

UF CLINICAL STUDY AGREEMENT

This Agreement is entered into as of this ________ day of ____________, ______ between the University of Florida, with its principal location 219 Grinter Hall, Gainesville, FL, 32611 (hereinafter referred to as “INSTITUTION”) and ______________________, with its principal place of business in   _________________________________________  (hereinafter referred to as “SPONSOR”) upon  the following terms and conditions:

ARTICLE 1.  
SCOPE OF PROJECT, TERM OF STUDY AND RELATED MATTERS
1.1 INSTITUTION agrees to conduct a clinical research study entitled ________________________________________________________________________, Protocol No. _________   (“Protocol”) in accordance with the Protocol attached hereto as Exhibit A and incorporated by referenced herein.     
1.2 The clinical study shall commence on or about the day of _______________________, and be completed within ____________ (___) months from its initiation, unless extended for an additional period by written agreement of the parties. The clinical study may be terminated in accordance with Article 7.

1.3 INSTITUTION agrees to devote its best efforts to perform efficiently the work required hereunder and agrees to perform the clinical study in conformance with the Protocol and all applicable laws, rules and regulations relating to the conduct of the clinical study, particularly such laws, rules and regulations concerning or promulgated by the Food and Drug Administration and by the Health Insurance Portability and Accountability Act of 1996 (HIPAA), Public Law 104-191.

1.4 INSTITUTION shall provide SPONSOR with written evidence of review and approval of the Protocol and the patient informed consent form (ICF) by the applicable Institutional Review Board (IRB) prior to the initiation of the clinical study and of the IRB’s continuing review and approval of the clinical study wherever it is reviewed, but at least once per year.

1.5 INSTITUTION shall (i) prepare and maintain complete and accurate study documentation in compliance with applicable federal, state and local laws, rules and regulations; and (ii) for each patient participating in the study, promptly prepare and submit to SPONSOR all original case report forms and such other reports as required by the Protocol following completion or termination of the clinical study, or as otherwise required pursuant to the Protocol.  The completed case report forms and the information contained therein shall be the property of SPONSOR.

1.6 Study documentation (including all case report forms, source documents and all clinical and other information generated as a result of the study) will be promptly and fully disclosed to SPONSOR by INSTITUTION upon request or as set forth in the Protocol, and also shall be made available at INSTITUTION’s site upon request for inspection, copying, review and audit during reasonable times by representatives of SPONSOR, the Food and Drug Administration, or any other regulatory agencies.  INSTITUTION agrees to promptly advise SPONSOR of any regulatory inspection relating to the study (of either the INSTITUTION’s site or of the IRB) and to promptly provide SPONSOR with a copy of any inspection report.  INSTITUTION agrees to promptly take any reasonable steps that are requested by SPONSOR as a result of an audit to cure deficiencies in the study documentation and case report forms. 

1.7 INSTITUTION represents and warrants that INSTITUTION is not and does not use in any capacity the services of any person debarred under subsections 306(A) or 306(B) of the Generic Drug Enforcement Act of 1992 (the Act) in connection with any of the services performed by INSTITUTION on this project.  INSTITUTION covenants it will not use in any capacity the services of any person debarred under such subsections of the Act and will immediately disclose in writing to SPONSOR if any person who is performing services on this study under the Protocol hereunder is debarred or if any action, suit, claim, investigation or legal or administrative proceeding is pending or, to the best of INSTITUTION’s knowledge, threatened, relating to the debarment of INSTITUTION or any person performing services hereunder.

1.8 INSTITUTION shall retain study documents and records according to applicable law.  At SPONSOR’s request and expense, INSTITUTION shall retain such documents and records for up to three years beyond the period required by applicable law.  After such required retention period, INSTITUION shall provide SPONSOR sixty (60) days’ written notice of INSTITUTION’s intent to destroy the records.  SPONSOR may request the return of the records at SPONSOR’s expense.

