Delete or add clauses as needed for individual studies

Introduction 
This Agreement is entered into by and between The Cleveland VA Medical Research and Education Foundation, a non-profit corporation with its principal office and place of business at VAMC 151C (W), 10701 East Boulevard, Cleveland OH 44106 hereinafter called ("INSTITUTION,") and (Sponsor Name), a corporation with its principal office and place of business at (address), hereinafter called "SPONSOR."

Scope of Work
INSTITUTION is a flexible funding mechanism established pursuant to 38 U.S. Code ß7361, et Seq., and as such facilitates approved VAMC research. INSTITUTION shall facilitate the conduct of this Study, which has been approved by VAMC Research and Development Committee and shall use all reasonable efforts to ensure performance of the Agreement.
Principal Investigator 
The principal investigator is (Name) ("INVESTIGATOR"), who will be responsible for the direction of the Study in accordance with applicable policies and the Protocol. This Study will allow SPONSOR to combine mutual interests and resources with the INSTITUTION and the Department of Veterans Affairs (DVA) to search for new or improved methods of treating human afflictions, allowing all parties to further serve DVA patients and the general public through medical research and investigation. If for any reason, INVESTIGATOR is unwilling or unable to continue to serve as Principal Investigator and a successor acceptable to both the INSTITUTION and SPONSOR is not available, this Agreement shall be terminated as provided below.

Performance Period (Date to begin and expected ending date) 
The effective period of this Agreement will be from (date) through (date). In the event that the Study is not completed within the effective period, Sponsor may extend the effective period by written notification to the INSTITUTION.

Payment and Payment schedule
Details here on Cost and Payment.) Checks to be made payable to:
The Cleveland VA Medical Research and Education Foundation
VAMC 151C (W), 10701 East Boulevard 
Cleveland, OH 44106 IRS ID# 34-1710663 
Payment for the conduct of the study may be made only to INSTITUTION. Under no circumstances will payment in any form (cash, travel, gifts, bonuses) be made directly to the principal investigator, to any of the investigator's study employees, or to any other organization or party without prior written approval from INSTITUTION.

Record Keeping, Reporting and Access
It is agreed that SPONSOR's authorized representative(s), and regulatory authorities to the extent required by law, may during regular business hours arrange in advance with the INVESTIGATOR to: 
(1) examine and inspect the facilities required for performance of the Study; and
(2) inspect and copy all data and work products relating to the Study.

Confidentiality
During the term of this Agreement and thereafter, INSTITUTION and INVESTIGATOR shall use all reasonable efforts not to disclose confidential information without SPONSOR's prior written consent for all information received from SPONSOR.
INSTITUTION and INVESTIGATOR agree not to disclose SPONSOR's confidential information to any person, except the INVESTIGATOR, Subinvestigators, members of the Institutional Review Board or, as required to the Food and Drug Administration, without the prior written consent of SPONSOR, and further agrees to take all reasonable precautions to prevent the disclosure by the INVESTIGATOR, Subinvestigators and IRB or SPONSOR's confidential information to a third party. INVESTIGATOR agrees to use SPONSOR's confidential information only in the conduct of the Study and evaluation of its results. The provisions of this section do not apply to any information which:
·

· Was known to INSTITUTION or INVESTIGATOR prior to receiving that information either directly or indirectly from SPONSOR,

· Is generally known to the public or which becomes generally known to the public through no act or omission on the part of the INSTITUTION or INVESTIGATOR,

· Is disclosed to INSTITUTION or the INVESTIGATOR at any time by a third party who had a legal right to disclose it,

· Is made public or must be disclosed by law or VA regulation.

