Research Waiver of Authorization Request – YKHC

YKHC Number and Name of Study: ___________________________________________
Principal Investigator:  ____________      Date: _____   
Contact Name: ______________________________   Credentials: ________
[bookmark: _GoBack]Telephone Number: _______________ email: _______________________

Which IRBs have approved this research? (Please list the approval numbers after the name of the IRB): 

1. Explain the objective and background of the research project.
	
2. Explain the rationale for the use of the selected study population.
	
3. Explain why this research could not be practicably conducted without access to and use of Protected Health Information (PHI) and/or Individually Identifiable Health Information (IIHI).

4. List each data element to be collected for this research project and include the data abstraction tool, which will be used.
	
5. Describe the scope of work and the “minimum necessary” information for each data element collected for this research project.

6. If PHI and/or IIHI will be collected, complete the following.
a. Name of the team member(s) who will be collecting PHI and/or IIHI: 

b.  Physical site where PHI and/ or IIHI will be stored: 

c. Access control to be used in protecting PHI and/or IIHI (e.g., password-protected software, and single sign-on authorization): 


7. Explain how the researcher/team will protect any PHI and/or IIHI data identifiers and any links to identifiers from unauthorized access and/or improper use and/or disclosure.
	
8. Explain how the researcher/team will destroy any PHI and/or IIHI identifiers and any links to PHI and IIHI identifiers; in addition, describe the time frame that the collection and use of the PHI and/or IIHI identifiers will be destroyed.

9.  If there is no intent to destroy any collected PHI and/or IIHI identifiers and links to identifiers the researcher/team will provide justification for recantation to include regulator reference.

The anticipated beginning and end of the collection of data for this research project:
Begin Date: ____________________			End Date: ______________




The researcher/team understands and agrees to the following:
1. Researcher/team will provide to YKHC HSC members with the annual status report which must include the Alaska Area Institutional Review Board (AAIRB) protocol renewal letter.
2. Research/team will provide to the Alaska Area IRB and YKHC HSC any request for modifications to the data elements for review and approval prior to extracting additional data elements.
3. Researcher/team will immediately report to YKHC HSC inappropriate access use/disclosure of protected health information and/or individually identifiable health information and/or breach of research documents; data elements and/or electronic files.
4. Researcher/team will immediately report to YKHC HSC inappropriate access of portable devises and/or inappropriate remote accesses and/or use/disclosure of protected health information or individually identifiable health information and/or electronic files.
5. Research/team will not remove any protected health information and/or individually identifiable health information from the YKHC campus.
6. Researcher/team will only request access and review of minimum necessary protected health information and/or individually identifiable health information to complete this research project.
7. Researcher/team assures that the data elements and/or protected health information and/or individually identifiable health information collected will not be re-used or re-disclosed and will only be used for its stated and approved purpose.

Signature of Researcher Date Signed Print Name of Researcher
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