ARTICLE 2.  PAYMENT TERMS
2.1
For and in consideration of the performance by INSTITUTION of its obligations hereunder, SPONSOR shall pay to INSTITUTION __________________ dollars (____________) per satisfactorily completed patient, up to a maximum of ________________dollars (__________) for completion of all patients, based on ________ patients completing the study.  [Insert one of the UF-approved payment language options.]
2.2
Payment shall be due and payable in accordance with the schedule set forth in Exhibit B.

2.3
Amounts due and owing hereunder shall be adjusted as follows:

(i)
Payments will not be made for costs resulting from the enrollment of patients who upon entering the study violate Protocol inclusionary or exclusionary criteria, unless agreed to in writing by the SPONSOR clinical monitor;

(ii) If patients are enrolled for less than the specified length of time for completion of the study, payments will be made for such patients based on the prorated costs per patient as set forth in the budget attached hereto as Exhibit B; and Payments shall be made for the number of patients who successfully complete the study in accordance with this Agreement and the Protocol, and for which case report forms are submitted in accordance with Section 1.5.

2.4      Payments shall be made payable to University of Florida and forwarded to the following        address:







Contracts and Grants Accounting Services
University of Florida

Attn:  Brad S. Staats, Assistant Vice President

123 Grinter Hall

Gainesville, FL 32611

Tax ID #59-6002052

2.5
SPONSOR shall provide the study [drug(s)/device(s)] ________________________ at no cost to INSTITUTION and in such quantities as necessary for INSTITTUION to perform and complete the clinical study according to the Protocol.  INSTITUTION shall use, store, handle, return, and/or dispose of the study [drug/device] in accordance with the Protocol and all applicable laws.
ARTICLE 3.  PRINCIPAL INVESTIGATOR
The INSTITUTION’s Principal Investigator for this clinical study shall be Dr. ____________________ (“Principal Investigator”).  INSTITUTION agrees to promptly inform SPONSOR of any event or condition adversely affecting the satisfactory completion of the clinical study by the Principal Investigator.  In the event the Principal Investigator shall be unable to complete this clinical study and INSTITUTION and SPONSOR shall be unable to agree to a substitute investigator within a period of fifteen (15) business days, this Agreement shall be automatically terminated at the discretion of SPONSOR.

ARTICLE 4.  PUBLICATION
INSTITUTION shall have the right to publish, in complete compliance with Article 5 of this document, the results of its part of the study either independently or in collaboration with SPONSOR.  In either case, INSTITUTION agrees to submit a copy of any manuscript and/or abstract to SPONSOR for review and comment sixty (60) days prior to its submission for publication.  SPONSOR shall have said sixty (60) day period to respond to INSTITUTION with any requested revisions.  INSTITUTION agrees to delete information identified by SPONSOR as confidential or proprietary prior to submitting such manuscript and/or abstract for publication.  If reasonably requested by INSTITUTION, SPONSOR will take reasonable steps to expedite the review process to less than said sixty (60) day period to meet INSTITUTION’s publication deadlines.  Upon notification by SPONSOR that such review has been completed, INSTITUTION may submit the manuscript and/or abstract for publication after deleting information identified by SPONSOR as confidential or proprietary.  SPONSOR also has the right to publish the results of this study.

ARTICLE 5.  CONFIDENTIALITY
5.1
To the extent permitted by Florida Law, INSTITUTION agrees not to disclose to any third party any information disclosed to it under this Agreement or identified by SPONSOR as confidential for a period of five (5) years from the date of disclosure or from the termination date of this study, whichever is later, except INSTITUTION may disclose information to staff members, employees or medical students necessary for the conduct of the study and who are bound by similar written obligations of confidentiality.  This non-disclosure obligation shall not apply to:

(i) information that is in the public domain or subsequently enters the public domain through no fault of INSTITUTION;

(ii) information that is presently known or becomes known to INSTITUTION from its own independent sources from a person having the legal right to disclose information;

(iii) information that INSTITUTION receives from any third party not under a confidential obligation to keep such information confidential; or

(iv) information that is required to be disclosed by law.

