UNIVERSITY OF WISCONSIN AND [PARTNER]
BIOBANK
CONSORTIUM AGREEMENT

This Consortium Agreement (this “Agreement”) establishes a Real-World Cohort and Biobank (“Consortium”), effective as of June 15, 2023 (“Effective Date”) by and between the [Principal Partner] (“PARTNER”), a non-profit philanthropic organization, and the Board of Regents of the University of Wisconsin System on behalf of the UW-Madison School of Medicine and Public Health (“University”), which manages the Consortium. PARTNER and University are each a “Member” and collectively “Members” under this Agreement. 

1. Purpose

This Consortium formalizes the collaborative relationship between University and PARTNER.  The Consortium will build on UW’s successful [PAST WORK] and develop [DESCRIBE FUTURE WORK] as more fully detailed in Exhibit 1 (“Purpose”). 

2. Advisory Committee

An advisory committee is formed under this Agreement to provide general guidance for all activities and operations of the Consortium including guiding the strategic direction of the Consortium, advising on study merit and use of Consortium materials and data, identifying grant or other funding opportunities, drafting letters of commitment and teaming agreements, the creation of a master research, biobanking, and data management plan (defined below), defining and appointing subcommittees (such as a research subcommittee), developing procedures and qualifications for the addition of new Consortium members, and analysis and coordination on government, compliance, and administrative issues (the “Advisory Committee”).  

The Advisory Committee is initially comprised of three voting members appointed by the initial Members, with two voting members from the University and one voting member from PARTNER.  Advisory Committee decisions will be made by unanimous vote of the voting members.  The Advisory Committee voting members shall consist initially of the following individuals:

For University

a. Anjon Audhya, PhD, UW SMPH Senior Associate Dean for Basic Sciences
b. 
For PARTNER

a. [NAME], [TITLE]

[NAME], will serve as a non-voting research advisor to the Advisory Committee (“Research Advisor”), and will advise on matters related to research and protocol development.  

The Advisory Committee will make decisions through consensus building and may take advice from outside organizations regarding scientific, technology, intellectual property, administrative and legal matters, or any issue that comes up before the Advisory Committee. The Advisory Committee voting members may also take advice from and delegate specific tasks to qualified individuals at their respective organizations as needed to facilitate its decision making.  

Members shall elect a chair of the Advisory Committee from among the voting members at each Advisory Committee Annual Meeting (the “Chair”).  The initial Advisory Committee Chair is Anjon Audhya, who will serve until the 1st Annual Meeting, and will remain eligible for reelection.  The Chair shall lead all meetings of the Advisory Committee.  The Advisory Committee may choose to enact a charter to govern Advisory Committee procedures.

A Member may change its appointed members on the Advisory Committee at any time by providing notice of such change to the Advisory Committee at least 15 days prior to the change.  

2.1 Meetings 

The Advisory Committee shall meet quarterly.  The inaugural meeting will occur within 30 days of the Effective Date (“Inaugural Meeting”), where the Master Plan will be reviewed and approved.  Each subsequent year, as near to the anniversary date of the Inaugural Meeting as possible, the Advisory Committee will hold its annual meeting where the voting members will vote on a new Master Plan and Chair (“Annual Meeting”).  The Advisory Committee may change the frequency of meetings upon a unanimous vote.

2.2 Master Research, Biobanking, and Data Management Plan

The Consortium shall develop a detailed plan to cover Consortium activities related to research, biobanking, and data management that identifies specific research priorities, data curation plans, innovation goals, milestones (such as recruitment goals, hiring plans, and third-party access plans), and management processes related to the Purpose (“Master Plan”).  The Master Plan shall be attached hereto as Exhibit 2-1 and shall be incorporated into this Agreement, as amended from time to time, by written agreement of the Members.  The Advisory Committee may provide guidance on amending the Master Plan from time to time to identify additional areas and priorities that the Members identify as mutually beneficial to their respective missions.  

