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	SUPPLEMENT External Reliance, HIPAA Waiver Request

	

	


The Human Subjects Division (HSD) strives to ensure that people with disabilities have access to all services and content. If you experience any accessibility-related issues with this form or any aspect of the application process, email hsdinfo@uw.edu for assistance.
[bookmark: INSTRUCTIONS]PURPOSE & INSTRUCTIONS
Purpose of this form: In rare circumstances, a non-UW IRB will not consider or grant HIPAA waivers (either in full or in part) for UW research that is under its oversight. This is typically communicated to HSD during the negotiation of the reliance agreement and any addenda to the reliance agreement and is usually due to the logistical or legal limitations of the non-UW IRB. In these circumstances, a member of the UW IRB can consider and grant the HIPAA waivers that are required for the conduct of the research. This form is designed to collect supplemental information about the planned use of PHI in order for the IRB member to complete that task.  This process is not intended to override any decisions about the use of PHI made by the IRB of record, but rather to complete the additional, required considerations not undertaken by the IRB of record.
Use this form ONLY if: 
· the non-UW IRB will not consider and grant HIPAA waivers, and 
· the proposed research plans to make use of UW Medicine PHI without the written Authorization of those to whom the PHI pertains (e.g., in order to identify potential subjects), and,
· the non-UW IRB has not denied the use of PHI as proposed below (either by denying the waiver of HIPAA or denying the activity altogether).
The use of PHI described below must be consistent with the approval granted by the non-UW IRB. For example, the use of PHI must be described in the application materials provided to the reviewing IRB. 
Answer all questions. If a question is not applicable to the research or if you believe you have already answered a question elsewhere in the application, state “NA” (and if applicable, refer to the question where you provided the information). If you do not answer a question, the IRB does not know whether the question was overlooked or whether it is not applicable. This may result in unnecessary “back and forth” for clarification. Use non-technical language as much as possible. 
The completed Supplement should be provided to HSD only when directed by HSD staff.

	Study Title: 
	     


1 USE OF PHI WITHOUT AUTHORIZATION
1.1 Protected health Information (PHI). PHI is individually identifiable healthcare record information or clinical specimens from an organization considered a “covered entity” by federal HIPAA regulations, in any form or media, whether electronic, paper, or oral. You have indicated that your research involves identifiable health care records (e.g., medical, dental, pharmacy, nursing, billing, etc.), identifiable healthcare information from a clinical department repository, or observations or recordings of clinical interactions.
a. Describe the PHI that will be accessed, obtained, used, or disclosed for any reason (for example, to identify or screen potential subjects, to obtain study data or specimens, for study follow-up) that does not involve the creation or obtaining of a Limited Data Set, and the reason for using it. Be specific. For example, will any “free text” fields (such as physician notes) be accessed, obtained, or used?  
	     

	


b. Is any of the PHI located in Washington State?
☐ No
☐ Yes
c. Describe the pathway of how the PHI will be accessed or obtained, starting with the source/location and then describing the system/path/mechanism by which it will be identified, accessed, and copied for the research. Be specific. For example: directly view records; search through a department’s clinical database; submit a request to Leaf.
	     


d. For which PHI will subjects provide HIPAA authorization before the PHI is accessed, obtained and/or used?
	     


Confirm by checking the box that the UW Medicine HIPAA Authorization form maintained on the HSD website will be used to access, obtain, use, or disclose any UW Medicine PHI.
☐ Confirmed
e. For which PHI will HIPAA authorization not be obtained from the subjects?
	     


f. Provide the following assurances by checking the boxes.
	☐
	The minimum necessary amount of PHI to accomplish the purposes described in this application will be accessed, obtained and/or used.

	 ☐
	The PHI will not be reused or disclosed to any other person or entity, except as required by law, for authorized oversight of the research study, or for other research for which the use or disclosure of PHI would be permitted.

	 ☐
	The HIPAA “accounting for disclosures” requirement will be fulfilled, if applicable. See UW Medicine Compliance Policy #104.

	 ☐
	There will be reasonable safeguards to protect against identifying, directly or indirectly, any patient in any report of the research.



1.2 Records retention requirements. Check the box below to indicate assurance that any identifiers (or links between identifiers and data/specimens) and data that are part of the research records will not be destroyed until after the end of the applicable records retention requirements (e.g., Washington State; funding agency or sponsor; Food and Drug Administration). 
Review the “Research Records and Data” information in Section 8 of this document for the retention schedules for UW Medicine Records: https://www.uwmedicine.org/recordsmanagementuwm-records-retention-schedule.pdf. 
☐ Confirm
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