(v) [For a device trial include:  information required by third-party or government payors in order to make insurance coverage determinations.]
5.2 If INSTITUTION is required to disclose confidential information pursuant to Sections 5.1 (iv), the INSTITUTION shall notify SPONSOR, and the INSTITUTION and SPONSOR shall agree to a mutually satisfactory way to disclose such information as necessary and in accordance with applicable law.

5.3 Data generated by this study will be considered confidential, except to the extent that the results of the study may be included in a publication or presentation, pursuant to Article 4.

5.4 INSTITUTION agrees to return to SPONSOR, upon request, the materials, samples, graphics, writings and information in other tangible forms, containing any confidential information provided by SPONSOR, and any copies of such confidential information, except for one archival copy to be retained by INSTITUTION for purposes of observing compliance with this agreement.

5.5 No license, expressed or implied, to use the confidential information is granted to INSTITUTION other than to use the confidential information in the manner and to the extent authorized by this Agreement.  SPONSOR hereby grants INSTITUTION the right to use the results of the study for research, educational, and noncommercial purposes.  
5.6 Notwithstanding anything to the contrary in Section 5.1, with respect to research subjects’ medical records, the parties agree to hold in confidence the identity of the patients in accordance with all applicable federal or local laws, rules and regulations, except to the extent necessary to be disclosed to regulatory agencies as part of the review process.

5.7
INSTITUTION agrees to use study drug(s)/vaccine(s), devices, proprietary biological materials, study-related patient diagnostic tests, data, and/or other study related materials that may be collected solely for the purposes of the study in accordance with the protocol unless agreed to otherwise in writing by SPONSOR.

ARTICLE 6.  INDEMNIFICATION
6.1 Sponsor shall indemnify, defend and hold harmless INSTITUTION, its trustees, officers, agents, employees and Principal Investigator, and any named co-investigator (hereinafter “INSTITUTION Indemnitees”), from and against any demands, claims, actions, proceedings or costs of judgement which may be made or instituted against any of them by reason of personal injury (including death) to any person, or damage to property, arising out of or connected with the performance of the activities to be carried out pursuant to the protocol.

6.2 Notwithstanding the foregoing, the SPONSOR shall have no indemnification obligation or liability for loss or damage resulting from:

(i) failure of the INSTITUTION or Principal Investigator to adhere to the terms and provisions of the Protocol or agreed amendments thereto or SPONSOR’s written  recommendations and instructions relative to the administration and use of any drug substances or devices or materials involved in this study;

(ii) failure of INSTITUTION or Principal Investigator to comply with any applicable FDA or other government or state requirements, law, rules or regulations applicable to the performance of its obligations under this study;

(iii) failure of INSTITUTION or Principal Investigator to render professional service or conduct the study in a normal, prudent manner;

(iv) negligent acts or omissions or willful misconduct by the Principal Investigator or by the INSTITUTION, its officers, agents or employees related to the performance of services under this Agreement.

6.3 A condition of SPONSOR’s indemnity obligation is that, whenever Principal Investigator and or INSTITUTION has information from which it may reasonably conclude an incident of bodily injury or death has occurred, INSTITUTION shall immediately give notice to SPONSOR of all pertinent data surrounding such incident.  In addition, Principal Investigator and INSTITUTION shall comply with all of their obligations with regard to adverse event reporting procedures as set forth in the Confidential Investigator Brochure and/or protocol. Furthermore, SPONSOR will not settle or compromise any claim or action in a manner that imposes any restrictions or obligations on INSTITUTION Indemnitees, nor will Sponsor settle any claim or suit with an admission of liability or wrongdoing by the INSTITUTION Indemnitees without INSTITUTION Indemnitees’ written consent.  
6.4 In the event a claim is made or suit brought, INSTITUTION and Principal Investigator shall assist SPONSOR and cooperate in the gathering of information with respect to the time, place and circumstances of such claim or suit.  INSTITUION agrees that INSTITUTION Indemnitees shall cooperate with SPONSOR in the defense of such claim or action.  