The Consortium shall meet as often as necessary to develop and refine the Master Plan and discuss progress of research and related projects currently being performed by the Members.  Thereafter, the Consortium will discuss the Master Plan at its Annual Meeting and approve any changes to the Master Plan for the ensuing year. Upon approval of an amended Master Plan, Exhibit 2-1 of this Agreement shall be amended or reaffirmed as applicable, as often as necessary but no less than annually, and the updated Master Plan, or notice of its reaffirmation, shall be attached hereto as a consecutively numbered Exhibit 2 (i.e. 2-2, 2-3, etc.). 

3.  PARTNER Responsibilities

PARTNER shall:

1. Create the strategy, process, and tactics for public relations for the Consortium and establish collaborations to expand the Consortium.
2. Establish and evaluate milestones in collaboration with UW and secure ongoing funding for operations.
3. Promote usage and help users see value in the data and biospecimen components quickly and relay suggestions and feedback from users to the UW team.

4. University Responsibilities

University Shall:

1. Be the coordinating center for the Consortium, setting scientific vision, strategy and direction for data and biospecimen collection, management, and use in research with input from the Advisory Committee. 
2. Design and develop sample and data collection protocol and consent forms that allow prospective research by unspecified researchers meeting Consortium data user requirements.
3. Ensure timely Institutional Review Board (IRB) review at Wisconsin, and provide guidance to other sites with IRB/privacy matters.
4. Provide biobanking infrastructure sufficient to track, store, and maintain biospecimens from participants enrolled in the study by UW researchers.  
5. Be the sole responsible party for direct participant contact for data, samples and future research for participants enrolled at UW.
6. Design and implement, with input from the Advisory Committee, efficient data and biospecimen management and sharing plans and workflows which promote national and international collaboration as permitted by applicable US and the State of Wisconsin laws and regulations.
7. Develop and implement, with input from the Advisory Committee, a secure platform for the compliant storage and dissemination of data generated by the Consortium and related projects. The platform will be compliant with Health Insurance Portability and Accountability Act (HIPAA) and any applicable US and the State of Wisconsin laws and regulations. 
8. Establish, with input from the Advisory Committee, policies and procedures to review data and biospecimen use protocols and requests, and manage data use agreements with third-party researchers. 
9. Provide University and its researchers access to the data and biospecimens for uses related to its mission. 
10. Provide PARTNER with quarterly progress update in respect of the Purpose and any such information or access to documents that PARTNER may reasonably request in writing from time to time. 


5. Intellectual Property

Intellectual Property (defined below) generated under this Agreement, including in the course of performing the Consortium activities are subject to the following terms.  

5.1 	Definitions.  

Background IP.  “Background IP” means any Intellectual Property owned or controlled by a Member prior to this Agreement, or created after this Agreement  through work performed separate from a Joint Research Project or Consortium activities.   

PARTNER Invention.  “PARTNER Invention” means an Invention wherein the inventorship consists solely of individuals conducting activities by or on behalf of PARTNER or otherwise under an obligation to assign their rights to such Invention to PARTNER, including PARTNER or its affiliate’s employees, (sub)contractors and agents.

Foreground IP.  “Foreground IP” means any Intellectual Property that is conceived and reduced to practice (for Inventions) or developed (other Intellectual Property) during the performance a Joint Research Project or Consortium activities.

Intellectual Property.  “Intellectual Property” means any Invention, authored works, or other novel idea or representation thereof, whether patentable, copyrightable, or protectable under any other proprietary right created by statute or common law.  

Invention.  “Invention” means any  patentable Foreground IP conceived and reduced to practice during the performance of a Joint Research Project or Consortium activities.

Joint Invention.  “Joint Invention” means an Invention wherein the inventorship consists of (a) a University Researcher jointly with (b) one or more individuals conducting activities by or on behalf of PARTNER or otherwise under an obligation to assign their rights to such Invention to PARTNER, including PARTNER or its affiliate’s employees, (sub)contractors and agents.

Joint Research Project.  “Joint Research Project” means a collaborative research project under this Agreement pursued jointly by University and PARTNER in which both University and PARTNER personnel are engaged in the research.

University Invention.  “University Invention” means an Invention wherein the inventorship consists solely of University Researcher(s).  

University Researchers.  “University Researchers” shall mean University’s employees and agents who perform activities under a Joint Research Project or Consortium activities.

