To:    
[Name of UVA Principal Investigator]

From:
IRB-HSR

Re:  
Use of Limited Data Set for Research Protocol

Date:


Data being used in this protocol meets the criteria of a Limited Data Set.  To comply with HIPAA regulations the principal investigator of this protocol must sign this memo regarding Limited Data Sets.  This memo must be filed with your regulatory files and kept for 6 years from the date of protocol closure with the IRB-HSR.  

This memorandum is designed to permit you to use and disclose a "Limited Data Set" of patients' health information for UVA IRB-HSR Study No.____________________ in compliance with the HIPAA Privacy Rule, 45 CFR Parts 160 and 164, subparts A and E.1.      

· Except as otherwise specified in this memorandum, you may use and disclose the Limited Data Set for research purposes only as described in the Research Protocol.  You represent that the Limited Data Set is the minimum amount of data necessary for the conduct of the Research Protocol.

· You agree not to use or disclose the Limited Data Set for research purposes other than as permitted by this Agreement or as otherwise required by law.

· You agree to use appropriate safeguards as described in your protocol to prevent the use or disclosure of the Limited Data Set other than as provided for by this Agreement. 

· You agree to promptly report to the IRB for Health Sciences Research Office any use or disclosure of the Limited Data Set not described in your protocol or in this memo of which you become aware.

· You agree to contact the IRB for Health Sciences Research Office prior to providing information from the Limited Data Set to any person or entity outside the University, so that the recipient can be required to agree to the same restrictions and conditions in this memorandum.

· You agree not to attempt to identify the patients to whom the information contained in the Limited Data Set pertains in order to contact those individuals for purposes of research.  

_________________________________________ 



___________

Principal Investigator 







Date