6.5
This clinical trial will be performed at the University of Florida, which certifies that it maintains general liability protection coverage through the Florida Casualty Insurance Risk Management Trust Funds, established pursuant to Section 284.40, Florida Statutes and administered by the State of Florida, Department of Insurance.  Such protection is described in Section 768.28, Florida Statutes.

6.6
SPONSOR is self-insured and has assets sufficient to cover any contemplated liability assumed by the SPONSOR under this clinical trial agreement.

ARTICLE 7.  TERMINATION
7.1
Either party may terminate this study or the enrollment of patients into this study at any time and for any reason upon written notice to the other party.  Such termination shall be effective upon receipt of the notice or as otherwise stated by the terminating party.

7.2
Upon termination of the study, INSTITUTION shall deliver to SPONSOR within sixty (60) days from the receipt of the termination notice all completed case report forms and all unused drug supplies.

7.3
Title to any and all equipment purchased at the expense of SPONSOR under this Agreement shall belong to INSTITUTION.

7.4
In the event of termination, the sum for professional services and expenses payable under this Agreement shall be limited to the pro-rated fees based on actual work performed and actual non-cancelable expenses committed pursuant to the Protocol, except in the event of termination by INSTITUTION for any reason not relating to patient safety, the sum for professional services and expenses payable under this Agreement shall be limited to the pro-rated fees based on actual work performed. (Prorated fees may be described in EXHIBIT B.) If, at the date of termination of the study, the total amount that SPONSOR has paid to INSTITUTION exceeds the amount to which INSTITUTION is entitled, INSTITUTION shall return the difference to SPONSOR. If on the date of termination of the study the total amount that SPONSOR has paid INSTITUTION is less than the amount to which INSTITUTION is entitled, INSTITUTION shall submit a statement to SPONSOR for the difference within sixty (60) days from the termination date.  Payment shall be contingent upon the SPONSOR receiving all documentation required to be submitted by INSTITUTION pursuant to Section 1.6.  In no event shall the amount owed under this Agreement exceed the amount set forth in Section 2.1, unless the Parties have agreed in writing to additional payments.

7.5
Termination of this Agreement by either party shall not affect the rights and obligations of the parties accrued prior to the effective date of the termination.  The rights and duties under Articles 1, 4, 5, 6, 7 and 8 survive the termination or expiration of this Agreement.
ARTICLE 8.  PATENTS AND INVENTIONS
It is recognized and understood that the existing inventions and technologies of SPONSOR or INSTITUTION are their separate property, respectively, and are not affected by this Agreement (including the SPONSOR study drug and information and technology relating to the Protocol). Neither party shall have any claims to or rights in existing inventions and technologies of the other party.  Title to any inventions or discoveries arising from this study and conceived and reduced to practice solely by INSTITUTION employees and not from SPONSOR confidential information or from data collected in of ARTICLE 5.3, shall be owned by the INSTITUTION and shall be promptly disclosed in writing to SPONSOR.  The INSTITUTION, consistent with the INSTITUTION’s patent policy, will offer SPONSOR the first opportunity to negotiate a royalty-bearing license for INSTITUTION’s rights in such invention or discovery.  Any inventions or discoveries arising from this study and conceived and reduced to practice by employees of the INSTITUTION and employees of the SPONSOR, and are not from SPONSOR’s confidential information or from data collected in ARTICLE 5.3, shall be jointly owned by both parties. Any and all inventions and discoveries arising from this study and conceived and reduced to practice by employees of the SPONSOR are not subject to the terms and conditions of this AGREEMENT and are the sole and exclusive property of SPONSOR.

