1),
20-25.

Kelley, P. (2002). Research to practice in the military health care system. TSNRP grant No2-P18.

Nieva, V., Murphy, R., Ridley, N., Donaldson, N., Combers, J., Mitchell, P., et al. (2005). From science to
service: A framework for the transfer of patient safety research into practice. In Advances in patient
safety: From research to implementation (vol. 2, pp. 441—453). Rockville, MD: Agency for Healthcare
Research and Quality.

Sackett, K. L., Straus, S. E., Richardson, W. S., Rosenberg, W., & Haynes, R. B. (2000). Evidence-based
medicine; How to practice and teach EBM. London: Churchill Livingstone.

Titler, M. G. (2006). Developing and evidence-based practice (6th ed.). St Louis, MO: Mosby, Inc.

Critical Appraisal of Clinical Practice Guidelines

The AGREE Collaboration. 2001. The appraisal of guidelines for research & evaluation (AGREE)
instrument. London: The AGREE Research Trust, www.agreetrust.org

Grant Management Regulations
DoD Directive 3210.6-R

Department of Defense Grant and Agreement Regulations (DoDGAR), 13 April 1998.
http://www.dtic.mil/whs/directives/corres/html/321006r.htm

2 Code of Federal Regulations (CFR) Part 215

Uniform Administrative Requirements for Grants and Other Agreements with Institutions of Higher
Education, Hospitals and Other Non-Profit Organizations, 19 November 1993, amended 30 September
1999. Formerly known as OMB Circular A-110.
http://www.whitehouse.gov/omb/assets/omb/circulars/ai10/2cfr215-0.pdf

Cost Principles

2 Code of Federal Regulations (CFR) Part 230
Cost Principles for Non-Profit Organizations, 10 May 2004. Formerly known as OMB Circular A-122.
http://www.whitehouse.gov/omb/assets/omb/fedreg/2005/083105 ai122.pdf
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2 Code of Federal Regulations (CFR) Part 220
Cost Principles for Educational Institutions, 10 May 2004. Formerly known as OMB Circular A-21.
http://www.whitehouse.gov/omb/assets/omb/fedreg/2005/083105 a21.pdf

Human Subjects Protection

DoD Instruction 1100.13
Surveys of DoD Personnel.
http://www.dtic.mil/doctrine/education/edusurvey dodi110013.pdf

DoD Directive 3216.02
Protection of Human Subjects and Adherence to Ethical Standards in DoD Supported Research.
http://www.dtic.mil/whs/directives/corres/pdf/321602p.pdf

DoD Directive 6000.8
Funding and Administration of Clinical Investigation Programs.
http://www.dtic.mil/whs/directives/corres/pdf/600008p.pdf

HA Policy 05-003
Policy for Protection of Human Subjects in DoD Sponsored Research.
Health Affairs Under Secretary of Defense for Personnel and Readiness, 28 Mar 2005.

http://mhs.osd.mil/Content/docs/pdfs/policies/2005/05-003.pdf

Title 10 U.S. Code 980
Limitations on Use of Humans as Experimental Subjects.
http://www.dtic.mil/biosys/downloads/title10.pdf

DoD Directive 6200.02

Application of Food and Drug Administration (FDA) Rules to Department of Defense Force Health
Protection Programs.

http://www.dtic.mil/whs/directives/corres/pdf/620002p.pdf

Title 21 Code of Federal Regulations (CFR) 50
Protection of Human Subjects.
http://ecfr.gpoaccess.gov/cgi/t/text/text-idx?c=ecfr&tpl=/ecfrbrowse/Title21/21cfr50 main o02.tpl

Title 21 Code of Federal Regulations (CFR) 56
Institutional Review Boards.
http://www.access.gpo.gov/nara/cfr/waisidx _00/21cfr56 00.html

Title 21 Code of Federal Regulations (CFR) 312
Investlgatlonal New Drug Apphcat1on

Title 21 Code of Federal Regulations (CFR) 812
Food and Drugs Chapter I: Food and Drug Administration Department of Health and Human Services,
Subchapter H: Medical Devices, Part 812. Investigational Device Exemptions.
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=812.3
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https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=812.3

Title 21 Code of Federal Regulations (CFR) 600
Biological Products, General.
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfefr/cfrsearch.cfm?cfrpart=600

Title 21 Code of Federal Regulations (CFR) 314
Applications for FDA Approval to Market a New Drug.
http://www.gpo.gov/nara/cfr/waisidx 02/21cfr314 o02.html

Title 32 CFR 219
Human Subjects Protection.
http://www.gpo.gov/nara/cfr/waisidx _00/32cfr219 00.html

Title 45 CFR 46, Subparts A, B, C, and D
Protection of Human Subjects.
http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm

Title 5 U.S. Code 5536
Extra Pay for Extra Services Prohibited.
http://frwebgate.access.gpo.gov/cgi-bin/getdoc.cgi?dbname=browse usc&docid=Cite:+5USC5536

Title 24 U.S. Code 30
Payment to Donors of Blood for Persons Undergoing Treatment at Government Expense.
http://www.law.cornell.edu/uscode/html/uscode24/usc sec 24 00000030----000-.html

Health Affairs Policy 97-033

Policy for External Peer Review for Defense Health Program Extramural Medical Research Involving
Human Subjects.

