ARIZONA BOARD OF REGENTS
UNIVERSITY OF ARIZONA CLINICAL TRIAL AGREEMENT
 The Arizona Board of Regents, on behalf of the University of Arizona, having an address at 888. N. Euclid Avenue, #515, Tucson, AZ 85719 (hereinafter "Institution"), and      , located at       (hereinafter "Sponsor") agree that Institution will perform for Sponsor a clinical study (hereinafter "the Study") in accordance with Protocol No.       entitled "     " (referenced solely for the purpose of describing the scope of work to be performed under this Agreement) on the following terms and conditions; provided that Sponsor is the developer of the Protocol, is funding the Study and supplying the Study drug, device and/or biologic material:  
1. INVESTIGATOR 

Institution's Investigator,      , will be responsible for conducting this Study. It is understood that Investigator is not a party to this Agreement, but is bound by his/her employment to the Institution to abide by the terms herein.
2. TERM 

This Agreement shall be effective upon the date last signed below, until all work anticipated by this Agreement, and the Protocol, is fully-performed, or until such earlier termination in accordance with Section 4 of this Agreement.
3. PAYMENT 

The total cost to the Sponsor for the Study is $     , to be paid in accordance with the schedule attached as Exhibit A.  In the event that Institution employs the services of a Central Institutional Review Board (“CIRB”), Sponsor agrees that it will be responsible for, and make payment of any and all applicable fees directly to such CIRB within thirty (30) days of receipt of CIRB’s invoice.  Additionally, Sponsor agrees to reimburse Institution, within thirty (30) days after Institution’s written request, for any and all IRB fees associated with this Study that are paid by Institution, whether or not patients are enrolled, and further agrees that such fees are non-refundable.
Payment by the Sponsor shall be made within thirty (30) days of receipt of invoices from the Institution.  Checks shall be made payable only to The University of Arizona (Federal Tax No. 74-2652689), and shall identify this Agreement or an Institution invoice.  Checks should not be made payable to or identify individuals.  Payments shall be sent to the following addresses:

If sent by US Mail:
University of Arizona (FRS#              )
P.O. Box 3520
Tucson, AZ 85722-3520


If sent by overnight delivery service:

University of Arizona, Bursar’s Office (FRS#                   )
888 N Euclid, Room 104

Tucson AZ, 85719

(520) 621-1998
4. TERMINATION 

Either party may terminate this Agreement upon thirty (30) days written notice. Institution will be entitled to payment for expenses and non-cancelable obligations incurred through the termination date. The parties will safely withdraw subjects from the Study over a mutually agreeable period if thirty days notice is insufficient, based upon evaluation of risk to subjects. The provisions of sections 5, 6, 7, 8, 9, 10, 11 and 20 shall survive the expiration or earlier termination of this Agreement.

5. CONFIDENTIALITY 

Any documents or information considered by Sponsor to be Confidential Information will be clearly designated by Sponsor, in writing, as "Confidential." “Confidential Information” may include Sponsor’s proprietary data, research documents and information provided to the Institution for purposes of the Study. The following documents shall be treated as Confidential Information without requiring designation as such by Sponsor: Protocol, Protocol Amendments, Case Report Forms, Investigator’s Brochure, Case Report Form Completion Guidelines, Study Reference Manual, and Drug Accountability Forms.  Any information that is transmitted orally or visually, in order to be protected hereunder, shall be identified as such by the Sponsor at the time of disclosure, and identified in writing to the Institution, as Confidential Information, within thirty (30) days after such oral or visual disclosure.  Sponsor will not disclose its Confidential Information unless it is necessary to the Study.  Except as required by law or with permission from the Sponsor, Institution will not disclose Confidential Information for a period of five (5) years from the date of expiration or termination of this Agreement, but in no event will this period of confidentiality exceed ten (10) years from the date of initial disclosure of such Confidential Information. The following shall not constitute Confidential Information: (i) information that was known to Institution prior to its receipt from Sponsor; (ii) information that is independently developed by Institution; (iii) information that is required to be disclosed by law or regulation; (iv) information that is received from a third party with no duty of confidentiality to the Sponsor; or (v) information that is or becomes part of the public domain through no fault of Institution.

