
Clinical Trial Site Agreement

	PROTOCOL NUMBER:
	

	PROTOCOL TITLE:
	

	PROTOCOL DATE:
	

	SPONSOR:
	

	PARTICIPATING INVESTIGATOR:
	

	INSTITUTION: 
	

	SITE NUMBER:
	


This Agreement is entered into by and between [Name of Institution], with its principal location in [City], [State], hereinafter referred to as “Institution,” and [Sponsor Name], a [State] corporation with its principal place of business in [City], [State], hereinafter referred to as “Sponsor” (collectively, the “Parties”).


WHEREAS, Sponsor has the rights to                                                      (“Study Drug [Device]”) and desires to have a clinical study and research program involving human subjects conducted to determine the safety and/or efficacy of that Study Drug under the protocol referenced above (“Study”);


WHEREAS, such Study is a systematic investigation designed to develop or contribute to generalizable knowledge about the Study Drug [Device] under study;

WHEREAS, Institution has facilities and personnel with the requisite skills, experience, and knowledge to participate in such Study as a clinical site in accordance with the above-referenced protocol (the “Protocol”); and

WHEREAS, the Study is of mutual interest and benefit to Institution and Sponsor and will further the instructional and research objectives of Institution in a manner consistent with its status as a nonprofit educational and health care institution;

NOW THEREFORE, the Parties hereby agree as follows:

1.
Statement of Work


Institution shall exercise its best efforts to carry out the research set forth in the Protocol, which fully details the clinical research activities and responsibilities to be undertaken in accordance with the terms of this Agreement (“Research”), and which is attached hereto as Exhibit A and incorporated herein by reference. Institution’s obligation to conduct the Research is expressly conditioned upon the approval of its Institutional Review Board.

2.
Conformance With Law and Accepted Practice


Both Parties shall perform hereunder in conformance with generally accepted standards of good clinical practice, with the Protocol, and with all applicable local, state, and federal laws and regulations.

3.
Period of Performance


This Agreement will be effective from [Start date] (“Effective Date”) and shall remain in force until completion of the Research or termination of this Agreement for other reasons as provided herein.

4.
Cost and Payment


Payment shall be made to Institution according to the budget and payment schedule set forth in Exhibit B, appended hereto and incorporated herein by reference.

5.
Participating Investigator


Institution’s principal investigator is [Name of Participating Investigator] (“Participating Investigator”). The Participating Investigator will be responsible for the direction of the Research in accordance with Institution’s applicable policies, which are not inconsistent with the terms of this Agreement and the Protocol. If, for any reason, he/she is unwilling or unable to continue to serve in that role, and a successor, acceptable to both Institution and Sponsor, is not available, this Agreement may be terminated as provided in Section 18.

6.
Independent Contractor


Institution and Participating Investigator are independent contractors and not agents, joint venturers, or partners of Sponsor.

7.
Independent Research


Nothing in this Agreement shall be interpreted as limiting the freedom of individuals participating in the Research, whether or not paid under this Agreement, to engage in similar inquiries made independently under other grants, contracts, or agreements with parties other than Sponsor, subject to the obligations of Section 9.

8.
Recordkeeping and Reporting

A.
Authorized representatives of Sponsor and of the FDA or any other international health authority may, at reasonable times, examine and inspect the facilities being used to conduct the Study, including the Participating Institution, and review all records, procedures, and other materials (including Case Report Forms and subject medical records) related to the Research, and have access to the Participating Investigators to discuss the Research. If Institution is found deficient in any manner by Sponsor, Sponsor shall terminate Institution’s continued participation in the Research if reasonable best efforts to correct the deficiency are ineffectual. It is further agreed that if either Party is notified that the Study and/or the Research is to be the subject of an audit, such Party shall promptly inform the other Party. If a formal response to any audit is required, Institution agrees to permit representatives of Sponsor to review and comment on such response.
B. Sponsor has the right to conduct on-site compliance audits of Institution. Institution and Sponsor shall agree on reasonable times, intervals, and dates for such audits. Sponsor may only request records or documents that are within the scope of the documents the Institution is required to maintain under the duties and obligations of the Protocol and this Agreement.

