Data Sharing and Ownership Agreement

for the

Project Name and Grant name and number
between the

Tribe
and the

University of Washington

1.
PROJECT PURPOSE AND SCOPE

1.1
Project Purpose:
Official name of tribe (“abbreviated tribal name”) and Indigenous Wellness Research Institute National Center of Excellence of the University of Washington (“UW”) are collaborating to plan, develop, and implement a research study about topic of research (i.e.) obesity, HIV/AIDS, substance use  in and around the tribe Reservation. 
1.2
Project Scope:

The research project, named “name of study” (“Project”), involves a 5-year two-arm randomized clinical trial (“RCT”) to reduce obesity, HIV/AIDS, substance use  among 500 American Indian men and women 13 years old or older, and living on or near the tribe Reservation.  The Project shall be conducted in accordance with 45 C.F.R. § 46 et al., along with any and all other applicable federal standards governing research on human subjects.  This Agreement will be in effect from the date of signature until up to five years following the completion of the study.
1.3
Data Defined:

For the purpose of this Agreement, “Data” shall mean any and all primary source information gathered in the course of the Project that contains “personally-identifiable information”, as that term is used in 45 C.F.R. § 46.101, relating to the Project’s participants. “Data” does not include data sets, data summaries, reports, or other academic publications where personally identifiable information has been removed.  The tribe’s cultural traditions, customs, history, and/or stories will never be collected or recorded during this Project, and to the extent any such information is inadvertently recorded in any way, UW agrees to immediately deliver the information to the Tribe and destroy any remaining related records in UW’s possession, whether in physical form, electronic form, or otherwise.
2.
DATA MANAGEMENT, SHARING, AND OWNERSHIP

2.1
Data Management Guidelines:
The Tribe and the UW agree to the following binding guidelines for data management, sharing, and ownership:

a) 
Data Ownership:
The Tribe shall maintain sole ownership and control of the Project’s Data. The UW and the National Institute of Health (“NIH”) are hereby granted a royalty free, nonexclusive right to use the Data to develop and publish reports or other academic publications for educational and research purposes in furtherance of the aims of the Project, provided that the strict confidentiality of all Personally Identifiable Information is maintained at all times. 
b)
Data Access:
Any entity other than UW, NIH, or the Tribe who wishes to access, view, or use the Project Data must formally request in writing and be granted express permission by the Tribe Tribal Council, and proceed through an Institutional Review Board (“IRB”) review process.
c) 
Data Collection:
Before any Data is collected, the existing Community Advisory Board (“CAB”) will draft and approve an IRB application for submission and approval by the University of Washington IRB.

d) 
Data Protection:
UW researchers are responsible for data collection and analysis, and for keeping all data containing personally identifiable information and their sources confidential.  By signing this agreement, the UW recognizes and accepts responsibility to ensure appropriate investigator conduct in relation to the data.  UW shall remove all Personally Identifying Information from any and all Data collected as a result of the Project in accordance with applicable federal, state, tribal, and institutional laws and regulations.  

e)
Data Storage:

For the duration of the Project, UW will house all physical and electronic Data in secured, locked physical and electronic systems, including locked file cabinets and secure, password-protected databases on secure servers within the UW offices.  UW will also maintain and keep the de-identified Project Data to the limited extent necessary to complete any study aims, reports, and dissemination activities authorized by the IRB.  After termination of the Project and upon completion of the time allotted by the IRB to fulfill Project-approved publication or dissemination activities, all data retained by UW must be provided to the Tribe, or destroyed at the Tribe’s express written direction.
f)
Data Use:
 In connection with the Project, the parties agree to establish a Dissemination Committee whose function shall be to review and decide matters pertaining to the distribution and use of Data, and to the scholarly and other publication of any research results. The Dissemination Committee's membership will include the Principal Investigator (“PI”) designated in the applicable Grant Approval, and at least one representative appointed by each of the following:  the Tribe Tribal Council, Study Name Committee , and the Tribe Program.   The Dissemination Committee will be chaired by the Principal Investigator for the Project and be governed by such rules as the Dissemination Committee deems appropriate. All Dissemination Committee decisions must be consistent with the terms of any approvals of the IRB, the Tribe Tribal Government, and the NIH.  Dissemination Committee decisions must also be consistent with UW’s publication policies, the terms of the grant supporting the project, and usual and customary academic standards pertaining to scholarly publications.
g)
Reporting Requirements:
UW will provide the Tribe HEW Committee with quarterly reports on the progress and status of the Project.  Upon completion of the project, UW will provide the Tribe Tribal Council with a community-specific report and an aggregate report that includes findings from the project. 

