
 DATA SHARING AGREEMENT
For use by a Recipient of MCSA and or ADRC data 
This Data Sharing Agreement (“Agreement”) is entered into as of the last dated signature below (“Effective Date”) by Mayo Clinic, a Minnesota non-profit corporation, located at 200 SW 1st Street, Rochester, MN 55905 (“Mayo” or “Provider”) with Ronald C Petersen, PhD MD, as its Principal Investigator, and [NAME OF RECIPIENT]_______________, a_[TYPE OF ORGANIZATION] ___________________________________(“Recipient”) with [NAME OF PI FOR RECIPIENT]_________ its Principal Investigator (“Site Principal Investigator”). Mayo and Recipient are hereinafter each individually referred to as a “Party” and collectively as the “Parties.”
WHEREAS, Provider is willing to provide data to Recipient for

certain research involving the use of the data (as hereinafter defined) 
for the study entitled 

“TITLE OF STUDY” (the “Study”) which is set out in Exhibit A; and
WHEREAS Provider has approved the use of the Data in Recipient’s Study and has approved Recipient’s analytical plan for the Study and it is understood that any use of the Data outside of the Study will require a separate application to Provider with an analytical plan for a new study; and 
WHEREAS, Provider and Recipient mutually agree to enter into this Agreement to

comply with the requirements of Provider’s institutional policies and procedures (e.g.

Institutional Review Board approval) for the transfer, handling, storage and management of data provided to Recipient from Provider to the extent that those policies and

procedures apply and to comply with all applicable federal and state laws and regulations

governing patient privacy and confidentiality of health information, including without limitation Section 514(e) of the Privacy Rule, 45 Code of Federal Regulations (“C.F.R.”) section

164.514(e), issued issued pursuant to the Health Insurance Portability and Accountability Act of 1996 (“HIPAA”); and
WHEREAS, the data (hereinafter “Data” has been collected in Mayo Clinic research projects “MCSA (Mayo Clinic Study of Aging)” and or “ADRC (Alzheimer’s Disease Research Consortium”) IRB numbers: MCSA - 14-004401, ADRC  - 712-98, MR  - 963-97, PET - 08-005553 and LP  - 10-001042.
NOW, THEREFORE, in consideration of the foregoing and any other good and valuable consideration, the receipt and sufficiency of which are hereby acknowledged, the Parties agree as follows:

1. Definitions

1.1 “Data” shall refer to all patient/subject data, analytic data, research data, scans and other data collected, developed or derived by Mayo Clinic in the conduct of MCSA and ADRC. It includes all raw data and analyses generated. All Data sent to Recipient shall be de-identified in accordance with the provisions of the federal Health Insurance Portability and Accountability Act of 1996, and the regulations promulgated thereunder, as amended from time to time (“HIPAA”). 
2. Data Sharing
 
Provider will not share identifiable patient/subject-level data with Recipient. Although the Data are de-identified, Mayo and Recipient will follow a secure file transfer protocol suitable to exchange PHI and limited datasets. 
The Data shall have unique, non-discoverable study IDs for datasets; thus, it will not be possible to re-link the Data with other identifiable data maintained by either Party. The Recipient will make no attempt to identify an individual patient/subject by combining multiple variables from the Provider’s Data.
Recipient will use the Provider’s Data only for the purposes of conducting the Study. Recipient shall not share the Data outside of its own research team working on the Study. Nothing herein shall restrict Recipient’s right to use, share, publish, present, or otherwise disclose the Data from its own research as it sees fit.
 Recipient is not authorized to use or disclose the Data in a manner that would violate the Privacy Rule, 45 C.F.R. Part 164, Subpart E, if done by Data Provider. 
Information Safeguards.  Recipient will adopt and use appropriate administrative, physical, and technical safeguards to preserve the integrity and confidentiality of the Data and to prevent its use or disclosure, other than as permitted by this Agreement or as required by Law. 
3.  Publication 

