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STUDY AGREEMENT 

Data Use Agreement

This Data Use Agreement is entered into by and among VA Pittsburgh Healthcare System, University Drive, Pittsburgh, PA 15240-0049 (“VAPHCS”), and   ____________________           , a corporation having an office at __________________ .

WHEREAS the Veterans Research Foundation and                          have entered into a Study Agreement investigating whether data mining tools developed by the               . can be successfully applied to automatically and accurately extract structured clinical information from the “                               I” research study database.

WHEREAS the Study contemplated by this Agreement is of mutual interest and benefit to the VAPHCS and to         , and reflects the desire of the VAPHCS and                     to search for new and improved methods of treating human affliction.

WHEREAS the parties acknowledge and recognize that to facilitate this Study, in accordance with the Study Protocol, the Principal Investigator will need to disclose to the                                      certain private health information protected by the provisions of the Health Insurance Portability 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; and February 20, 2003).  

WHEREAS the parties acknowledge and recognize that the VAPHCS may not disclose private health information to             . until the parties execute this Data Use Agreement which complies with 45 C.F.R. Section 164.514(e)(4)(ii).

The parties therefore agree as follows:

1. Identification of the Limited Data Set.  The only private health information that the VAPHCS will disclose to                                    . to facilitate this Study shall be the following information, which qualifies as a limited data set under 45 C.F.R. Section 164.514(e)(2):
a. Demographic data including race, gender, age, height, weight, and marital status; and

b. Clinical data necessary to establish risk classification according to ACC/AHA Clinical Data guidelines for management of ACS.  These items include ECG reports, history and physical exam notes, discharge summaries, laboratory data, pharmacy reports and documented procedures.

Birth dates and death dates will be anonymized except for the year. (i.e., 7/4/1955 will be converted to 1/1/1955.) All ages 81 and over will be converted to 81.
All treatment-related dates (e.g., admission date, discharge date, procedure date, visit date) will not be anonymized. 

2. Who May Use or Receive the Limited Data Set.                                       , and its employees involved in performing the research under the above-mentioned Protocol.

3. Permitted Uses and Disclosures.                           is permitted to use and disclose information derived from the Limited Data Set only as outlined in the research protocol and for the purpose of carrying out research activities under the protocol. 
4. Conditions on Use and Disclosure.                            agrees, as the limited data set recipient, to the following:

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

b.                          shall use appropriate safeguards to prevent use or disclosure of the information outside the conditions set forth in this Data Use Agreement;

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

d.                          shall ensure that any of its agents, including a subcontractor, to whom it provides the limited data set described in this Data Use Agreement, agrees to the same restrictions and conditions that apply to under this Data Use Agreement; and 

e.                          shall not attempt or otherwise re-identify information derived from the limited data set and/or contact the individuals to which the limited data set applies.

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.

Sponsor:





Facility:

____________________                                   


VA Pittsburgh Healthcare System
By 






By 





Title:                         



             Title: Chief, Information Management

                                    



 VA Pittsburgh Healthcare System 

Date: 
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I have read this Agreement and will abide by its terms.








[PRINCIPAL INVESTIGATOR]
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