Institution shall give Sponsor prompt written notice of any public records request received by Institution for the disclosure of information provided by Sponsor in connection with the Study.   Sponsor shall provide Institution’s Office of the General Counsel with a copy of any protective order or other filing by Sponsor to preserve the confidentiality of such information in connection with such public records request, within fifteen (15) days after Institution’s notice thereof. 
6. PUBLICATION 
Sponsor has no objection to publication by Institution of the results of the Study based on information collected or generated by Institution, whether or not the results are favorable to Sponsor.  However, to ensure against inadvertent disclosure of Confidential Information or unprotected Inventions (defined below), Institution will provide Sponsor the opportunity to review any proposed publication or other type of disclosure at least thirty (30) days before it is submitted for publication or otherwise disclosed.  If any patent action is required to protect Inventions, Institution agrees to delay the disclosure for a period not to exceed ninety (90) days from the date Institution initially submitted the proposed publication, or other type of disclosure, to Sponsor for review.  Institution will, on request, remove any Confidential Information before disclosure.

If Study is part of a multi-center study, Institution agrees that the first publication is to be a joint publication covering all centers.  However, if a joint manuscript has not been submitted for publication within twelve (12) months of completion or termination of Study at all participating sites, Institution is free to publish its results separately, subject to Section 5 of this Agreement.

7. INVENTION RIGHTS 

Inventorship of any inventions, developments, or discoveries, whether patentable or not (collectively referred to as "Intellectual Property"), resulting from the performance of the Study, shall be allocated according to U.S. Patent law (Title 35 U.S. Code) in effect at the time the Intellectual Property was created. Title to any such Intellectual Property shall be allocated according to applicable employment contracts. For those inventions determined to be solely owned by Institution, the Sponsor is granted an option to negotiate for a license to Institution's rights, such option to be exercised within six (6) months of notification by the Institution to Sponsor of the Inventions. Such Invention disclosure(s) shall occur within thirty (30) days after Institution’s Office of Technology Transfer receives a formal Invention disclosure from Investigator.  For those Inventions determined to be jointly owned by Sponsor and Institution, an option is provided to Sponsor to negotiate for a license to Institution's rights, such option to be exercised within six (6) months of notification by Institution to Sponsor, or by Sponsor to Institution, as the case may be, of the Joint Invention. All licenses to be granted under this section can be exclusive, subject to any third party rights.  For those Inventions determined to be solely owned by Sponsor, Institution shall claim no rights. Institution and Investigator do not transfer to the Sponsor by operation of this Agreement any patent right, copyright, or other proprietary right, except as specifically described in this Agreement. Sponsor and Institution hereby recognize and understand that inventions and technologies existing prior to execution of this Agreement, of Sponsor and Institution are their separate property, respectively, and are not affected by this Agreement. In addition, Sponsor and Institution shall not have claims to or rights in such existing inventions and technologies of the other.
8. INSTITUTION NAME 

Sponsor will not use Institution's names without prior written approval, except to identify Institution as the Study site when required to do so by law.  Institution may without prior consent from Sponsor list Study title, amount awarded, Sponsor name, and Investigator(s) names and department(s) affiliation(s) in its annual reports, which while not disseminated, are available to the public.

9. INDEMNIFICATION AND INSURANCE
Sponsor will indemnify, defend, and hold harmless Institution, its trustees, officers, agents, and employees from any demands, claims, or costs of judgment that may be made or instituted against any of them by reason of injury (including death) to any person, or damage to property, arising out of or connected with performance of the  Study, provided, however, Sponsor will have no liability for loss or damage resulting from Institution’s (i) failure to adhere to the terms of the Protocol or Sponsor's written instructions concerning use of the  Study product or service, (ii) failure to comply with applicable FDA or other government requirements, or (iii) negligence or willful  misconduct by the Institution, its trustees, officers, agents, and employees, but only to the extent that such demands, claims or judgments are due to the negligence or willful  misconduct of Institution, its trustees, officers, agents, and employees as determined by a court of law.  In no event will Sponsor admit fault or liability on behalf of Institution without first obtaining Institution’s prior written consent.
Sponsor shall keep in force and maintain liability insurance adequate to cover the activities in connection with the work under this Agreement, or an equivalent program of self insurance.
The Institution participates in the self-insurance programs of the Arizona State Risk Management Program.  This Program maintains general and professional liability coverage of sufficient amounts to cover claims arising from the acts and omissions of Institution’s employees while participating in this Study.
10. SUBJECT INJURY 

Should a subject suffer any adverse effect caused by the Study drug/device/biologic, the Study procedures, or laboratory work required by the Protocol, Sponsor will pay for all medical and hospital costs required for the diagnosis and treatment of such adverse effect.

