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	ZIPLINE REVIEW AUTHORIZATION: External IRB

	

	



	PURPOSE and INSTRUCTIONS

	The purpose of this form is to (1) request authorization for obtaining IRB review from a non-UW (“external”) IRB instead of the UW IRB, and (2) provide documentation of eligibility to the external IRB.

1. Complete this form. To check a box, place an “X” in the box.
2. [bookmark: _GoBack]In Zipline, Create a New Study and answer all questions on the Zipline SmartForms except the Study Team SmartForms.
3. Upload this form and the other required documents listed at the end of this form.
4. Submit the Zipline application to HSD.

Questions? Contact hsdrely@uw.edu, or see the “Is the UW IRB the Right IRB” page on the HSD website for information and guidance about commonly used external IRBs such as WIRB and the Fred Hutchinson Cancer Research Center IRB.




	1. RESEARCHER AND STUDY INFORMATION

	Lead Researcher (PI) Information

	Name:
	Title:

	[bookmark: Text1]     
	     

	Email:
	Phone number:

	     
	     

	Contact Person Information (if different than researcher)

	Name:
	Title:

	     
	     

	Email:
	Phone number:

	     
	     

	Study Title: Must be identical to the title on the study protocol (if there is one) 

	     

	Study sponsor name:
(if none, put “n/a”)
	Sponsor protocol number or grant number: (if none, put “n/a”)
	Author of Protocol or Research Plan:

	     
	     
	
	Sponsor

	
	
	
	Lead Researcher



	2. FINANCIAL CONFLICT OF INTEREST

	The University of Washington and its researchers retain the responsibility for management of Financial Conflict of Interest (FCOI) in UW studies reviewed by an external IRB. IRB applications may be submitted to the external IRB while the UW determines whether any disclosed Significant Financial Interest is a financial conflict of interest. The PI is responsible for sending any UW FCOI Management Plan for themselves or any member of the research team to the external IRB and may not begin any subject recruitment or any research procedures until any management plan requirements have been incorporated into the research, the existence of FCOI has been added to the study consent form, and approved by the external IRB. 

	2.1 Confirm by placing an “X” in the box that the lead researcher has ensured that all members of the research team (as defined by UW policy GIM 10) are aware of policy GIM 10 about Financial Conflict of Interest and their responsibility for complying with its relevant requirements.

	
	
	Confirmed
	



	3. ROLES AND RESPONSIBILITIES

	3.1 Is this one site of a multi-site study (that is, a study where each site is conducting the same procedures and protocol)?

	
	
	Yes
	 If yes, go to Section 4

	
	
	No
	 If no, go to Question 3.2

	3.2 Indicate which of the following responsibilities and roles will be filled by the UW researcher (and UW team, if any) and which will be filled by non-UW organizations or individuals. 

	
	
	Obtain consent
	Perform research procedures
	Obtain, use, or analyze identifiable specimens or Data
	Participant contact

	
	Organization and location
	Indicate which of these activities (if any) will be a part of each role, by placing a X in the box.

	
	UW researcher and /or team
	     
	     
	     
	     

	
	Entity providing IRB review (Leave this line blank if the entity providing IRB review (for example, WIRB) is not involved in your research except to provide IRB review.)
	     
	     
	     
	     

	
	Other:      
	     
	     
	     
	     

	
	Other:      
	     
	     
	     
	     

	
	Other:      
	     
	     
	     
	     

	3.3 Are there any other responsibilities or roles for the UW researcher and the UW research team?

	Examples: recruiting activities that don’t involve obtaining consent; working with de-identified data or specimens.

	
	
	No
	 If no, go to Section 4

	
	
	Yes
	 If yes, briefly describe the roles / responsibilities:

	
	
	
	     



	[bookmark: section4]4. REPORTING REQUIREMENTS

	Check the boxes below to confirm your understanding of your obligations about reporting new information relevant to your research. HSD will not authorize your external IRB review unless all boxes are checked. 

	
	
	
	The External IRB’s policy concerning reportable new information (e.g. unanticipated problems, serious or continuing noncompliance, study suspensions or terminations) will be followed, AND

	
	
	
	

	
	
	
	

	
	
	
	HSD will be notified directly of any breach of privacy involving any of the following:  Protected Health Information (PHI) from UW Medicine and affiliates (e.g. Harborview Medical Center), UW Health Sciences Healthcare Components (e.g. Dentistry), UW student records or employee records, or WA State records.

	
	
	
	

	
	
	
	

	
	
	
	For research being conducted with patients of UW Medicine (UWMC, HMC), any adverse or sentinel event that occurs in the context of care delivery will be reported via the facility incident reporting system if a subject/patient is harmed.  

	
	
	
	

	
	
	
	



	5. REQUIRED ATTACHMENTS

	Upload the following documents to the appropriate Zipline SmartForms. 

	Document
	Required?
	Zipline SmartForm

	REVIEW AUTHORIZATION: External IRB
	Yes
	External IRB

	Document that provides a detailed description of the research
Examples: study protocol, research plan, grant application, dissertation proposal
	Yes, for research that is :
· Funded by a non-UW entity (e.g., industry, federal agency, foundation, etc.) OR
· For a dissertation or master’s thesis  
	Supporting Documents



	6. CONSENT FORM REQUIREMENTS – INDUSTRY SPONSORED STUDIES ONLY

	Check the boxes below to confirm your understanding of your obligations regarding UW specific required consent elements for industry sponsored studies only. If your study is an industry sponsored study, HSD will not authorize your external IRB review unless all boxes are checked. 

	
	
	
	I understand that the UW holds the study Sponsor/CRO and PI responsible for ensuring that the Compensation for Injury language in the consent form is consistent with the subject injury terms in the fully executed Clinical Trial Agreement (CTA) and that it does not violate the Medicare Secondary Payer (MSP) rule, AND

	
	
	
	

	
	
	
	

	
	
	
	I understand that the UW HSD office will routinely audit consent forms to ensure consistency with the CTA as well as the presence of UW required consent elements as outlined in the UW-WIRB consent template. Any discrepancies may result in the need for consent revisions, IRB re-review (which may require paying an IRB fee), and re-consenting of subjects.

	
	
	
	

	
	
	
	



	TO BE COMPLETED BY THE UW HUMAN SUBJECTS DIVISION

	Date received:
	     
	HSD study #:
	     

	HSD staff printed name:
	     
	HSD staff email:
	hsdrely@uw.edu 

	
	
	HSD staff phone:
	206-543-0098

	Intent to apply to external IRB approved by HSD staff:  
	
	     

	
	Signature 
	Date signed
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