5.2 	Ownership.  Each Member shall retain ownership in its respective Background IP.  Unless otherwise agreed upon in good faith by the Members mutually in writing after consideration of the contributions of both Members, ownership of  Inventions under a Joint Research Project or Consortium activities will follow inventorship, which will be determined according to U.S. patent laws.  Ownership of copyrightable material created under a Joint Research Project or Consortium activities will follow U.S. copyright law.  Ownership of all other Foreground IP created under a Joint Research Project or Consortium activities will be agreed upon in good faith by the Members after consideration of the contributions of both Members and reduced to a signed writing. The Members will coordinate to ensure the protection of any jointly owned Intellectual Property not covered by patents or copyright, including maintaining confidentiality of and limiting third-party rights in such Intellectual Property through agreements.  
 
5.3 	Disclosure of Foreground IP.  Each Member will disclose Foreground IP discovered by such Member to the other Member, and such disclosures shall be held in confidence so as not to affect the patentability or other proprietary rights related to such Foreground IP.  

5.4 	Background IP.  If either Member’s Background IP will be used in the performance of a Joint Research Project or Consortium activities, then such Member’s Background IP shall be disclosed to the other Member, and such Member hereby grants to the other Member a non-exclusive, fully paid up, royalty free, license under such Background IP solely for such other Member, including its employees, (sub)contractors and agents, to perform its activities under the Joint Research Program or other Consortium activities and to exericise its rights hereunder during the term of this Agreeement.  To the extent legally and contractually available, the other Party is provided an option to negotiate a non-exclusive license to make, have made, use, sell, reproduce, adapt, distribute, or otherwise practice such Background IP if such Background IP is incorporated into a Joint Invention for purposes beyond the Joint Research Program or other Consortium Activities.  Such option shall extend only to a license to use the Joint Invention.  A Party’s option to negotiate a license to such other Party’s Background IP will begin after the Party provides written notification to the other Party of the inclusion of such Background IP in a Joint Invention and will extend for a period of sixty (60) days.  All license rights are contingent on the other Party’s right to grant such license. 

5.5	Joint Inventions.   The Members will meet to discuss in good faith which Member will be responsible for the filing of any patents related to Joint Inventions. Title to all patents issued thereon shall be jointly held. The relevant inventors (e.g., University Researchers or PARTNER employee or agents, as applicable) of the non-filing Member shall fully and reasonably cooperate with the filing Member in the registration and/or application, prosecution, and maintenance of Joint Inventions. Each Member hereby grants the other Member an option to negotiate an exclusive license under the other Member’s interest in all or certain Joint Inventions. The option right will extend for a period of sixty (60) days after the the date of receipt of written notice of the Joint Invention (“Option Period”).  The terms and conditions of any such exclusive license will be negotiated in good faith and agreed upon in writing between PARTNER and University within sixty (60) days of the exercise of the option. All such licenses will be subject to rights retained by the United States government in accordance with Chapter 18 of Title 35 of the United States Code (35 U.S.C. §§ 200-212) and the regulations thereunder (37 C.F.R. Part 401) when applicable.

5.5.1  If the Members mutually agree to pursue a patent on a Joint Invention, all expenses incurred in obtaining such patents thereunder shall be jointly shared, and each Member shall have the unrestricted right to fully exploit their respective interest in any such Joint Invention, including to nonexclusively  license such Member’s rights in such Joint Invention to third parties thereunder, without accounting to the other Member, subject to the terms of this Agreement. Each Member shall obtain the other Member’s prior written approval if any action during prosecution will affect ownership of any patent pursued on a Joint Invention. 

5.5.2  If University elects not to participate in the filing of a patent application for a Joint Invention, University shall notify PARTNER in writing and PARTNER shall have the right, but not the obligation, to file such application at its own expense and shall have full control over the prosecution and maintenance thereof even though title to any patent issued shall be jointly held. PARTNER shall obtain University’s prior written approval if any action during prosecution will affect University’s ownership of any patent pursued on a Joint Invention.  In this event, University hereby grants to PARTNER a perpetual, royalty-free, exclusive, worldwide license to its interest in said Joint Invention, subject only to the right reserved to the University to use, make, have made, distribute, publish, create derivative works based upon, or otherwise practice such Joint Invention for its educational and research mission, and to the United States government in accordance with Chapter 18 of Title 35 of the United States Code (35 U.S.C. §§ 200-212) and the regulations thereunder (37 C.F.R. Part 401). 