C. Institution may retain all documents necessary to comply with this Section 8.

D. Institution shall not dispose of any Research records without providing written notice to Sponsor and providing Sponsor with a reasonable opportunity to request that the records be retained for a longer period or be transferred to Sponsor at Sponsor’s sole expense.
9.
Confidential Information

A. Institution agrees not to disclose or use for any purpose other than performance of the Research any and all privileged records or other confidential or proprietary information (collectively, “Confidential Information”) disclosed to Institution pursuant to this Agreement or any previous confidentiality agreement(s) relating to the Research. All such Confidential Information shall be clearly marked as such. The obligation of nondisclosure and nonuse shall not apply to the following:

(1) Information at or after such time that it is or becomes publicly available through no fault of Institution;

(2) Information that is already independently known to Institution, or independently developed by Institution without use of or reliance upon information provided by Sponsor;

(3) Information at or after such time that it is disclosed to Institution on a nonconfidential basis by a third party with the legal right to do so;

(4) Information required to be released by a court or any other governmental entity with jurisdiction, provided that Institution notifies Sponsor prior to making such release of Confidential Information and provides Sponsor with adequate time  to contest such requirement;

(5) Confidential Information that is authorized for disclosure by Sponsor.

B. The obligations of Institution and the Participating Investigator under this Article shall survive and continue for three (3)  years after the first publication of the Study results.

C. In the event that Sponsor shall come into contact with any Research subject’s medical records or other identifying information, Sponsor shall hold in confidence the identity of such subject and shall comply with all applicable law(s) and regulations and applicable Research subject consent forms regarding the confidentiality of such records.

D. In the event that Institution or the Participating Investigator finds it necessary to disclose Confidential Information to a proper authority in order to permit Institution or the Participating Investigator to defend the Research against an allegation of fraud, Institution or the Participating Investigator, as applicable, shall promptly notify Sponsor. Institution and Sponsor shall agree to a mutually satisfactory way to disclose such Confidential Information as necessary for this limited purpose.

10.
Publicity


Neither Party shall use the other Party’s name in connection with any products, promotion, or advertising, nor issue any public statement about this Agreement, including its existence, without the prior written permission of the other Party, except as required by law (and, in such case, only with prior written notice to the other Party). Notwithstanding the foregoing, Institution shall acknowledge Sponsor’s support in academic publications prepared in accordance with the terms of this Agreement, and Sponsor shall accurately describe Institution’s role in Sponsor’s filings with regulatory agencies. Institution may include the identity of Sponsor, the total amount of funding, and the title of the Protocol to meet its reporting obligations, including in reports of research activities at Institution.

11.
Governance of the Study

A.
The Parties agree that Institution shall perform the Research as a single site in a multicenter clinical trial and that the data collected by Institution in the performance of the Research will be pooled and analyzed with data from other participating sites in the Study.
B.
The Parties and participating investigators have specific obligations to the subjects recruited to this protocol. In order to ensure the fulfillment of those obligations, the participating investigators at all institutions participating in the Study shall vest governance of the multicenter Study in a Steering Committee. The Steering Committee shall have governance over the design and conduct of the Study, including but not limited to the following:

(1) The Steering Committee shall consist of no fewer than five (5) investigators representing institutions participating in the Study. These members shall be selected by Sponsor. A representative of Sponsor will also serve as a member of the Steering Committee. The Steering Committee shall be responsible for determining the rules of conduct of the Steering Committee; however, a vote by a majority of the participating investigators serving on the Steering Committee shall in every case prevail. Should a majority of the Study’s participating investigators disapprove of the composition of the Steering Committee, then Sponsor shall propose an alternative structure or new members for approval by a majority of the Study’s participating investigators. Additional members may be added with the approval of the participating investigators serving on the Steering Committee.

