DATA SHARING AGREEMENT

This Data Sharing Agreement (“Agreement”) entered into this ____day of April, 2013 (“Effective Date”) by and between __________________, a ____________ corporation (“Site”) and Boston Children’s Hospital (“BCH”), and may be individually referred to herein as a “Party” or collectively as the “Parties”.
WHEREAS, Site, through one its principal investigators __________, desires to share data collected in the performance of a protocol entitled “Retro versus Trans Articular Drilling for Juvenile Osteochondritis Dissecans of the Knee: A multicenter, randomized controlled study” (the “Protocol”) by BCH (“DATA”), as outlined herein with BCH for the purposes of studying Osteochondritis Dissecans (OCD) of the knee (the “Study”).  Osteochondritis Dissecans (OCD) of the knee is a localized pathologic process in which an area of subchondral bone undergoes metabolic changes or diminished blood supply and may progress to separate, along with its overlying cartilage, from the surrounding bony tissues. The Data included in the Study will focus on the treatment of stable juvenile knee OCD lesions with surgical drilling. All Parties understand and agree that all Data will be de-identified including business and protected health information (PHI).
WHEREAS, BCH is the data coordinating center for the Study;

WHEREAS, the Data for the Study will be stored at BCH for analysis and research staff at BCH will be responsible for managing the Data; and
WHEREAS, Site has obtained approval or exemption from its Institutional Review Board (“IRB”) to submit the Data to BCH in accordance with the Protocol; and
WHEREAS, the parties wish to enter into this Agreement to share such Data as described below.   

NOW, THEREFORE, in consideration of the mutual covenants contained herein, the parties agree as follows:

A. Transfer of Data

Data generated at Site shall be owned by Site.  Site shall review its Data for accuracy, completeness and submit the Data to BCH in accordance with the Study protocol and Site IRB approval, if applicable.  Site agrees to respond to all Data queries sent by BCH in a timely manner.  Site agrees to comply with all laws applicable to it, including but not limited to laws regarding the privacy or protection of personal or medical information.  Site understands that it is exclusively responsible for complying with such laws, and that BCH shall have no responsibility for Site compliance or failure to comply with such laws.
B. Use of Data

BCH certifies that it shall use the Data for the performance of the Study in accordance with the Protocol, and any subsequently amended and mutually agreed purposes.  The Protocol is attached hereto as Exhibit A, and its terms are incorporated into this Agreement.  BCH’s use of the Data shall be in accordance with all applicable laws and regulations, including, but not limited to the Health Insurance Portability and Accountability Act of 1996 (“HIPAA”), as codified at 45 CFR Parts 160 and 164.

C. Safeguards

BCH agrees to use appropriate safeguards to prevent use, access to or disclosure of Data to anyone other than as provided by this Agreement.
D. Liability
Except to the extent permitted by law, Site assumes all liability from and against any and all claims, losses, liabilities, costs and other expenses to the extent resulting from its collection of Data, and transfer of the Data to BCH, except when caused by the gross negligence or willful misconduct of BCH.
E. Governing Law
The parties acknowledge that this Agreement has been negotiated and entered into in the Commonwealth of Massachusetts.  The parties expressly agree that this Agreement shall be governed by, interpreted under, and construed and enforced in accordance with the laws of the Commonwealth of Massachusetts
F. Insurance

The parties shall procure and maintain commercial general liability insurance or equivalent self- insurance in amounts not less than $2,000,000 per incident and $2,000,000 annual aggregate.  

G. Publication.
Site understands that the Study is a multi-center study, and that the BCH as data coordinating center shall be responsible for decisions regarding data analysis and interpretation.  All decisions regarding manuscript preparation, presentations at meetings, new analyses and authorship, which shall be made in accordance with the most recently released version of “Uniform Requirements for Manuscripts Submitted to Biomedical Journals” guidelines produced by the International Committee of Medical Journal Editors shall be made in good faith and in accordance with scientific custom and academic standards.
H. Disclaimer of Warranty
BCH makes no warranties, expressed or implied, regarding the quality of any product produced under this Agreement.

I. Non-Use of Name

Neither party will use the name of the other party in any publicity, advertising, or news release without the prior written approval of the authorized representative of the other party.  
J. Termination
Either party may terminate this Agreement in writing upon thirty (30) days notice to the other.  Termination of this Agreement shall not relieve either party of the obligations arising hereunder.
K. Assignment

No Party to this Agreement may assign or transfer this Agreement or any of the rights, duties or obligations hereunder and this Agreement may not be involuntarily assigned or assigned by operation of law, without the prior written consent of the other Parties, which consent shall not be unreasonably withheld.  Any attempted assignment without such consent shall be null and void.

L. Severability

In the event that any one or more of the provisions of this Agreement shall be determined to be invalid, unenforceable or illegal, such invalidity, illegality and unenforceability shall not affect any other provisions of this Agreement, and this Agreement shall be construed as if such invalid, illegal or unenforceable provision had never been contained herein.
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