ARTICLE 9.  ASSIGNMENT AND SUBCONTRACTING
Neither this Agreement nor the rights or obligations hereunder shall be assignable or otherwise transferred or subcontracted by INSTITUTION without SPONSOR’s prior written consent.

ARTICLE 10.  INDEPENDENT CONTRACTOR
In undertaking to perform this research study for SPONSOR, it is understood that INSTITUTION is doing so as an independent contractor and not as an employee of SPONSOR.

ARTICLE 11.  GOVERNING LAW
This Agreement shall be governed by and construed in accordance with the laws of the state of the principal location of the INSTITUTION set forth in the first page to this Agreement.

ARTICLE 12.  NOTICES
All notices or other communication which are required or permitted hereunder shall be in writing and sufficient if delivered personally, sent by prepaid air courier, sent by mail or sent by telefax transmission, as addressed as follows:

INSTITUTION:
University of Florida

219 Grinter Hall

Gainesville, FL 32611

Attention:  Thomas E. Walsh 
PRINCIPAL INVESTIGATOR:

____________________________

____________________________

____________________________

____________________________
SPONSOR:

_____________________________

_____________________________

_____________________________

_____________________________

Any such communication shall be deemed to have been given when delivered if personally delivered, on the business day after dispatch if sent by air courier, on the third business day following the date of mailing if sent by mail, or on the date of telefax or email if sent by telefax or electronic mail transmission.

ARTICLE 13.  USE OF NAME, LOGO, OR OTHER SYMBOLS
Neither party shall use the name, logo, or other symbols of the other party for any marketing or promotional purposes without prior written consent of the other party.

ARTICLE 14.  ENTIRE AGREEMENT
This Agreement constitutes the entire agreement between the parties relating to the clinical study and supersedes all prior negotiations, representations, agreements, and understandings between the Parties with respect thereto.  This Agreement may be amended by a written document signed by both Parties.   In the event of any conflict between the terms of the Protocol and this Agreement, this Agreement shall govern and control.
ARTICLE 15.  AMENDMENT, MODIFICATION AND WAIVER
This Agreement shall not be altered or otherwise amended except pursuant to an instrument in writing signed by each of the parties hereto, except that any party to this Agreement may waive any obligation owed to it by another party under this Agreement.  The waiver by any party hereto of a breach of any provision of this Agreement shall not operate or be construed as a waiver of any subsequent breach.

ARTICLE 16.  SUBJECT INJURY
In the event of a study-related injury or if a research subject experiences a serious adverse event,  SPONSOR will pay for any required medical treatment if the injury or event is the direct result of an intervention that the research subject would not have received had the subject not been enrolled in the study and if the injury or event is not attributable to (1) the negligence, malpractice, or misconduct or INSTITUTION or Principal Investigator; or (2) the product liability of a third party.   
ARTICLE 17.  FORCE MAJEURE

Neither party shall be liable for the failure to perform its obligations under this Agreement if such failure arises out of circumstances beyond a party’s reasonable control, including but not limited to strikes, labor or civil unrest or disturbances, lock outs, riots, wars, fires, floods, hurricanes, tornadoes, or other severe weather disturbances or natural disasters.  As soon as circumstances permit and such party is reasonably able to do so, the party invoking this clause shall notify the other party in writing concerning its inability to perform and shall make every reasonable effort to fulfill its obligations under this Agreement.  Such delay or inability to perform shall not constitute a breach of this Agreement.  
IN WITNESS WHEREOF, the parties have caused this Agreement to be duly executed by an appropriate officer as of the day and year first above written.

[SPONSOR]





UNIVERSITY OF FLORIDA

By:  ________________________________

By: ________________________________                                                          
Name: ______________________________

Name: ______________________________                                                            
Title: _______________________________

Title: _______________________________                                                            
Date: _______________________________

Date: _______________________________ 

READ AND ACKNOWLEDGED:

By:  _______________________________

 Principal Investigator
Date: ______________________________
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