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This document describes the information and documents required by the UW in order to authorize a study for review by a non-UW IRB (e.g., Fred Hutch, NCI CIRB, etc.) when the PI’s Primary Affiliation is Fred Hutch. This document was prepared specifically for Fred Hutch Clinical Research Support and Fred Hutch staff who are submitting these studies on behalf of Fred Hutch investigators. For questions about this form, contact hsdrely@uw.edu.
Obtaining authorization from UW HSD
Authorization is required when UW is engaged in the research as determined by using the WORKSHEET UW Engagement for Fred Hutch-led Research.
For all studies, follow the instructions here: https://www.washington.edu/research/hsd/is-the-uw-irb-the-right-irb/how-to-ask-for-a-non-uw-irb/ which direct you to create a submission in Zipline, answer approximately 20 SmartForm questions, and upload the documents below. After HSD reviews the materials, a letter authorizing the study for external review will be emailed to the PI and study contact listed in Zipline. This letter should be provided to the non-UW IRB. For studies reviewed by the Fred Hutch IRB, NCI CIRB, or a commercial IRB, HSD aims to complete its review and provide the letter within 3 business days.
	Document
	Required?
	Which Zipline SmartForm Page to Upload to?

	REQUEST External IRB Review 
	Yes
	External IRB

	Any funding proposals supporting the research
	Yes, unless this is an industry-sponsored, industry-initiated study
	Study Funding Sources or Additional Local Funding Sources

	Draft or Template Consent Form(s)
	Optional, if they are available
	Local Site Documents

	CV of the PI overseeing UW activities
	Yes
	Local Site Documents

	A document that provides a detailed description of the research

Examples: study protocol, research plan, grant application, dissertation proposal
	Yes, typically the protocol 
	Study-Related Documents (Local Site Documents for single site research)

	SUPPLEMENT Other REDCap Installation or Other E-Signature Attestation Letter
	Yes, if some or all participants will use electronic signatures to provide consent and/or HIPAA authorization, and the e-signature system is not UW’s REDCap system or UW’s DocuSign
	Local Site Documents 





FAQs
1. Question: Who should be listed as the “UW” PI?  
Answer: List the Fred Hutch PI or a UW person who will supervise the activities of the UW employed individuals.
2. Question: Do I need to get HSD’s authorization before I submit to the non-UW IRB? 
Answer: No, you can submit for HSD’s authorization at any time. This can happen concurrently with submission to the other IRB. The other IRB may place a hold on either review or approval for UW until documentation of UW’s authorization is received. 
3. Question: Do I have to do this for research reviewed by all non-UW IRBs? 
Answer: Yes. 
4. Question: Do I need to provide a copy of all the materials that will be submitted to the non-UW IRB? 
Answer: No, just the materials listed above.
5. Question: Do I need to tell HSD about every modification to the study? 
Answer: No, just those listed in the CHECKLIST External IRB, UW Researchers.
6. Question: Do I need to renew my application with HSD? 
Answer: No, the study team will be sent an automatic annual reminder that the application is still open. If the study is still open, no action is required. If the study is closed by the reviewing IRB, provide documentation of closure.
7. Question: Do I need to tell HSD about any AEs, problem reports, unanticipated problems, etc.? 
Answer: No. Report these events to the reviewing IRB. They will notify HSD of any unanticipated problems or serious or continuing non-compliance. 
8. Question: Do I need to give HSD the HIPAA Authorization form that will be used for the research? 
Answer: No.
9. Question: What are the other requirements?
Answer: All responsibilities are described in the CHECKLIST External IRB, UW Researchers. This checklist is also applicable to research involving the UW which is led by a Fred Hutch PI.
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