5.5.3	If PARTNER elects not to participate in the filing of a patent application for a Joint Invention, PARTNER shall notify University in writing and University shall have the right, but not the obligation, to file such application at its own expense and shall have full control over the prosecution and maintenance thereof even though title to any patent issued shall be jointly held. All expenses incurred in obtaining such patents thereunder shall be born entirely by University.  University shall obtain PARTNER’s prior written approval if any action during prosecution will affect PARTNER’s ownership of any patent pursued on a Joint Invention.  In this event, PARTNER hereby grants to University a perpetual, royalty-free, exclusive, worldwide license to its interest in said Joint Invention, subject only to the right reserved to PARTNER to use, make, have made, distribute, publish, create derivative works based upon, or otherwise practice such Joint Invention for its educational and research mission, and to the United States government in accordance with Chapter 18 of Title 35 of the United States Code (35 U.S.C. §§ 200-212) and the regulations thereunder (37 C.F.R. Part 401).  

5.6 	Copyright Registration.  If both Members are authors of copyrightable Intellectual Property, they will meet in good faith to discuss whether registration of the Intellectual Property is desired. If the Members agree to pursue registration, then the costs will be shared between the Members.  

5.7	Notice of Infringement.  Either Member having knowledge of an infringement of any Intellectual Property shall immediately give notice to the other Member. 

5.8	Each Member will protect its own Intellectual Property in its own discretion and at its own expense. 

5.9	The provisions of this Section will survive termination or expiration of this Agreement.   

6.  Institutional Compliance

The Members will follow their own established procedures and protocols, including those mandated by applicable institutional committees and officials, and will follow applicable state and federal requirements.  

7.  Confidential Information

The Members will maintain in confidence proprietary or trade-secret information disclosed or submitted to the other Member that is designated as confidential information at the time of disclosure, designated as confidential within seven 7 days of disclosure, or would reasonably be considered confidential information by a person with experience in the research field (“Confidential Information”). The Members must afford Confidential Information the same protections it provides to its own confidential information.  Confidential Information does not include information which:

· is available in the public domain or becomes available to the public through no act of the receiving Member; or
· is independently known prior to receipt thereof or is discovered independently by an employee of the receiving Member who had no access to the information supplied by the disclosing Member under this Agreement; or
· is made available to the receiving Member as a matter of lawful right by a third party; or
· is required to be disclosed by applicable law.

The obligations under this paragraph shall survive and continue for three (3) years after this Agreement ends, except for trade secrets, in which case the information shall remain confidential and subject to the terms of this Agreement until such time that the information no longer constitutes a trade secret.
To the extent University is subject to freedom of information or public record laws (“FOIL”), nothing in this Agreement shall be interpreted as limiting its obligations thereto; provided, however, that to the extent permitted under applicable FOIL, University will: (i) provide PARTNER with notice of a proper FOIL request made by a third party prior to disclosure by University and (ii) give PARTNER reasonable opportunity to obtain protective treatment (if available).

8.  Publication and Publicity

The Members intend to collaborate on the release of any information, data, writings, or material resulting from collaborative research performed in carrying out the Purpose and the Master Research Plan (“Collaborative Research Publication”), and reserve the right to use such in any way for educational and internal research purposes.  Should the Members fail to agree on the content of a Collaborative Research Publication, each reserves the right to publish individually.  In that event, the publishing Member shall furnish the other with a copy of any proposed Collaborative Research Publication in advance of the proposed publication date and grant the other Member thirty (30) days for review and comment.  Within this thirty-day period, the non-publishing Member may request the publishing Member, in writing, to delay such publication for a maximum of an additional sixty (60) days in order to protect the potential patentability of any Invention described therein. Such delay shall not, however, be imposed on the filing of any student thesis or dissertation.

Members agree that acknowledgment or, where appropriate under customary academic standards, co-authorship will be given to relevant Member personnel for any publication or conference presentation by the other Member’s personnel if appropriate.  