(2) The Steering Committee shall, in collaboration with Sponsor, appoint a Data and Safety Monitoring Board (“DSMB”) independent of Sponsor and participating institutions pursuant to the provisions of the Protocol. The DSMB shall establish a charter consistent with the Protocol which shall be subject to approval of the Steering Committee.

(3) The Steering Committee shall have sole authority to approve any termination of the Study for reasons other than nonperformance by Institution or safety reasons and to approve all related termination procedures.

(4) The Steering Committee or its designee shall appoint a Publications Committee that shall have authority to make all decisions regarding access to the data and publications arising from the Study for a period of no less than five (5) years after database lock at the end of the Study. The Steering Committee shall have an obligation to review and constructively critique all manuscripts or presentations submitted to it by the Publications Committee and submit any comments to the Publications Committee within five (5) business days of receipt of the request.

C.
The Publications Committee shall be comprised of participating investigators in the Study who are scientific and medical experts in their respective fields. The Publications Committee shall act as an independent body and shall fulfill the participating institutions’ obligations to subjects participating in the Research by representing the best interests of such subjects and by serving Institution’s mission of developing, improving, and disseminating scientific and medical knowledge. The Publications Committee shall have the following charter:

(1)
The Publications committee shall facilitate, encourage, and coordinate dissemination of the results of the Study, and knowledge derived therefrom, with due regard for the scientific merit of each proposed publication. It is understood that the term “publication” herein may include not only traditional manuscript publications, but other means of disseminating knowledge gained from the Study, such as through professional meetings, publicly available archives, online tutorials, and other mechanisms as may be appropriate.

(2)
The Publications Committee shall review and approve all analyses and publication topics proposed by participating investigators and participating institutions based upon, or using, data and other information derived from the Study, whether based upon the data collected by all participating institutions, by a subset of the participating institutions, or by only a single participating institution.

(3)
The Publications Committee shall review and constructively critique all proposed submissions that result from an approved analysis or publication topic, with due regard for its scientific merit and with the aim of promoting the dissemination of scientific and medical knowledge, prior to submission for presentation or publication.

(4)
Sponsor shall make the Study data available for any analysis or publication topic approved by the Publications Committee, and the resulting manuscript or presentation shall be sent to Sponsor for its review and comment.

(5)
The Publications Committee shall, within two (2) business days of receipt, provide a copy of all proposals it receives to the Steering Committee for review and comment.

(6)
Decisions of the Publications Committee shall be by majority vote, and there shall be no restrictions on the topics or analytical approaches used in developing manuscripts and presentations, other than those imposed by the Publications Committee.

(7)
All manuscripts resulting from proposals approved by the Publications Committee shall conform to the guidelines regarding authorship, conflict of interest, and publication ethics found in the “Uniform Requirements for Manuscripts Submitted to Biomedical Journals” of the International Committee of Medical Journal Editors (hereinafter, the “Uniform Requirements”).

(8) Sponsor shall have access to the Study data, and may develop analyses of those data at any time. Such analyses shall be submitted for review and comment by the Publications Committee. Any publication developed from such analyses shall be clearly marked as a report of Sponsor, and not of the participating investigators or institutions. The Steering Committee shall develop procedures for acknowledgment and disclosure of the publication’s relationship to the Study, and the Parties agree to be bound thereby.

D.
Nothing in this Section shall be interpreted as restricting Institution’s rights as provided in Sections 12, 13, and 14 hereof.

12.
Access to Data

A. Case Report Forms, Safety Reports, and other data delivered to Sponsor in accordance with the Protocol shall be the sole and exclusive property of Sponsor. However, nothing shall prevent Institution and the Participating Investigator from exercising their rights as set forth and subject to all obligations set forth herein, including but not limited to the right to access, use, and publish Study results in accordance with the provisions of this Agreement. Institution may retain a copy of such materials that it produces for its research, educational, and clinical purposes, subject to the provisions of this Agreement.