2.2
Ownership of Reports/Publications:

The Tribe and UW shall jointly maintain ownership of all Project reviewed and approved reports and publications in which Tribe and UW researchers are co-authors.  The Tribe will not retain any ownership interest in reports and/or publications authored solely by UW.
3.
DISPUTE RESOLUTION
3.1
Dispute Resolution:
Should any disputes arise under this Agreement, the disputing party shall provide the other party with reasonable notice of the dispute.  The Parties shall in the first instance resolve the dispute by informal face-to-face negotiations between the Parties’ respective technical staff.  If unsuccessful, the dispute shall be resolved by face-to-face negotiations at a policy level between UW Administrative Officials and the Tribe Tribal Council in Tribal Council Chambers at the Tribe Agency.
3.2
Termination:

Either Party may terminate this agreement for cause by giving thirty (30) days written notice of termination to the other Party.  UW shall notify the Tribal Council Chairman at address.  Notice shall become valid upon receipt by the non-terminating party.  Upon termination, all Data shall be returned to the Tribe pursuant to the terms of Section 2 above.
3.3
Sovereign Immunity:

Regardless of the terms of this Agreement, the Tribe expressly reserves its sovereign immunity from suit with the execution of this Agreement, and does not waive, alter, or otherwise diminish the rights, privileges, remedies, or services guaranteed to the Tribe by the United States in the Treaty with the Tribe.  12 Stat. 951.  To the extent that this provision conflicts with another provision of this Agreement in any way, this provision shall govern.  Should a court of competent jurisdiction determine that this provision cannot be given full legal effect, the entirety of this Agreement shall become null and void.
3.4
Force Majeure:  This Agreement is subject to force majeure, and is contingent on strikes, accidents, acts of God, weather conditions, fire, and other circumstances that are beyond the control of the Parties.  If the terms and conditions of this Agreement are unable to be performed as a result of any cause of force majeure, then this Agreement shall be void, without penalty to any party for such non-performance.
4.
GENERAL TERMS AND PROVISIONS

4.1
Headings.  Headings are provided for convenience and do not affect the meaning of the provisions to which they are affixed.

4.2
Severability.  If any term of this Agreement is to any extent illegal, otherwise invalid, or incapable of being enforced, such term shall be excluded to the extent of such invalidity or unenforceability; all other terms hereof shall remain in full force and effect; and, to the extent permitted and possible, the invalid or unenforceable term shall be deemed replaced by a term that is valid and enforceable and that comes closest to expressing the intention of such invalid or unenforceable term.  Provided, this provision shall have no effect on Section 3.3 herein.
4.3
Entire Agreement.  This Agreement (which includes its Exhibits), incorporates all of the agreements, covenants and understandings between the Parties, and supersedes all prior or contemporaneous oral or written agreements between the Parties.  No agreement or understanding, verbal or otherwise, of the Parties regarding their responsibilities under this Agreement shall be valid or enforceable unless embodied in the Agreement.

4.4
Amendments.  No change, amendment, modification, or addendum to this Agreement shall be valid unless it is in writing and executed by authorized representatives of both Parties.  

4.5
Survival.  The rights and obligations of Section 2 and Section 3 of this Agreement shall survive termination of this Agreement.  

4.6
No General Waiver.  Any waiver or failure of the Parties to enforce or insist upon any term in this Agreement does not constitute a general waiver or relinquishment of that term. 

4.7
No Construction Against Drafter.  Each party has participated in negotiating and drafting this Agreement.  If any ambiguity or question of intent or interpretation arises, this Agreement is to be construed as if the Parties had drafted it jointly, as opposed to being construed against one party because it was responsible for drafting one or more provisions. 

4.8
Conflicts.  In the event of a conflict between the terms and conditions of this Agreement and any other document related to this Agreement, the terms and conditions of this Agreement shall be controlling.  

4.9
Execution.  This Agreement may be executed in counterparts, electronically, or by facsimile.  
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