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	GUIDANCE Authority and Responsibilities 
of HSD and UW IRB 



1	PURPOSE and APPLICABILITY

This document describes the regulatory and policy sources of the authority and responsibilities of the University of Washington (UW) Human Subjects Division (HSD) and its Institutional Review Boards (IRB). 

2	 UW PRESIDENTIAL ORDERS

Executive Order No. 24 “Research with Human Participants” summarizes the authority and responsibilities of HSD and the IRB, as assigned by the UW. More broadly, it also serves as a Code of Conduct describing the expectation that the behavior of all members of the UW community will be ethical and compliant with respect to human subjects research. Specifically, it:
· Identifies the ethical principles governing UW human subjects research
· Assigns responsibility for ethical and compliant research to all members of the UW community (leadership, faculty, staff, administration, students), because it is important to the UW’s mission
· Designates leadership, authority, and oversight of human subjects research to the Vice Provost of Research, Federalwide Assurance Institutional Official, HSD, IRBs, and others.
· Grants policy-making authority to HSD
· Designates HSD as the UW entity responsible for establishing written procedures concerning the conduct, review, and oversight of human subjects research, including any written procedures required by federal regulations
· Recognizes the authority and autonomy of the IRBs 
· Grants the authority to provide discretionary assistance to subjects who experience injury (side effects) from UW-conducted research
· Creates the responsibility and right to report ethical concerns, noncompliance or other problems with human subjects research to HSD
· Recognizes that risk is inherent in human subjects research and communicates the UW’s framework for managing those risks

3 	BOARD OF REGENTS POLICIES

Board of Regents Policy 40 “Policy on Assistance for Human Subjects” authorizes a discretionary no-fault human subjects assistance program to provide medical and other assistance to human subjects who, in the course of University-conducted research, suffer adverse effects. The terms and conditions of the program are described in HSD’s document Human Subjects Assistance Program. As indicated in the program description, HSD plays a key role in managing and implementing the Program.  

4 	FEDERALWIDE ASSURANCE

The Federalwide Assurance (FWA) is a written, regularly renewed, commitment made by the UW to the federal government about non-exempt human subjects research that is funded or supported by the federal Department of Health and Human Services (HHS) or most other federal departments and agencies. The FWA is signed on behalf of the UW by a Signatory Official – more commonly known as the FWA Institutional Official or IO. This legally commits the UW and its IRB to complying with the Terms of the FWA:
	
· All UW human subjects research is guided by the statement of ethical principles called the Belmont Report [This is the only Term that applies to all UW research, regardless of the source of  support] 
· Compliance with the HHS “U.S. Federal Policy for the Protection of Human Subjects” (also known as the Common Rule; described at 45 CFR 46, Subpart A)
· Compliance with any additional applicable human subjects regulations and policy of the U.S. federal department or agency which conducts or supports UW research, as well as any other applicable federal, state, local or institutional laws, regulations, and policies
· Compliance with the regulations and requirements of subparts B, C, D, and E of the HHS regulations at 45 CFR 46, when applicable for research supported by HHS
· Written procedures for certain specific activities
· Sufficient resources for the IRB to fulfill its duties
· Written agreements with any other entity providing IRB review for UW research
· Identification of the IRB(s) responsible for the review of human subjects research
· Registration of the IRB(s) with the federal Office for Human Research Protections (OHRP)
· Designation of a specific individual with primary responsibility for administering the Terms

5	FEDERALLY SUPPORTED 

	HSD considers research that is supported by federal funding or is otherwise supported by a federal agency to be “federally supported”. Federally supported research includes studies that receive:
· Funding from any federal agency including: 
· Awards made to directly support the research
· No-cost extensions of awards made to support the research
· “Flow-through” federal funds that are awarded to a non-UW institution and then awarded to the UW through a subcontract
· Other federal support including:
· Involvement of federal personnel (including VA employees)
· Use of federal equipment or materials
· Use of federal facilities (including VA facilities)
· Any research team member (including students whose time on the research is paid or supported (directly or indirectly) by any federal award