B.
Sponsor agrees to make all data from the Study available for all analyses approved by the Publications Committee.

13.
BIOLOGICal Materials

The Steering Committee shall have sole authority to govern all rights to access and analysis by participating investigators of all data derived by or for Sponsor from biological materials delivered to Sponsor or its representative(s) under the Protocol, consistent with the Steering Committee’s charter as set forth herein, including but not limited to Sections 11 through 14 hereof. Neither Party, nor the Participating Investigator, shall use biological materials collected in the Study for any purposes not allowed by the Protocol and the informed consent document signed by the subject providing the material.

14.
Publications

A.
In commissioning the Research, Sponsor agrees that it is committed to publishing or otherwise disseminating publicly the results of the Study in accordance with the principles regarding authorship, conflict of interest, and publication ethics as expressed in the “Uniform Requirements.” All decisions regarding development, authorship, and submission of any manuscript, abstract, or other presentation arising from the Study shall be made by the Publications Committee. The Parties agree that the first publication of the results of the Study shall be a multicenter publication.

B.
The Parties agree that the author(s) of the initial and subsequent multicenter publication(s), as approved by the Publications Committee, shall have access to all of the data from the Study and shall have the right to analyze those data, independently of Sponsor, and to prepare the multicenter publication(s), independently of Sponsor, subject to Section 11 hereof. The initial multicenter publication shall be published as soon as practicable after completion of the Study, and the Publications Committee shall endeavor to submit the first multicenter publication to a reputable, peer-reviewed, biomedical journal within twelve (12) months from the end of the Study.

C.
The Parties agree that proposals for all publications, abstracts, and other presentations arising from the Study will be submitted for approval to the Publications Committee acting for and on behalf of all investigators and institutions participating in the Study, including Institution and the Participating Investigator.

D. 
In the event Institution is given authorization by the Publications Committee for an analysis or publication, Institution shall provide the Publications Committee with the manuscript, abstract, or other materials prior to any outside submission. The Publications Committee shall promptly provide a copy of the planned submission to the Steering Committee for review by that committee and Sponsor. Within thirty (30) business days of receipt of the proposed manuscript, or within fifteen (15) business days of receipt of other presentations, the Publications Committee shall review the manuscript or other presentation, including any comments from the Steering Committee and Sponsor, and shall return to the Institution comments from the Publications Committee, the Steering Committee, and Sponsor on any aspect of the manuscript or other presentation. Institution agrees to consider said comments in good faith before any outside submission of the manuscript or other presentation.

E.
If Sponsor notifies the Steering Committee that Confidential Information would be released inappropriately in the manuscript or other presentation, Institution shall remove such Confidential Information from the manuscript or other presentation prior to publication or presentation, after consultation with the Publications Committee; provided, however that Sponsor will not prevent use of information that the Publications Committee finds to be necessary for the accurate presentation and interpretation of the Study results, or which is required by the publishing journal to enable other researchers to reproduce those results.

F.
If Sponsor notifies the Publications Committee that a manuscript or other presentation contains patentable subject matter requiring protection, then Institution shall, at Sponsor’s written request, withhold the manuscript or other presentation from outside submission for no more than sixty (60) days from the date of Sponsor’s receipt of the manuscript or other presentation to allow a patent application to be filed.

G.
Institution shall acknowledge the support of Sponsor in any publication or presentation arising from the Research or the Study. If a representative of Sponsor makes substantive contributions to the intellectual content of the manuscript or other presentation, as described in the “Uniform Requirements,” Institution shall invite the representative(s) to serve as coauthor(s) of the manuscript or other presentation. Acceptance of this invitation shall be at the discretion of the representative.

H.
Notwithstanding anything to the contrary herein, Sponsor shall not have any right of or to editorial control over any publication prepared by Institution pursuant hereto.
15.
Inventions and Patents

A. Any and all findings obtained as a result of the Study shall be communicated to Sponsor which, along with its affiliates, shall be free to incorporate such findings in any regulatory filing concerning the Study [Drug/Device]. Institution and Participating Investigator understand and agree that they shall have no ownership, license, or access rights in, or to, such regulatory filings based solely upon the inclusion of such findings therein, nor shall they acquire any interest whatsoever in the Study Drug [Device] as a result of performing the Study contemplated hereunder.