The Members will collaborate on publicity and mutually agree on the publicity content relating to this Consortium. The Members may publicize non-confidential Consortium activities and discuss the other Member and its involvement in the Consortium in their publicity (such as web, print, etc.).  Any public display of a Members’ marks, name or other identifying images (“Marks”) should be cleared by the Member owning those Marks.

9.	Independent Inquiry

Nothing in this Agreement shall be construed to limit the freedom of researchers who are participants in this Consortium, whether paid under this Agreement or not, from engaging in similar research inquiries made independently under other grants, contracts, or agreements with third parties.

10.	Financial Compliance

10.1 	University agrees that in carrying out is responsibilities under this Agreement that it shall not solicit, receive, offer or pay any remuneration in violation of the federal Anti-Kickback Statute (42 U.S.C. 1320a-7b(b)), related to the subject matter of this Agreement.

10.2	To the extent reasonably feasible under this Agreement, the University shall endeavor to structure any remuneration to fall within the safe harbors specified in 42 U.S.C. 1320a-7b(b)(3) and 42 C.F.R. 1001.952.

10.3	In no case shall any Work Statement or compensation under this Agreement take into account the volume or value of any business otherwise generated by, between or among University and PARTNER, or any of affiliated entities, except for products or services necessary for the completion of the Consortium activities.

11.	Independent Contractor

In the performances of all services under this Agreement:
· each Member and its personnel shall be deemed to be and shall be an independent contractor and, as such, shall not be entitled to any benefits applicable to employees of the other Member; and
· neither Member is authorized or empowered to act as agent for the other for any purpose and shall not on behalf of the other enter into any contract, warranty, or representation as to any matter. Neither Member shall be bound by the acts or conduct of the other.

12.  Term and Termination

The Term of this Agreement begins on the Effective Date and shall continue for twelve (12) months thereafter (“Initial Term”), after which this Agreement shall automatically renew for subsequent 1-year terms (“Renewal Terms”) unless a Member provides at least 60 days’ notice prior to the end of the Initial Term or a Renewal Term that it wishes to terminate the Agreement.  Either Member may terminate this Agreement with thirty (30) days’ written notice, if it determines that a Member is in breach of this Agreement and the breaching Party does not cure the breach to the non-breaching Party’s satisfaction within the notice period.  Either Party may terminate this Agreement at any time with 90 days’ written notice if it reasonably determines there is insufficient funding to carry out the Purpose, or that the Purpose cannot be fulfilled with the resources available. 

13.  Sanctioned Persons

The Members represent and warrant that it and any of its agents, employees, officers, and representatives engaged in activities under this Agreement: (a) are not  “sanctioned persons” under any federal or state program or law; (b) have not been listed in the current Cumulative Sanction List of the Office of Inspector General for the United States Department of Health and Human Services for currently sanctioned or excluded individuals or entities; (c) have not been listed on the General Services Administration’s List of Members Excluded from Federal Programs; (d) have not been convicted of a criminal offense related to health care; and (e) have not been listed on the United States Department of Treasury, Office of Foreign Assets Control’s Specially Designated Nationals and Blocked Persons List.  Each Party shall immediately notify the other Party in the event that it is no longer able to make such representations and warranties. Without limitation to any other rights and remedies under this Agreement, afforded by law, or in equity, either Member may terminate this Agreement, without penalty, with thirty (30) days’ written notice, if it determines that a Member is in breach of this provision.

14.  Audit

During the term of this Agreement and for a period of four (4) years thereafter, the Members shall have the right to engage, at its own expense, external or internal auditors (collectively the “Auditors”) for the purpose of performing audits that may be required to determine the accuracy and correctness of accounting, security procedures, and internal controls performed or maintained in connection with this Agreement.  The Members shall cooperate by timely furnishing such Auditors with any and all information as is reasonably necessary to perform and complete all audit procedures determined to be necessary by the Auditors.  Any such audit will be conducted during normal business hours and in such a manner to reasonably avoid undue disruption of operations.

