Additional Terms and Conditions to this Service Agreement

1. Confidentiality of Records. Contractor employees, agents and services shall be reasonably informed of the necessity of confidentiality of information or data acquired or generated through studies subject to this Agreement. Strict standards of confidentiality of records and information shall be maintained in accordance with applicable state and federal law. All material and information, regardless of form, medium or method of communication, provided to the Contractor by the University or acquired by the Contractor on behalf of the University shall be regarded as confidential information in accordance with the provisions of applicable state and federal law, state and federal rules and regulations, departmental policy, and ethical standards. Such confidential information shall not be disclosed to any third party, and all necessary steps shall be taken by the Contractor to safeguard the confidentiality of such material or information in conformance with applicable state and federal law, state and federal rules and regulations, departmental policy, and ethical standards. 

The Contractor’s obligations under this section do not apply to information in the public domain; entering the public domain but not from a breach by the Contractor of this Contract; previously possessed by the Contractor without written obligations to the University to protect it; acquired by the Contractor without written restrictions against disclosure from a third party which, to the Contractor’s knowledge, is free to disclose the information; the Contractor can prove by written documentation was independently developed by the Contractor without the use of the University’s information; or, disclosed by the University to others without restrictions against disclosure. 
Nothing in this paragraph shall permit Contractor to disclose any information that is confidential under federal or state law or regulations, regardless of whether it has been disclosed or made available to the Contractor due to intentional or negligent actions or inactions of agents of the University or third parties. 

It is specifically agreed that all information provided to or generated by Contractor under this Agreement, whether such information originates with Contractor, University, or a third party, shall be considered confidential and shall not be disclosed without prior written permission of University, or as required by applicable law. 

2. HIPAA Compliance. Contractor warrants to the University that it is familiar with the requirements of the Health Insurance Portability and Accountability Act of 1996 (HIPAA) and its accompanying regulations, and will comply with all applicable HIPAA requirements in the course of this contract. Contractor warrants that it will cooperate with the University in the course of performance of the contract so that both parties will be in compliance with HIPAA, including cooperation and coordination with University privacy officials and other compliance officers required by HIPAA and its regulations. Contractor will sign any documents that are reasonably necessary to keep the University and Contractor in compliance with HIPAA, including but not limited to business associate agreements. 

3. Data Ownership. Contractor shall make no claim to data or intellectual property arising under this Agreement; all such data shall be owned by University or such other entity as University shall determine. 

4. Access to Records. Contractor agrees to allow University and the study sponsor/funding agency and regulatory agencies access to relevant medical records generated under this Agreement, subject to applicable laws. 

5. Contractor Employees and Agents. Contractor shall require that its employees and agents who provide services hereunder or who have access to information or data acquired or generated hereunder are bound by the provisions of this Agreement. 

6. Third Party Payer. The Contractor will not seek reimbursement from any federal healthcare program or third party payer for any amounts paid by University that are being reimbursed as study related services. 

7. Debarment Certification. Contractor certifies that it is not and does not use in any capacity the services of any person debarred under the Generic Drug Enforcement Act of 1992, subsections 306(a) or 306(b); or any testing facility disqualified under CFR Part 58, Subpart K, or a clinical investigator disqualified under 21 CFR 312.70, in connection with any of the services performed by Contractor pursuant to this Agreement. Contractor agrees that it will immediately disclose in writing to University if it becomes aware of any person, testing facility or clinical investigator engaged in the performance of services under this agreement is disqualified or debarred, or if any action, suit, claim, investigator or legal or administrative proceeding is pending or threatened, relating to the debarment or disqualification of Contractor or any person performing services hereunder. 

It is expressly understood and agreed that the obligations set forth in this section shall survive the termination of this Contract.