B. It is recognized and understood that certain existing inventions and technologies are the separate property of Sponsor or Institution and are not affected by this Agreement, and neither Party shall have any claims to or rights in such separate inventions and technologies. Inventorship of new inventions, developments, and discoveries arising out of the Research (hereinafter “Invention”) shall be determined in accordance with patent law or mutual agreement if the Invention is not patentable. All Inventions will be promptly disclosed in writing to Sponsor on a confidential basis.

C. Recognizing the rights of inventors under patent law set forth in 15.B. above, the parties agree that any Invention representing a reduction to practice, without conceptual contribution by Institution personnel, of Sponsor’s prior and complete conception as expressed in the Protocol, shall be owned by Sponsor (“Sponsor Inventions”). Sponsor shall reimburse Institution or Participating Investigator(s) for any reasonable expenses incurred at Sponsor’s request to secure title or legal protection for any such Sponsor Invention.

D. Title to any Inventions, other than Sponsor Invention, (“Other Inventions”) invented solely by Institution personnel shall reside with Institution. Other Inventions which are invented jointly by Institution and Sponsor personnel shall be owned jointly by the Parties.

E.
Institution hereby grants Sponsor, without option fee other than consideration of the Research sponsored herein and the reimbursement of all patent expenses related to the Invention incurred by Institution prior to and during the option period, an option to acquire an exclusive, worldwide, royalty-bearing license to Institution’s rights to any such Other Invention, which option shall extend for ninety (90) days after Sponsor’s receipt of an Invention disclosure. Upon Sponsor’s exercise of its option, the Parties shall promptly proceed to negotiate a license agreement in good faith.

16.
Indemnification AND INSURANCE; ADVERSE EVENTS

A.
Sponsor agrees to indemnify, hold harmless, and defend Institution, its trustees, officers, employees, and agents, and the Participating Investigator from and against any and all claims, suits, losses, damages, costs, fees, expenses (including attorneys’ fees), and other liabilities resulting from or arising out of the Study carried out pursuant to this Agreement; provided, however, that Sponsor shall not be liable for Institution’s negligence, intentional wrongdoing, or failure to follow the Protocol. Sponsor represents that it carries insurance coverage to protect against liability under this provision in amounts equal to at least three million dollars ($3,000,000) per occurrence combined single limit and ten million dollars ($10,000,000) annual aggregate [or such other limits as may be carried by a Sponsor], and agrees to furnish a certificate of insurance acceptable to Institution indicating the required coverage.

B.
Sponsor will reimburse for reasonable and necessary medical expenses incurred by Research subjects as a direct result of the treatment or adverse reaction from the Study Drug [Device] used in accordance with the Protocol, provided such expenses do not result from the negligence or misconduct or any agent or employee of Institution.

17.
Debarment Certification


Neither Institution nor any person employed thereby directly in the performance of the Research has been debarred under section 306a(a) or (b) of the Federal Food, Drug and Cosmetic Act, and no debarred person will in the future be employed by Institution in connection with the Research. 

18.
Termination
A.
This Agreement may be terminated by Sponsor for any reason, which termination shall require Steering Committee approval except in the case of nonperformance by Institution or safety reasons, upon thirty (30) calendar days written notice to Institution. Institution may terminate this Agreement upon thirty (30) calendar days notice to Sponsor for safety reasons, or if the Participating Investigator is unable to continue in that role and the Parties are unable to agree upon a successor. Notwithstanding the foregoing, the DSMB or appropriate regulatory authority has the right to halt treatment under the Protocol immediately and without notice to protect Study subjects. If treatment is not resumed, then action by the DSMB to halt treatment hereunder shall be treated as a termination by the Sponsor for reimbursement and other purposes of this Termination provision.