3.1 The Recipient shall appropriately attribute the provision of the Data in any resulting publications or oral presentations of the Data, in accordance with the acknowledgement(s) set out below. Named authors shall be determined in accordance with generally accepted standards of academic authorship.  
Recipient acknowledges that information contained in the Data was received through funding provided by a federal agency and the corresponding Federal Grant number(s), supplied to Recipient by the Data Provider, will be used by Recipient in reporting on the Data. 
Recipient should add a standard disclaimer on behalf of the Federal Agency together with the following wording:  
Acknowledgements: “The data contained in this analysis were obtained under one of the following research grants from the National Institutes of Health to the Mayo Clinic Study of Aging (U01 AG06786, Ronald Petersen, PI) or the Mayo Alzheimer’s Disease Research Center (P50 AG16574, Ronald Petersen, PI).”
Before Recipient submits a paper or abstract for publication or otherwise publicly discloses information regarding the Data, Recipient shall ensure that Data Provider has at least thirty (30) days to review the proposed publication or disclosure and that Data Provider’s comments shall be acted upon in good faith. 
All publications shall be submitted for publication within eighteen (18) months of the completion of the Study, failing which the Data shall be destroyed in accordance with section 6.4 (a)
4. Intellectual Property

            
4.1 Inventions. US patent law shall apply to any innovations, inventions or discoveries whether or not patentable, conceived or reduced to practice by a Party, whether solely or jointly, and arising during and in the course of the performance of the work carried out under this Agreement.

4.2 Background Information. It is expressly agreed that neither Mayo nor Recipient transfers by operation of this Agreement to the other party any right in or license to any patents, copyrights, or other proprietary right owned as of the commencement date of the Agreement or arising outside of the research conducted under this Agreement. Provider retains ownership of the Data. 

4.3 The terms of this section and subparts survive the termination, expiration, non-renewal, or rescission of this Agreement.  
5. Compliance
The Parties agree to use Data and otherwise to perform this Agreement in compliance with all applicable laws, regulations, governmental policies, and policies of their respective institutions, including without limitation those relating to human subjects. As appropriate, both parties shall comply with applicable laws and regulations, as amended from time to time, with the respect to the collection, use, storage and disclosure of any Data, including without limitation, HIPAA and its implementing regulations (45 C.F.R. Parts 160-164).  
6. Term and Termination
6.1
Termination for Cause. In the event that a Party has breached a material term of this Agreement, the other Party shall be entitled to terminate the Agreement upon thirty (30) days written notice to the Party in breach and request return of all Data. Should the notified Party fail to cure or correct said breach within the said thirty (30) days or such longer period as the Parties may agree, the Agreement with the breaching Party may be terminated. 

6.2 
Termination for Convenience. This Agreement may be terminated by either Party giving to the other Party a minimum of thirty (30) days prior written notice. 
6.3
Continuing Privacy Obligations.  The obligation of each Party to protect the privacy of the patients/subjects whose Data is the subject of this Agreement is continuous and survives any termination, cancellation, expiration, or other conclusion of this Agreement or any other agreement between Parties.
6.4 Destruction and Return of Data.
a)
Upon termination or expiration of this Agreement, or one year after publication of their results and or the completion of the research project period, the Recipient will destroy the Data and all copies of it. Recipient will complete such destruction as promptly as possible, after the effective date of the termination or expiration of this Agreement, and will within such period certify in writing to Data Provider that such destruction has been completed. 

b)
If destruction is not feasible, Recipient will at the effective date of the termination or expiration of this Agreement: A) provide Data Provider with a written explanation why destruction is not feasible; and B) certify in writing to Data Provider that Recipient will neither use nor disclose the Data for any purpose other than the purposes that make return or destruction of the Data infeasible.  In addition to the foregoing, Recipient will protect the confidentiality of the Data or any portion of the Data retained by Recipient for so long as Recipient retains such Data. The Data shall not be used for any other study, unless written approval of a new analytical plan for a new Study is given. 

c) Continuing Privacy Obligations.  Recipient’s obligation to protect the privacy of the Data is continuous and survives any termination, cancellation, expiration, or other conclusion of this Agreement with respect to any portion of the Data Recipient maintains after such termination, cancellation, expiration or other conclusion of this Agreement.
7. Use of Name

Neither party shall use the names or trademarks of the other Party or of any of the other Party's affiliated entities in any advertising, publicity, endorsement, or promotion unless the other Party has provided prior written consent for the particular use contemplated.  With regard to the use of Mayo's name, all requests for approval pursuant to this Section must be submitted to the Mayo Clinic Public Affairs Business Relations Group, at the following E-mail address: business relations@mayo.edu at least five business days prior to date on which a response is needed.  The terms of this section survive the termination, expiration, non-renewal, or rescission of this Agreement.  

