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	PURPOSE AND APPLICABILITY



Human subjects research led by researchers with a Fred Hutch Primary Appointment may engage the UW in human subjects research. Institutions are engaged in research when their employees or agents are performing certain activities or when they receive direct federal funding regardless of which institution may be leading the research. When institutions are engaged in research, their involvement in the research must be accounted for, typically through a reliance agreement on the reviewing IRB. 

Use this worksheet to self-determine whether UW is engaged in your study. This should be done for each study when you are planning for the study to be reviewed by any non-UW IRB, including the Fred Hutch IRB. If you still have questions about whether the UW is engaged in the study after you use this worksheet, contact hsdrely@uw.edu. You may save this worksheet for your study records.

	NEXT STEPS



If UW is engaged, then the UW must authorize the non-UW IRB, including the Fred Hutch IRB, to review on its behalf. To initiate the authorization process submit an External IRB request in the UW Zipline system. HSD will review the request and provide you with a letter of authorization to give to the reviewing IRB. 

	ASSESSING UW ENGAGEMENT



	
	If any of the boxes in this section are checked, the UW is engaged in the research and an authorization is required.
	

	1
	UW is the primary (direct) recipient of any federal funding for the study.
	☐

	2
	UW has executed any Clinical Trial Agreement with the sponsor for the study.
	☐

	3
	Research procedures are conducted at a UW inpatient or outpatient facility (e.g., UWMC, HMC, neighborhood clinics). 
See row 8 (below) for exceptions.
	☐

	4
	Research team members (includes sub-investigators and study staff) are, or may be in the future, UW employees, students, volunteers, or faculty whose primary appointment is UW who will:
· Interact with the participants (i.e., obtain consent, obtain identifiable data or specimens, conduct research procedures with them including administering interventions) -and/or-
· Have access to identifiable participant data or specimens
	☐



	
	If the sole involvement of the UW is limited to one or more of the activities below, the UW is not engaged in the research.
	

	5
	Fred Hutch employees are obtaining identifiable data from medical records of UW Medicine.
	☐

	6
	Fred Hutch employees are obtaining identifiable residual clinical specimens from UW Medicine or other UW sources.
	☐

	7
	UW employees, students or volunteers or faculty whose primary appointment is UW have no access to identifiable data or specimens and their participation will consist solely of one or more of the following:
· Analysis of de-identified data or specimens
· Participation in manuscript or presentation preparation and/or authorship
· Providing prospective subjects with information about the research. This may include providing a copy of the consent form and other IRB-approved materials but not obtaining subjects’ consent.
· Providing prospective subjects with information about contacting Fred Hutch investigators for information
· Seeking to obtain the prospective subjects' permission for Fred Hutch investigators to contact them
	☐

	8
	Research procedures conducted at UW facilities consist solely of one or more of the following:
· Activities conducted by UW employees or faculty that meet the criteria described in row 7 (above)
· Procedures are conducted at a UW location by someone who is not a UW employee, student, volunteer, or agent, and UW personnel are not otherwise involved in the research. 
Example:  A Fred Hutch-paid study coordinator uses a UW clinic room to administer a survey to a patient.
· The UW performs commercial or other services for the researchers AND all of the following are true:
· The services performed do not merit professional recognition or publication privileges
· The services performed are typically performed by the UW for non-research purposes
· The UW employees, volunteers, or students do not administer any study intervention being tested. Administering the study intervention includes: prescribing and administering drug including infusion, implanting devices, delivering cognitive or behavioral interventions, etc.
Examples: A UW pharmacy provides drug storage and dispensation as a service
A UW clinical lab performs routine serum chemistry analyses, as a service
                  A UW clinical lab/phlebotomy service obtains blood and provides the specimens as a service
                  A UW clinical radiology facility performs chest x-rays and send results, as a service
	☐



	Version Number
	Posted Date
	Implementation Date
	Summary of Changes

	2.0
	06.01.2023
	06.01.2023
	Revise title from GUIDE FHCRC and Seattle Children’s Investigators; revise scope to include only Fred Hutch IRB; transform from PDF “guide” to Word “worksheet”

	1.0
	05.01.2018
	05.01.2018
	Newly implement document
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