http://www.ha.osd.mil/policies/1997/peerg733.html

U.S. Army Regulations

AR 40-38
Clinical Investigation Programs, 1 September 1989.
http://www.army.mil/usapa/epubs/pdf/r40 38.pdf

AR 70-25
Use of Volunteers as Subjects of Research, 25 January 1990.
http://www.army.mil/usapa/epubs/pdf/r70 25.pdf

AR 40-7

Use of Investigational Drugs in Humans and the Use of Schedule 1 Controlled Drug Substances, 4
January 1991.

http://www.army.mil/USAPA/epubs/pdf/r40 7.pdf

U.S. Navy Regulations

SECNAVINST 3900.39D, 6 Nov 2006.
Human Research Protection Program.
http://www.onr.navy.mil/sci tech/34/docs/secnavinst 3900 39d.pdf

Summary of Significant Changes SECNAVINST 3900.39C to 3900.39D, 22 June 2007.
http://www.onr.navy.mil/sci tech/34/docs/SECNAVINST 3900.39C.pdf

Human Subjects Protection Program.
DoD-Navy Addendum to Federal Wide Assurance (FWA) of Protection of Human Subjects.
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http://www.usc.edu/admin/provost/oprs/private/docs/oprs/DON Requirements.pdf
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U.S. Air Force Regulations

AFI 40-402, 17 Oct 2009.
Protection of Human Subjects in Research.
http://www.wpafb.af.mil/shared/media/document/AFD-090408-029.pdf

Non-Human Animal Subjects

NIH
Office of Laboratory Animal Welfare.
http://grants.nih.gov/grants/olaw/olaw.htm

DoD Directive 3216.1
The Use of Animals in DoD Programs.
http://www.dtic.mil/whs/directives/corres/pdf/321601p.pdf

Title Code of Federal Regulations (CFR) Subpart A-D
Animals and Animal Products.
http://ecfr.gpoaccess.gov/cgi/t/text/text-idx?c=ecfr&tpl=/ecfrbrowse/Titleog/g9cfrvi 02.tpl

Public Law 99-158
Animals in Research, November 20, 1985.
http://grants.nih.gov/grants/olaw/references/hrea1985.htm

International Guiding Principles for Biomedical Research Involving Animals (1985).
Council for International Organizations of Medical Sciences (CIOMS).

http://www.cioms.ch/frame 1985 texts of guidelines.htm

American Veterinary Medical Association (AVMA).
AVMA Guidelines on Euthanasia, June 2007.
http://www.avma.org/issues/animal welfare/euthanasia.pdf

USUHSINST 3203

The Care and Use of Laboratory Animals in DoD Programs, incorporates Army Regulation 40-33,
SECNAVINST 3900.38, AFMAN 40-401(1), and DARPAINST 18 (Defense Advanced Research Projects
Agency Instruction).

http://www.usuhs.mil/asd/instructions/3203.pdf

Research Integrity

DoD Instruction 3210.7
Research Integrity and Misconduct, May 14, 2004.
http://www.dtic.mil/whs/directives/corres/pdf/321007p.pdf

Title 42 Code of Federal Regulations (CFR) 93
Research Misconduct, 17 May 2005 (Federal Register).

http://ori.dhhs.gov/documents/42 cfr parts 50 and 93 2005.pdf
G-4


http://www.usc.edu/admin/provost/oprs/private/docs/oprs/DON_Requirements.pdf
http://www.wpafb.af.mil/shared/media/document/AFD-090408-029.pdf
http://grants.nih.gov/grants/olaw/olaw.htm
http://www.dtic.mil/whs/directives/corres/pdf/321601p.pdf
http://ecfr.gpoaccess.gov/cgi/t/text/text-idx?c=ecfr&tpl=/ecfrbrowse/Title09/9cfrv1_02.tpl
http://grants.nih.gov/grants/olaw/references/hrea1985.htm
http://www.cioms.ch/frame_1985_texts_of_guidelines.htm
http://www.avma.org/issues/animal_welfare/euthanasia.pdf
http://www.usuhs.mil/asd/instructions/3203.pdf
http://www.dtic.mil/whs/directives/corres/pdf/321007p.pdf
http://ori.dhhs.gov/documents/42_cfr_parts_50_and_93_2005.pdf

Title 45 Code of Federal Regulations (CFR) 689
Research Misconduct.
http://ecfr.gpoaccess.gov/cgi/t/text/text-idx?c=ecfr&ipl=/ecfrbrowse/Title45/45cfr689 main o02.ipl

Public Affairs Policies and Procedures

U.S. Army Regulations 360-1
Army Public Affairs Program, 165 September 2000.
http://www.army.mil/usapa/epubs/pdf/r360 1.pdf

U.S. Navy SECNAV M-5720.44B

Public Affairs Policy and Regulations, 1 November 2005.
http://doni.daps.dla.mil/Directives/05000%20General%20Management%20Security%20and%20Safety
%208Services/05-
700%20General%20External%20and%20Internal%20Relations%20Services/5720.44B.pdf

U.S. Air Force AFI35-101
Public Affairs Policies and Procedures, 29 November 2005.
http://www.af.mil/shared/media/epubs/AFI35-101.pdf

Access these documents online through

http://www.usuhs.mil/tsnrp/GrantManagement/Compliance/regulations.php
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