8. Status of Parties 

The Parties are independent contractors, and nothing in this Agreement shall be deemed or construed to create an employment, partnership, joint venture, or agency relationship between them. No Party shall have the authority to make any statements, representations or commitments of any kind, or to take any action, which shall be binding on another Party, without the prior written authorization of the other Party.  
9. Notices
All notices and other business communications between the parties related to this Agreement shall be in writing, sent by certified or guaranteed overnight mail, addressed as follows, which notice shall be effective upon receipt:

If to Recipient:

Entity Name




Address
City State Zip

Attn:  




P:




F:





E:
With a copy to: 
If to Mayo Legal:
Legal Contract Administration


Attn: L. Soop Contract Manager

Legal Contract Administration 


200 First Street SW


Rochester, MN  55905


P: 507-266-1326

F: 507-284-4183

E: lcaismct@mayo.edu
10. Warranty Disclaimer and Liability
NEITHER PARTY MAKES ANY REPRESENTATIONS OR WARRANTIES, EXPRESSED OR IMPLIED, REGARDING  ITS PERFORMANCE UNDER THIS AGREEMENT, INCLUDING BUT NOT LIMITED TO, THE MARKETABILITY, USE OR FITNESS FOR ANY PARTICULAR PURPOSE OF THE DATA DEVELOPED AND SUPPLIED UNDER THIS WORK, OR THAT SUCH DATA DO NOT INFRINGE UPON ANY THIRD PARTY PROPERTY RIGHTS.  FURTHER, NEITHER PARTY SHALL BE LIABLE TO THE OTHER FOR SPECIAL, CONSEQUENTIAL, INCIDENTAL, OR OTHER INDIRECT DAMAGES. 

The Parties agree to be responsible for their own wrongdoing, negligence and/or reckless acts or omissions in the performance of their duties hereunder and shall be financially and legally responsible for all of their expenses, liabilities, and attorney fees resulting from or attributable to any such acts or omissions.  Neither Party shall have an obligation to indemnify the other hereunder.  The terms of this paragraph shall survive expiration of this Agreement.

11.  No Assignment
Neither party may assign its rights hereunder to any third party without the prior written consent of the other party; provided, that a party may assign its rights without the prior written consent of the other party to any affiliate or other entity that controls, is controlled by or is under common control with such party.  Any purported assignment in violation of this clause is void.  Such written consent, if given, shall not in any manner relieve the assignor from liability for the performance of this Agreement by its assignee.
12. Binding Effect
This Agreement shall be binding upon and inure to the benefit of the parties, their heirs, legal representatives, successors and assigns.

13. Entire Agreement, waiver, amendment
This Agreement may not be amended, altered or modified except by written agreement signed by the Parties.  No provision of this Agreement may be waived except by an agreement in writing signed by the waiving Parties.  A waiver of any term or provision shall not be construed as a waiver of any other term or provision. This Agreement constitutes the final, complete and exclusive agreement between the parties with respect to its particular subject matter only (the sharing of de-identified data) and supersedes all past and contemporaneous agreements, promises, and understandings, whether oral or written, between the parties.

14. Counterparts

This Agreement may be executed in any number of counterparts which, when taken together, will constitute one original, and photocopy, facsimile, electronic or other copies shall have the same effect for all purposes as an ink-signed original.  Each party hereto consents to be bound by photocopy or facsimile signatures of such party’s representative hereto. 

SIGNATURES APPEAR ON THE NEXT PAGE

Mayo Clinic




Recipient
By:  _________________________

By:______________________
Name: _______________________

Name:____________________
Title:  _______________________ 

Title: _____________________ 
Date:________________________

Date:_____________________
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Exhibit A 
The Study (Study Protocol in which the Data will be used / Recipient’s Analytical Plan)
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