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HIPAA PRIVACY: DATA USE AGREEMENT
for use with Limited Data Set requests

Date:       
Carle IRB No:       
Project Title:       
Principal Investigator:       
This Data Use Agreement (“Agreement”) is made and entered into as of this _________________ day of ________________, 20____ by and between _______________________ (“Recipient”) and Carle Foundation (“Covered Entity”). The purpose of this agreement is to provide Recipient with access to a Limited Data Set (“LDS”) of Protected Health Information (PHI) for use in its research, public health analyses, and/or for the health care operations of the Covered Entity, in accord with the HIPAA regulations.

A. Term & Termination

a. The term of this Agreement shall commence as of the effective date and shall continue for so long as the Recipient retains the LDS, unless sooner terminated as set forth in this Agreement.

b. Recipient may terminate this agreement at any time by notifying the Covered Entity and returning or destroying the LDS.

c. Covered Entity may terminate this Agreement at any time providing thirty (30) days prior written notice to Recipient.

d. Covered Entity shall provide written notice to Recipient within ten (10) days of any determination that Recipient has breached a material term of this Agreement. Covered Entity shall afford Recipient an opportunity to cure said alleged material breach upon mutually agreeable terms. Failure to agree on mutually agreeable terms for cure within thirty (30) days shall be grounds for immediate termination of this Agreement by Covered Entity.

B.  Scope and Purpose

a. This Agreement sets forth the terms and conditions pursuant to which the Covered Entity will disclose certain PHI to the LDS Recipient.

b. Except as otherwise specified herein, the Recipient may make all uses and disclosures of the LDS necessary to conduct the research described herein:  (Include a brief description of the research and/or Carle IRB #.)

c. In addition to the data Recipient, the individuals, or classes of individuals, who are permitted to use or receive the LDS for purposes of the research project include:  __________________________________________________________________________________________________________________________________________________
C. Obligations and Activities of Recipient

a. Recipient agrees to not use or disclose the LDS for any purpose other than as described within the study protocol or as required by law.
b. Recipient agrees to use appropriate safeguards to prevent use or disclosure of the LDS not provided for by this Agreement.
c. Recipient agrees to ensure that any agent, including a subcontractor, to whom it provides the LDS, agrees to the same restrictions and conditions that apply through this Agreement to the Recipient with respect to such information.
d. Recipient agrees not to identify the information contained in the LDS or contact the individual.
e. Recipient will indemnify, defend and hold harmless the Covered Entity and any of the Covered Entity’s affiliates, and their respective trustees, officers, directors, employees and agents from and against any claim, cause of action, liability, damage, cost or expense arising out of or in connection with any unauthorized or prohibited use or disclosure of the LDS or any other breach of this Agreement by the Recipient or any subcontractor, agent or person under the Recipient’s supervision.
D. Obligations and Activities of Covered Entity

a. The Covered Entity may use or disclose a LDS that meets the definition provided herein if the Covered Entity enters into this data use agreement with the data recipient.
b. The Covered Entity may use or disclose a LDS only for the purposes of research, public health or health care operations.
E. Miscellaneous

a. Any ambiguity in this Agreement shall be resolved to permit Covered Entity to comply with the Privacy Rule.
b. If the Covered Entity or the Recipient knows of a pattern of activity or practice that constitutes a breach or violation of this Agreement, and such violations cannot be cured or ended by reasonable measures, both parties agree to the discontinued disclosure of PHI and agree to report the problem as required by law.
IN WITNESS WHEREOF, the parties have executed this Agreement effective upon the date set forth above.

COVERED ENTITY





RECIPIENT

By:  _____________________________________

By:  _________________________________

Print Name:  Anna Keck, PhD




Print Name:  __________________________

Print Title:  Executive Director of the Research Institute

Print Title:  ___________________________
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