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PURPOSE
This SOP describes the process for determining, documenting, and communicating whether the University of Washington (or other institutions) is engaged in a non-exempt human subjects research project. 
POLICY
Use of the UW IRB. The University of Washington (UW) Institutional Review Board (IRB) reviews non-exempt human subjects research only when the UW is engaged in the research, where “engagement” is defined as outlined in federal guidance. Exceptions are limited to the situations described in the SOP Use of the UW IRB. 
Federal funding. An institution that is the direct (prime) recipient of federal funding for a research project is considered (by federal regulation) to be engaged in the entire research project, even when all activities involving human subjects are performed through subcontract or other arrangements by the employees or agents of other institutions.  This means that the IRB of the prime awardee’s institution must review all aspects of the project, unless some or all of it has been deferred by formal agreement to another IRB.
Engagement of other institutions and unaffiliated investigators. UW research projects may involve multiple non-UW institutions, locations, and individuals. Federal regulations make a primary distinction between the institutions that are “engaged” in the research versus those that are not engaged. 
IRB Review Arrangement. The UW used to review almost all UW research in which the UW is conducting all or a majority of the research activities. Rapidly changing requirements mean that there are many circumstances in which an external IRB must review UW research instead of the UW IRB or that the UW IRB must review for all the other engaged institutions. See the HSD webpage, Is the UW IRB the Right IRB?  for information about identifying the appropriate IRB review arrangement. 
Coordinating centers and data centers. Institutions that fulfill the role of an overall coordinating center for a multi-site study, or a data coordinating center, may be engaged in the research. If they are engaged, they must obtain IRB review and approval from their own IRB or through arrangements between their own IRB and another IRB. 
	

	
DEFINITIONS 
Engagement. The UW applies the definition of engagement provided on the website of the federal Office of Human Research Protections (OHRP) to all research, including FDA regulated research, regardless of the source of the research funding. The criteria defining engagement are outlined in the WORKSHEET Engagement. 
Employee or agent. The concept of “employee or agent” is critical to the determination of engagement. It can include faculty members, staff, students, contractors, and volunteers, among others, regardless of whether the individual is being paid. 
“Employee or agent” refers to an individual who:
Acts on behalf of an organization;
Exercises institutional authority or responsibility; or
Performs institutionally designated activities. 
Visiting appointments. Visiting faculty members, postdoctoral fellows, and graduate students are generally considered to be UW employees or agents when conducting research as part of their UW visiting appointments. 
Research conducted at other organizations by UW-affiliated individuals. The UW IRB applies the principles outlined in the table below to determine whether a UW-affiliated individual is acting as a UW employee or agent. Note that it is possible for such individuals to be acting as an employee or agent of both institutions. 
Types of faculty appointments. The UW Academic HR website has a list of all types of faculty appointments, including information that helps assess whether individuals in each type of appointment are UW employees or agents when they conduct research.

	NOTE: Information in this table is about non-VA related appointments. For VA related appointments, review HSD’s webpage on research involving the VA

	Involvement in the research at a non-UW institution is:
	UW employee or agent?

	Unpaid 
(no salary support for the research activities; i.e., working “on their own time”)


	No, unless:
Their involvement will be used to address or fulfill requirements associated with their UW role (e.g., a student who will use research results for a thesis; activities that meet the definition of research and are being used to fulfill a class requirement; or to obtain class credit).

Note: Students in the UW Medicine WWAMI program are considered UW employees/agents when they perform research in order to fulfill a WWAMI-related requirement, regardless of whether they are paid for the activity and regardless of which institution pays them. However, it is UW policy to defer any required IRB review to the non-UW institution in which the WWAMI student is embedded, through the use of an IRB Reliance Agreement. (This does not apply when the non-UW institution is the VA.)

	Paid directly by UW internal funds (e.g., Royalty Research Fund, bridge funds, departmental funds, gift to UW).  
	Yes

	Paid directly by money from a UW-administered grant or contract (for example, a service agreement by which a UW employee is contracted by his/her unit to work for a non-UW person.

	Yes, unless:
Their involvement will not be used to address or fulfill requirements associated with their UW role (e.g., a student who will use research results for a thesis; fulfillment of a class requirement; or to obtain class credit).

	Paid by money from another organization, with the money not going through the UW.
	No, unless:
Their involvement will be used to address or fulfill requirements associated with their UW role (e.g., a postdoctoral fellow at the UW whose paycheck comes directly from NIH rather than through the UW).


RESPONSIBILITIES
HSD staff members and investigators carry out these procedures. 
PROCEDURES
Determination of engagement. Engagement status is determined by HSD staff during the pre-review process, by referring to the WORKSHEET Engagement. 
Uncertainty or disagreements about engagement are adjudicated by a member of HSD Leadership. If necessary, another member of HSD Leadership is also consulted. 
Absence of UW engagement. In the absence of UW engagement, the UW IRB (or a UW-designated IRB) will nonetheless perform the IRB review under the exceptions described in the SOP Use of the UW IRB. 
Documentation of engagement.  Documentation of engagement status is accomplished during the pre-review process.  Any information gathered to support the decision is documented and placed in the appropriate file. In addition, the WORKSHEET Engagement may be completed and used at staff discretion to:
Accompany a written determination about an institution’s engagement in the research;
Provide documentation in the IRB file about an engagement scenario that may not be immediately obvious to future reviewers. 
Decision that the UW IRB (or a UW-designated IRB) cannot perform the review. 
The decision is communicated to the investigator in writing. If possible, a phone call to discuss the decision is made in advance of sending the letter. 
MATERIALS
SOP Use of the UW IRB
WEBPAGE Is the UW IRB the Right IRB?
WEBPAGE Research Involving Veterans Affairs
WORKSHEET Engagement 
REFERENCES
OHRP “Guidance on Engagement of Institutions in Human Subjects Research”, October 16, 2008. 
UW Academic HR website: http://ap.washington.edu/ahr/  
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