VHA HANDBOOK 1605.1
DATE

APPENDIX F


DATA USE AGREEMENT

FOR VA-MEDICARE DATA FOR RESEARCH

This Data Use Agreement is entered into by the VA Information Resource Center (VIReC), a resource center of VHA Health Services Research and Development, located at Hines VA Hospital, 5th Avenue and Roosevelt Road, Hines, IL 60141, and Recipient      , [a VA researcher employed at       (VHA facility) located at       (address)].

WHEREAS the Recipient is conducting the Study       (title) investigating (explain the nature and intent of the study):       
WHEREAS the Study contemplated by this Agreement is of mutual interest and benefit to the VHA and to the Recipient, and reflects the desire of the VHA and Recipient to improve health care.

WHEREAS the parties acknowledge and recognize that to facilitate the Study, in accordance with the Study Protocol, VIReC will need to share with the Recipient VA-Medicare data, protected by the provisions of the Health Insurance Portability and Accountability Act of 1996, and its implementing regulations at 45 C.F.R. Parts 160 and 164 (December 28, 2000, as amended on May 31, 2002; August 14, 2002; February 20, 2003 and April 17, 2003).

WHEREAS the parties acknowledge and recognize that VIReC will not share VA-Medicare data with the Recipient until the parties execute this Data Use Agreement in accordance with good research practice.

The Recipient therefore agrees as follows:

1. Conditions on Requests.  Recipient agrees to provide the documents required by VIReC’s request process that support authorization for use of the requested VA-Medicare data for the Study.
2. Who May Use or Receive the Data.  Recipient and Study staff involved in performing the research under the Study protocol.

3. Permitted Uses and Disclosures.  Recipient is permitted to use and disclose information derived from the VA-Medicare data only as outlined in the Study protocol for the purpose of carrying out research activities under the Study protocol.

4.
Conditions on Use and Disclosure.  Recipient agrees to the following:

a. Recipient shall not use or further share or disclose information derived from the data except as permitted under paragraph 3, above, or otherwise required by law;

b. Recipient shall use appropriate safeguards to prevent use or disclosure of the requested data and any working files generated from the data, outside the conditions set forth in this Data Use Agreement;

c. Recipient shall report to VIReC any use or disclosure of the information not provided for by this Data Use Agreement to which it becomes aware; 

d. Recipient shall not attempt or otherwise identify information derived from the data and/or contact the individuals to which the data applies unless allowed by the Study protocol; and

e. Recipient agrees to comply with all laws, regulations and VA/VHA policies relating to privacy of patient information.



f. Recipient agrees to report only cell sizes of 11 or greater

5.
Conditions on Retention of Data.  Since VA-Medicare data from VIReC may be retained only for as long as the Study maintains IRB approval, Recipient agrees to the following:

a. Recipient will submit to VIReC a copy of the annual IRB continuing review approval letter and any IRB approval for all Study amendments related to use of Medicare data while the Study is open; and
b. Recipient will certify to VIReC the destruction of all VA-Medicare data provided to the recipient under this agreement when IRB approval for the Study ends or the Recipient fails to provide documentation of continuing approval by the IRB.

IN WITNESS WHEREOF, the parties have caused this Agreement to be duly executed as an agreement under seal as of the day and year first above written.

Principal Investigator Name:      
Principal Investigator Signature: __________________________________
Date: ____________
Data Custodian Name:      
Data Custodian Signature: _______________________________________
Date: ____________
VHA Facility:
     
Mailing Address:
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