11. STUDY SUBJECT PROTECTION

a. Institution shall comply with the Protocol as approved and/or amended by the Institution’s Institutional Review Board (IRB), applicable federal and state laws regarding subject safety and the Institution’s ethical standards as set forth at the following Institution Web Site:  
http://w3fp.arizona.edu/senate/ethicode.htm.
b. Sponsor shall promptly notify Investigator and Institution’s IRB of any findings arising from Sponsor’s monitoring of the Study that could affect the safety of subjects or their willingness to continue participating in the Study, or that would affect the IRB’s approval of the Protocol.
c. Sponsor will notify Institution or Investigator of any results from a research study after the study has ended when those results could directly affect the safety or medical care of Study subjects.
d. Sponsor warrants that it is in compliance with the U.S. Code of Federal Regulations relevant to Food and Drug Administration Investigational New Drug Application and Investigational Devices Exemptions attached as Exhibit B to  this Agreement and made part hereof.
e. Sponsor shall provide the data and safety monitoring plans to Institution prior to IRB approval of the Study.
12. DATA 

Institution and Investigator acknowledge that all information required on case report forms under the Protocol will be the sole property of Sponsor. Institution retains the right to use the data for its own purposes and programs including publication per section 6. 
13. APPLICABLE LAW 

The laws of the state of Arizona govern this Agreement, without giving effect to its conflict of law rules, thereof.

14. NOTICE 

Any notice given to this Agreement will be written and sent to:

Institution: 






Sherry Esham, Director





Sponsored Projects Services 
University of Arizona



P.O. Box 3308




Tucson, AZ 85722-3308

Expedited delivery:
Sponsored Projects Services

University of Arizona

888 N. Euclid Ave., Rm. 510


Tucson, Arizona 85719-4824

Phone: (520) 626-6000

Attn: Sherry Esham, Director

Sponsor:
     
     
     
     
15. AMENDMENT 

This Agreement represents the entire understanding of the parties with respect to the subject matter. Any modification of this Agreement must be made in writing and signed by the parties. To the extent any portions of the Protocol are inconsistent with this Agreement, the terms of this Agreement shall govern the conduct of the parties with respect to business and legal matters (including, for further certainty, with respect to matters relating to publication).  The terms of the Protocol shall govern the conduct of the parties with respect to medical and clinical matters.
16. COMPLIANCE
The parties agree to be bound by applicable state and federal rules governing Equal Employment Opportunity, Non-Discrimination and Immigration.

17. ARBITRATION 

The parties agree that should a dispute arise between them concerning this Agreement and no party seeks affirmative relief other than money damages in the amount of Fifty Thousand Dollars ($50,000) or less, exclusive of interest, costs and attorneys' fees, the parties shall submit the matter to arbitration pursuant to the Revised Uniform Arbitration Act, A.R.S §12-3001 et seq. (the “Act”), whose rules shall govern the interpretation, enforcement, and proceedings pursuant to this section.  Except as otherwise provided in the Act, the decision of the arbitrator(s) shall be final and binding upon the parties.

18. STATE OBLIGATION 

The parties recognize that the performance by the Arizona Board of Regents for and on behalf of The University of Arizona may be dependent upon the appropriation of funds by the Legislature of the State of Arizona. Should this Legislature fail to appropriate the necessary funds or if the Institution's appropriation is reduced during the fiscal year, the Board of Regents may reduce the scope of the Agreement or cancel the Agreement without further duty or obligation. The Board agrees to notify the Sponsor as soon as reasonably possible after the unavailability of said funds comes to the Board's attention.

19. CONFLICT OF INTEREST 

This Agreement is subject to the provisions of A.R.S. 38-511 and the State of Arizona may cancel this Agreement if any person significantly involved in negotiating, drafting, securing or obtaining this Agreement for or on behalf of the Arizona Board of Regents becomes an employee in any capacity of any other party or a consultant to any other party with reference to the subject matter of this Agreement while the Agreement or any extension hereof is in effect.

20. HIPAA
The parties agree to abide by all applicable Federal and State laws/regulations addressing patient confidentiality.  Investigator shall be responsible, on behalf of the Institution, for obtaining from each subject, prior to the subject's participation in the Study:

a) a signed informed consent in a form approved in writing by the CIRB or Institution’s IRB based on the anticipated protocol and in conformity with applicable research guidelines; and
b) if such language is not already included in the informed consent, an authorization permitting routine disclosures necessitated by the study and permissible under applicable State and Federal law.
The above represents the entire understanding between the parties.

ARIZONA BOARD OF REGENTS: 
on behalf of
The University of Arizona 



SPONSOR:

By: 

By: 



Title: 

Title: 

Date: 

Date: 









Acknowledged by:________________________________ 
                               Investigator 

                               Date:____________

  

Attachments: 


