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OBJECTIVE:

The objective of this administrative guidance is provide guidance for IRB-HSR staff regarding research involving deceased individuals.  
GENERAL DESCRIPTION;  ( use if applicable) 
DHHS regulations (45CFR46)  define a human subject as a living individual about whom an investigator (whether professional or student) conducting research obtain (1) Data through intervention or interaction with the individual, or (2) Identifiable private information.  Therefore DHHS regulations have no oversight of research involving deceased individuals.  HIPAA regulations however, under 45CFR164.502(f), state “ a covered entity must comply with the requirements of this subpart with respect to the protected health information of a deceased individual.”
Information for Researchers
PROCEDURE:

1.  If researchers wish to do a review of records/ specimens of deceased individuals and record any HIPAA identifiers with the information, the researcher will complete the Decedent Research with PHI Waiver of HIPAA Authorization Application. And submit to the IRB-HSR. 
2. Upon receipt of the application, the IRB-HSR staff will enter IRB Online and :

a. Enter a new protocol

b. Enter TYPE as Waiver of HIPAA Authorization

c. Enter STATUS as None

d. Enter PI name

e. DO NOT enter any number under APPROVED SUBJECTS

f. Enter approval data as current date.

g. DO NOT enter an Expiration Date. 

h. Under EVENTS enter a new event “Approval of HIPAA Authorization: Decedent Research” 
i. Enter REVIEW TYPE as None. 

j. DO NOT enter event on Agenda

k. If identifiable data will be shared outside of UVa – tracking of the disclosure is required.  Provide researcher with Tracking Instructions

l. If the data, in the form of a Limited Data Set , will be shared outside of UVa- send a Data Use Agreement  and instructions to the researcher.  
m. Print Approval Letter- see Appendix A.  May be signed by IRB Chair, Vice Chair or an IRB Director or Compliance Coordinator trained in review of these types of approvals. 
n. File Documents in IRB-HSR Administrators office under Decedent Research File.  
DOCUMENTATION:

Documentation will be completed with use of Decedent Research with PHI:  Waiver of HIPAA Authorization Application Form and IRB Approval letter.  
REFERENCES:

45CFR46
45CFR164.502(f)
Appendix A: Authorization documentation to go to investigator 

(Print on IRB-HSR Letterhead)

IRB-HSR #   
Project Title:  
Date

PI name and address

The IRB-HSR hereby grants a Waiver of HIPPA Authorization and confirms approval to conduct research involving identifiable health information of decedents.  Family members and/or significant others of the decedents may not be contacted under this approval.  
If you need to modify the procedures in this project you must contact the IRB-HSR office first to confirm the project still meets the criteria of Decedent Research.

Sincerely,

Insert Name and title 

IRB for Health Sciences Research 
