COMPANY LETTER HEAD MUST BE INSERTED HERE

HIPAA Waiver Letter Instructions
Failure to complete any of these requirements will result in a request for corrections to the letter. 
· Letter must be on entities letterhead 
· All highlighted sections must be completed 
· Ensure the signatory includes their printed name and title

· Pay particular attention to the final paragraph of the letter and ensure you are appropriately including or deleting this paragraph or including a modified process for tracking and reporting if desired
· Ensure the use of the data from this entity is described in the myIRB application in myIRB 1.8.b, myIRB 1.12 and/ or myIRB 1.24
COMPANY LETTERHEAD MUST BE INSERTED HERE
Date: [DATE]
To:  Washington University Human Research Protection Office (IRB)
This is to confirm that [INSERT FACILITY NAME] has been notified of a request by Washington University (WU) to access and use certain records of [INSERT FACILITY NAME] to conduct a research project entitled [INSERT STUDY NAME] (Study). The Study shall be conducted and overseen by WU principal investigator [INSERT PI NAME] and other study team members as identified in the Study’s IRB application and associated documentation (Study Team).  

[INSERT FACILITY NAME] is aware that certain activities arising under this project involve the access, use and/or disclosure of protected health information (PHI) for research purposes without authorization from the patients at this institution. [INSERT FACILITY NAME] hereby authorizes WU and the Study Team to access, use and disclose such PHI solely for the purposes of this Study and further subject to the terms of this Letter and in accordance with the protocol and documentation approved by the WU Institutional Review Board (WU IRB).
For purpose of this study, [INSERT FACILITY NAME]  is authorizing WU IRB to serve as it’s privacy board  to issue a waiver of authorization per 45 CFR 164.512, Uses and disclosures for which an authorization or opportunity to agree or object is not required, specifically 45 CFR 164.512(i), Uses and disclosures for research purposes.
[INSERT FACILITY NAME] is aware that it must provide to its patients, upon request, an accounting of disclosures of their PHI under a waiver of authorization per 45 CFR 164.528, Accounting of disclosures of protected health information.
[IF THE WU STUDY TEAM WILL BE ACCESSING THE PHI IN EPIC OR ANOTHER MEDICAL RECORD SYSTEM INCLUDE THIS LANGUAGE. IF THE HOSPITAL WILL BE PROVIDING THE WU STUDY TEAM WITH A REPORT OF LIST OF NAMES, THE FOLLOWING LANGUAGE SHOULD BE DELETED] Due to the unique nature, timing and scope of the access, use(s) and disclosure(s) of the PHI for this Study, [INSERT FACILITY] conditions its approval under this Letter on WU and its Study Team delivering to [INSERT FACILITY], in writing, documentation of such access, use(s) and disclosure(s) of [INSERT FACILITY] PHI under the Study at least every sixty (60) days in a form substantially similar to Exhibit A. In the event an [INSERT FACILITY] patient requests an accounting of disclosures, the Washington University Study Team will support such requests, if additional information is deemed needed by [INSERT FACILITY]. 
Facility Point of Contact




Study Team Point of Contact
______________________




_______________________

Name







Name
______________________




_______________________

Email







Email
______________________




_______________________

Phone Number





Phone Number
Signatory Official
___________________________

Signature
____________________________
Printed Name 
______________________________
Title 
Accepted by Washington University by: 

________________________________

Jeanne Velders JD, CIP

Executive Director, HRPO

EXHIBIT A

ACCOUNTING OF DISCLOSURES – DATA ELEMENTS

STUDY INFO 
Study Name

Principal Investigator Name 

IRB Identification Number 
Summary of Study Purpose and Inclusion Criteria
Summary of PHI Accessed/Used/Disclosed

Any Expected Disclosure of PHI to 3rd Parties (Multi-Center Trials, Data Aggregation, etc)

	Patient Name
	Patient’s Medical Record Number (or similar EMR Identifier )
	Date Of First Disclosure (Date PHI Accessed)
	Date of Last Disclosure (Date PHI Accessed) 
	Brief Description of PHI Disclosed

(Example: Diagnosis, Lab Result)
	Brief Description of Purpose of Disclosure (Example: To determine eligibility for research study)

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


EXHIBIT B
Facility Contact Information

Missouri Baptist Hospital

Tiffany Hamilton

tiffany.hamilton@bjc.org

Christian Northeast Hospital

Kathy Brown

Kathy.brown@bjc.org
Barnes-Jewish West County Hospital 
Gregory Branham, CMO

branhamg@wustl.edu
**At this time, no contact information has been provided to Washington University for any other BJC facilities. 