B.
In the event that Sponsor exercises its termination right, Sponsor will reimburse Institution for costs incurred and all payments due up to the effective date of termination, for non-cancelable commitments incurred prior to the giving of such notice, and for reasonable costs of termination, but shall not be responsible, after such termination, for any other amounts set forth in this Agreement.

C.
Institution shall return to Sponsor within sixty (60) calendar days any funds not expended or irrevocably obligated by Institution prior to the effective termination date.

D.
Immediately upon receipt of a notice of termination, the Participating Investigator shall stop enrolling Research subjects in the Study and shall cease conducting procedures on such Research subjects already enrolled in the Study as directed by Sponsor to the extent medically permissible.

E.
Termination of this Agreement by either party shall not affect the rights and obligations of the Parties accrued prior to the effective date of termination. The rights and obligations of the Parties set forth in Sections 8 through 18 inclusive shall survive the termination or expiration of this Agreement.

19.
Entire Agreement and Changes

A. This Agreement and its Exhibits represent the entire understanding of the Parties with respect to the subject matter hereof. No amendments or changes to this Agreement or its Exhibits shall be effective unless made in writing and signed by authorized individuals of Institution and Sponsor.

B. Sponsor may at any time modify the Protocol by written notice to Institution, subject to the approval of the Participating Investigator and, if required, by the Institutional Review Board. No financial adjustments shall be made because of such modification, unless the Parties hereto amend this Agreement accordingly.

C.
If any provisions of this Agreement conflict with any provisions of the Protocol, this Agreement shall control.

20.
Assignment


Neither Party shall assign this Agreement to any third party without the prior written consent of the other Party. 

21.
Notices


Any notice required or permitted herein shall be in writing and shall be deemed given as of the date it is (A) delivered by hand, including delivery by an overnight carrier or (B) sent by facsimile or (C) sent by registered or certified mail, postage prepaid, return receipt requested, and addressed to the party to receive such notice at the address set forth below, or such other address as is subsequently specified in writing:

Institution
Sponsor
Office/department
Sponsor name

Address
Address

Contact person
Contact person

Facsimile Number
Facsimile Number

Telephone Number (for express delivery)
Telephone Number (for express delivery)

Copies of any notices under this Agreement shall also be sent to the Participating Investigator.

22.
ARBITRATION


The parties agree to attempt to resolve promptly any dispute arising out of or relating to this Agreement by good faith negotiation. Provided, however, if such attempts at dispute resolution shall fail, disputes relating to the terms and conditions of this Agreement shall be exclusively resolved, upon written request by either party, by final and binding arbitration in a mutually agreed location, or a location chosen by the chair of the arbitration panel if the parties cannot agree, pursuant to the commercial arbitration rules of the American Arbitration Association, in accordance with the following procedures:

A. The arbitration tribunal shall consist of three (3) arbitrators. The parties shall respectively nominate one (1) arbitrator in the request for arbitration and one (1) arbitrator in the answer thereto, and the two (2) arbitrators so named will then jointly appoint third arbitrator as chairperson of the arbitration tribunal.

B. The decision of the arbitration tribunal shall be final and binding upon the parties hereto, and judgment upon such decision may be entered in any competent court for juridical acceptance of such an award and order of enforcement. Each party hereby submits itself to the courts of the place of arbitration, but only for the entry of judgment with respect to the decision of the arbitrators hereunder.

In witness thereof, the Parties hereto have executed this Agreement in duplicate by proper persons thereunto duly authorized.

[Sponsor]
[Institution]

By: 


By: 







(Signature)


(Signature)


(Print or type name)


(Print or type name)

Title: 

Title: 





Date: 

Date: 





Participating Investigator

I have read this Agreement and understand and accept my obligations hereunder.

By:







(Signature)

Title: 





Date: 






Exhibit A: Study Protocol

Exhibit B: Budget and Payment Schedule
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