6	UW DELEGATION OF AUTHORITY TO HSD

The UW Vice Provost for Research (VPR) has assigned specific roles, responsibilities, and delegated authority to HSD and the UW IRBs, as allowed through standard delegation of authority granted to top UW leaders. This includes (but is not limited to) the authority to:
· Identify the particular regulations that apply to a specific research study
· Interpret human subjects regulations, while encouraging consultation with appropriate UW offices, state agencies, and federal agencies as appropriate
· Establish and revise policies and procedures for HSD and the IRBs, within described limits

7 	HUMAN SUBJECTS REGULATIONS

Numerous federal and Washington State regulations and requirements apply to human subjects research. They are identified in the GUIDANCE Human Subjects Regulations. The regulations assign the responsibility and/or authority for compliance to the institution (i.e., UW), researchers, and/or specific institutional components (such as the IRB). 

The regulations with the broadest applicability and that describe the authority, responsibilities, and operations of HSD and the UW IRBs are:
· The Common Rule, more formally known as the HHS “Federal Policy for the Protection of Human Subjects”, as published at 45 CFR 46
· The U.S. Food and Drug Administration (FDA) human subjects regulations – specifically, “Protection of Human Subjects” as published at 21 CFR 50 and “Institutional Review Boards” as published at 21 CFR 56. 

8	HSD POLICIES CONCERNING REGULATIONS

Policy: Studies governed by multiple sets of regulations. Some research is required to comply with more than one set of human subjects regulations. For example, a study may be subject to the FDA regulations because of the nature of the study, as well as the Common Rule regulations because the study funding comes from HHS. It is HSD policy to apply the most stringent of the multiple regulations in circumstances where the regulations are inconsistent or incompatible.

Policy: Component analysis of the applicability of regulations.  Some human subjects regulations apply only to specific types of activities. When it is allowed by regulations, it is HSD policy to apply such regulations to only the relevant study activities rather than to the study as a whole. For example, the FDA regulations do not apply to some types of screening and recruiting activities that may be conducted as part of a study. 

Policy: HHS regulations are applied to all research except as described by the Flexibility Policy. Some or all parts of the regulations managed by HHS (45 CFR 46 Subparts A-D) have been adopted by most federal agencies that fund human subjects research. It is HSD policy to voluntarily apply the HHS regulations to all UW research, including studies that are not specifically required to comply with the HHS regulations. The UW is not required to do this by the terms of its Federalwide Assurance (FWA) with the federal government. 

Policy: Flexibility Policy. Some specific HHS regulations and associated requirements are applied only to the studies required to comply with them rather than more broadly to all UW research. This is referred to as the Flexibility Policy. It allows for greater flexibility in the oversight of research for which some aspects of the federal regulations might not be appropriate or optimal. It also reduces unnecessary administrative burdens upon researchers, IRB members, and HSD staff. The application of the Flexibility Policy to a specific study is at the discretion of HSD. 
· Equivalent protections. As applicable, the UW provides equivalent protections to those provided by the federal regulations, for research to which the Flexibility Policy is applied. 
· Researcher responsibility. Research that qualifies for a flexibility option may later acquire funding that requires the study to comply with the HHS regulations (for example, the researcher may obtain a NIH grant). The researcher is responsible for immediately notifying the IRB by submitting a Modification, so that the study can be re-assessed according to the HHS regulations.
· Which HHS regulations and associated requirements. The specific HHS regulations and associated requirements to which HSD applies its Flexibility Policy are described in the HSD documents about the specific topics covered by those regulations and requirements. For example, flexibility in the determination of exempt status is incorporated into the GUIDANCE Exempt Research. Specifics covered by the Flexibility Policy include (but are not limited to):
· Exempt status
· Duration of IRB approval period
· Research with prisoners
· Research with pregnant women
· Reporting of specific events and determinations to federal compliance agencies
· Grant application approval and certification

POLICY: Exceptions to HSD policies. It is HSD policy that all members of the HSD leadership team are authorized to make exceptions to an HSD policy, on a case-by-case basis and almost always after consultation among two or more members of the team. This is in recognition of the ambiguity and challenging nature of many situations encountered by HSD and the IRB. As appropriate, the exception and rationale for granting it are documented in the relevant HSD or IRB file.

9 	RELATED MATERIALS
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GUIDANCE Human Subjects Regulations
Human Subjects Assistance Program
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