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Stratton VA Medical Center

IRB Standard Operating Procedure


Appendix B - References 
Categories of Research That May be Reviewed by the Institutional Review Board (IRB) Through an Expedited Review Procedure (Federal Register, Vol. 63, No. 216, Monday November 9, 1998)

Department of Health and Human Services (DHHS) regulations pertaining to rights and welfare of human subjects participating in research supported by DHHS (45 CFR 46) 

Department of Veterans Affairs, Clinical Trial Cooperative Research and Development Agreement, Model 2005  http://www.research.va.gov/programs/tech_transfer/crada/default.cfm
FDA Information Sheets 1998 Update www.fda.gov/oc/ohrt/irbs/drugsbiologics.html#emergency
Food and Drug Administration (FDA) regulations pertaining to rights and welfare of human subjects participating in research involving investigational drugs and devices ( 21 CFR 11, 50, 56, 312, 812, and 814)

ICH Harmonised Tripartite Guideline For Good Clinical Practice (1 May 1996)

NYS Public Health Law

Pharmacy Memorandum D&T 119-9

Robert’s Rules of Order, 10th Edition

Station Memorandum SL-151-04: Subcommittee on Human Studies

Statutes and regulations pertaining to the release of patient information (5 USC &522a; 38 USC & 5701a, 7332; 45 CFR Parts 160-164)

Statutory Provision for the Protection of VA patient rights ( 38 USC Sections 501, 7331)

Stratton VA Medical Center, ACOS, Research and Development Memorandum, Study Site Monitor Visits, January 4, 2006
Stratton VA Medical Center R&D SOP

Title 38, United States Code (U.S.C.), Sections 7361-7368, VA Research and Education Corporations
VA regulations pertaining to hospital care for research purposes and outpatient care for research purposes ( 38 CFR 17.45, 17.92)
VA regulations pertaining to research related injuries (38 CFR 17.85)

VA regulations pertaining to the rights and welfare of human subjects participating in research (38 CFR 16 – Federal Policy for the Protection of Human Subjects- The Common Rule)

VHA Directive 2003-031 – Establishment of a Facility Human Protections Program
VHA Directive 2000-043 Banking of Human Research Subject’s Specimens

VHA Handbook 1058.1 Reporting Adverse Events in Research to the Office of Research Oversight

VHA Handbook 1200.5  Requirements for the Protection of Human Subjects in Research

VHA Handbook 1200.1  The Research and Development (R&D) Committee Handbook

VHA Handbook 1200.13  Conflict of Interest in Research

VHA Handbook 1200.17, VA Research and Education Corporations, Department of Veterans Affairs, Veterans Health Administration, Washington, D.C.
VHA Pharmacy Manual, M-2, Part VII, Chapter 6 and Chapter 5.10
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