Approved: __________


Data Use Agreement for Human Tissues and Data Obtained for Research 

Through the Human Tissue Procurement Facility (HTPF) 


This Data Use Agreement (“Agreement”) is entered into as of this _____  day of _______, 200___  by and between _________________ (“Data Recipient”) of the institution ________________________, and University Hospitals of Cleveland (“Covered Entity”) in order to comply with the requirements of the Health Insurance Portability and Accountability Act of 1996 (P.L. 104-191), 42 U.S.C. Section 1320d, et. seq., and regulations promulgated thereunder, as may be amended from time to time (statute and regulations hereafter collectively referred to as “HIPAA”).

1. This Agreement sets forth the terms and conditions pursuant to which the Covered Entity will Disclose certain Protected Health Information (PHI) to the Data Recipient.  PHI may include certain associated histopathologic, demographic, and clinical data (including for example, Surgical Pathology Reports, Autopsy Reports, and Chart Review information) that satisfies the criteria of a “limited data set” as defined  in 45 CFR  § 164.514(e)(2) (“Limited Data Set”).  Recipient agrees that it shall not request or obtain other protected health information. 

2. Subject to and in accordance with applicable law, the Data Recipient may make Uses and Disclosures of the Limited Data Set consistent with the purpose of the research as described within the IRB approval submitted to the HTPF.

3. The individuals, or classes of individuals, who are permitted to Use or receive the Limited Data Set include the Data Recipient and other researchers or individuals directly involved with the research project described within the IRB approval submitted to the HTPF, provided that each such person agrees to be bound by this Agreement.

4. The Data Recipient agrees to not Use or Disclose the Limited Data Set for any purpose other than the Research Project described within the IRB approval submitted to the HTPF or as Required by Law.

5. The Data Recipient agrees to use appropriate safeguards to prevent Use or Disclosure of the Limited Data Set other than as provided for by this Agreement.

6. The Data Recipient agrees to report to the Covered Entity any Use or Disclosure of the Limited Data Set not provided for by this Agreement, within two (2) days of the discovery of such Use or Disclosure, including without limitation, any Disclosure of PHI to an unauthorized subcontractor. In the report, the Data Recipient shall provide the following information:  (1) the nature of the Use or Disclosure; (2) the information Used or Disclosed; (3) who made the Use or Disclosure; and (4) what corrective action will be taken by the Data Recipient as a result of the Use or Disclosure.  The Data Recipient shall take any other actions available to it to mitigate any detrimental effects of the Use or Disclosure.

7. The Data Recipient agrees that before providing or permitting access to the Limited Data Set by any agent other than researchers or individuals directly involved with the research project as described in paragraph 3, including a subcontractor, the Data Recipient shall obtain a written agreement whereby such agent agrees to the same restrictions and conditions that apply through this Agreement to the Data Recipient with respect to such information.

8. The Data Recipient agrees not to attempt to identify or contact the individuals(s) to whom the Limited Data Set applies.

9. This Agreement may be terminated by the Covered Entity upon five (5) days written notice to the Data Recipient if the Data Recipient materially breaches any provision contained in this Agreement and such breach is not cured within the five (5) day period.  The Data Recipient acknowledges that if efforts to cure the breach are unsuccessful, the Covered Entity may discontinue disclosure of Protected Health Information and report the problem to the Secretary of the Department of Health and Human Services (DHHS).

10. This Data Use Agreement will terminate when the aforementioned research ends.  At the termination of this Agreement the Data Recipient will destroy the Limited Data Set.

11. The terms of this Agreement can be changed only by written modification signed by both parties.

12. Parties agree that the Covered Entity retains all ownership rights to the information contained in the Limited Data Set, and that the Data Recipient does not obtain any right, title or interest in any of the data provided by the covered entities.

DATA RECIPIENT:

__________________________________________________________________

Name of Principal Investigator (Typed or Printed)

__________________________________________________________________

Signature of Principal Investigator





Date
__________________________________________________________________

Agency or Institution
__________________________________________________________________

Name of Official Authorized to Sign for the Agency or Institution (Typed or Printed)
(Department Chairman, Director, or other authorized individual) 

__________________________________________________________________

Signature of Official Authorized to Sign for the Agency or Institution
Date

__________________________________________________________________

Title of Official
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