15.  Insurance

The State of Wisconsin, including the board of Regents of the University of Wisconsin System, is self-funded for liability and property coverage (including general, professional, and automobile) under Wisconsin law. This protection provides coverage for UW's officers, employees and agents, while in the course and scope of their duties. The State of Wisconsin Property and Liability Program is funded to pay in excess of $3 million for negligent acts or omissions of its officers, employees, and agents, in accordance with the statutes. Coverage is continuous under the law. UW has no liability insurance policy such that can extend protection to any other persons.

PARTNER shall maintain general liability insurance coverage during the Term of this Agreement in the minimum amounts of $1,000,000 per occurrence and $3,000,000 annual aggregate.  PARTNER may provide this insurance with the carriers, policy forms, and in the amounts as PARTNER determines appropriate in its sole discretion, or may satisfy its insurance obligations under this Agreement by means of self-insurance.

16.  Indemnity

UW will hold PARTNER harmless from any loss, claim, damage, or liability of any kind, arising out of or in connection with this Agreement, to the extent that the loss, claim, damage, or liability is founded upon or grows out of the acts or omissions of any of the officers, employees, or agents of UW while acting within the scope of their employment where protection is afforded by secs. 893.82 and 895.46(1), Wis. Stats.

PARTNER will hold UW harmless from any loss, claim, damage, or liability of any kind arising out of or in connection with this Agreement to the extent that the loss, claim, damage, or liability is founded upon or grows out of the acts or omissions of any of the officers, employees, or agents of PARTNER (including any willful misconduct).  



17. Force Majeure

Neither Member shall be responsible for any inability or failure to comply with the terms of this Agreement due to causes beyond its control and without the negligence or malfeasance of such Member. These causes shall include, but not be restricted to: fire, storm, flood, earthquake, explosion, acts of the public enemy, war, rebellion, insurrection, mutiny, sabotage, epidemic, pandemic, quarantine restrictions, labor disputes, embargoes, acts of God, acts of the United States or any other government, including the failure of any government to grant export or import licenses or permits.

18. No Warranties

EACH PARTY MAKES NO WARRANTIES, EXPRESSED OR IMPLIED, AS TO ANY MATTER WHATSOEVER, INCLUDING, WITHOUT LIMITATION, THE CONDITION OF THE MASTER RESEARCH PLAN, CONTRACTOR DELIVERABLES, OR ANY INVENTION(S) OR PRODUCT(S), WHETHER TANGIBLE OR INTANGIBLE, CONCEIVED, DISCOVERED, OR DEVELOPED UNDER THIS AGREEMENT; OR THE OWNERSHIP, MERCHANTABILITY, OR FITNESS FOR A PARTICULAR PURPOSE OF THE MASTER RESEARCH PLAN, WORK STATEMENT, DELIVERABLES OR ANY SUCH INVENTION OR PRODUCT.

19. Governing Law

This Agreement shall be governed by the laws of the State of Wisconsin, excluding its choice of laws principles.  Jurisdiction for any claim or controversy arising from or related to this Agreement or activities performed hereunder shall be in the state or federal courts of Dane County Wisconsin.

20.  Notices

Notices and communications are deemed made if sent to the Member to receive such notice or communication at the address given below, or such other addresses as may be designated by notice in writing.

University Administrative Matters:

Research and Sponsored Programs
21 N Park Street, Suite 6401
Madison, WI 53715
preaward@rsp.wisc.edu
(608) 262-3822

University Technical Matters:

	NAME:	Anjon Audhya
Address:	750 Highland Avenue 
Madison, WI 53705-2221
	Email:		audhya@wisc.edu
	Phone:		608-263-4900

PARTNER Administrative Matters:
	
NAME:
	Address:
	
	Email:
	Phone:

PARTNER Technical Matters:
		
	NAME:
	Address:
	
	Email:
	Phone:

21. Counterparts and Facsimile

This Agreement may be executed in any number of counterparts, each of which is deemed to be an original, but which together shall constitute but one instrument. This Agreement shall be considered accepted once it has been executed by both Members. A signature delivered by facsimile or electronic means will be considered binding for each Member.



Signatures follow.
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[PARTNER]	


By:________________________________

Title: ______________________________

Date: ______________________________

Board of Regents University of Wisconsin System, UW Madison		
By: ________________________________

Title:_______________________________

Date: ______________________________




EXHIBIT 1






EXHIBIT 2-1

MASTER PLAN
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