Publications 
IF ONE CENTER:
Publications and Presentations. INSTITUTION or any INVESTIGATOR may freely publish and disseminate the results of its investigative findings hereunder. The authorship and contents (including scientific conclusions and professional judgments) of any paper submitted shall be determined by INSTITUTION. INSTITUTION shall provide SPONSOR with a copy of the paper(s) prepared for publication by it or INVESTIGATOR at the earliest practicable time, but in any event not less than thirty (30) days prior to their submission to a scientific journal or presentation at scientific meetings and a reasonably detailed summary or abstract of any other oral or written publication not less than thirty (30) days prior to their submission or presentation. SPONSOR may comment upon, but may not make any editorial changes to the results and conclusions set forth in the papers. SPONSOR personnel shall be acknowledged in accordance with customary scientific practice. 
IF A MULTICENTER PROJECT ADD:
As this study is part of a multicenter trial, publications derived from this study should include input from INVESTIGATOR, his/her colleagues, other investigators in this trial and SPONSOR personnel. Such input should be reflected in publication authorship, and agreement regarding order of authors should be established before writing a manuscript. INVESTIGATORS interested in participating in writing the manuscript should contact SPONSOR. Selection of authors will depend, in part, on their level of enrollment of eligible patients. Subsequent to the multicenter publication or one year after completion of the study, whichever occurs first, an investigator and/or his/her colleagues may publish the results of INVESTIGATOR's part of the study independently. (Federal Copyright Act of 1976, as amended, 17 U.S.C. ß 101, et seq.)
Use of the Institution's Name (Advertising)
The SPONSOR shall not use the name of the INSTITUTION or any parent, subsidiary, unit or division of the INSTITUTION directly or indirectly, in any form of public information without the written consent of the INSTITUTION. This in no way is intended to restrict free publication in scientific journals. Neither party shall include the name of the other party in any advertising, sales promotion or other publicity release without the prior written approval of that party. (Endorsements [advertising], subject to 5 C.F.R. 2635.702.)
Human Subjects (where applicable)
Informed Consent of the Subjects participating in the Study shall be obtained. The Institutional Review Board ("IRB") review and approval of the Protocol, including the Informed Consent form, shall be obtained. INSTITUTION and INVESTIGATOR agree to supply SPONSOR with evidence of IRB approval by submitting a copy of the Informed Consent form letter approved by the IRB. INVESTIGATOR agrees not to begin enrolling Subjects until the IRB-approved Informed Consent form has been reviewed and approved by SPONSOR.
Investigational New Drug (where applicable)
SPONSOR shall provide, without charge, the Investigational New Drug to the INVESTIGATOR to be used solely in the Study. Such drug shall be shipped to the INVESTIGATOR in appropriately marked containers in accordance with 21 C.F.R. 312.6. 
Accurate records of all drugs received and dispensed must be maintained, and all investigational new drugs shall be stored in a secure and locked location to prevent theft or misuse. All used vials of investigation new drugs shall be destroyed. All expired or unused investigational new drugs must be returned to SPONSOR

Animal Subjects 
The Louis Stokes Cleveland VAMC, 10701 East Boulevard, Cleveland OH 44106, practices good animal husbandry and is accredited by the American Association for Accreditation of Laboratory Animal Care (AAALAC).

Rights to Use Results
Nothing herein shall preclude, prevent or prohibit VA, or its researchers as is appropriate, from clinical use of the results of the research contemplated in this Agreement

Inventions, Patents, Discoveries & Ownership of Results
Any information, inventions or discoveries (whether patentable, or not), innovations, suggestions, ideas, communications and reports (collectively "Inventions"), conceived, reduced to practice, made or developed by the Department of Veterans Affairs (VA) or Principal Investigator, as a result of conducting the Study, are controlled by Federal law (35 U.S.C. §§ 102 & 200 - 212, 37 C.F.R. Part 501, and 38 C.F.R. §§ 1.650 - 1.663). However, if VA obtains ownership of such Inventions arising from research conducted under the Study, Sponsor shall be granted the first opportunity to purchase a license for use of the Inventions based on good faith negotiations between the parties. Such license may be worldwide and exclusive, subject to the right of the United States to retain an irrevocable, royalty-free right to use the Inventions throughout the U.S. Government.

Ownership of Data and Documents
All documents, protocols, data, know-how, methods, operations, formulas, confidential information and materials provided to the INVESTIGATOR by SPONSOR are and shall remain SPONSOR property. The Completed Case Reports, the Final Report and other documents resulting from the study shall also be owned by the SPONSOR. Copies of any documents referenced herein shall be returned to SPONSOR upon SPONSOR request within fourteen (14) days of such request. INVESTIGATOR shall have the right to retain a copy for DVA or its researchers as is appropriate, for clinical use of the results of the research contemplated in this Agreement.
Patient records are excluded from any discussion of sponsor ownership of reports, records, etc. generated by the study.

Record Keeping and Reports
(As requested)

Compliance with Statutes
INSTITUTION and INVESTIGATOR agree to conduct the Study in accordance with applicable federal and state statues and regulations.

Debarments
INSTITUTION warrants and represents to the best of its actual knowledge or belief, neither the INVESTIGATOR nor any person employed directly in the performance of this Study has been debarred and no debarred person will in the future be employed by the INSTITUTION in connection with any work to be performed for or on behalf of SPONSOR which may later become part of any application for approval of a drug or biologic by the Food and Drug Administration. If at any time after execution of this Agreement, the INSTITUTION becomes aware that the INVESTIGATOR or any person employed is in the process of being debarred, the INSTITUTION will so notify SPONSOR at once.

Termination
(A) Termination of this Agreement
(1) Either party may terminate this Agreement if the other party breaches any of its obligations or provisions of this Agreement, provided however, that the defaulting party shall be given not less than thirty (30) days prior written notice of such default and the opportunity to cure the default during such period.
(2) Either party may terminate this Agreement for cause or convenience upon ninety (90) days written notice.
(3) In the event this Agreement is terminated by either party, then SPONSOR in its sole discretion may specify in writing which activities and Studies must be completed at the expense of SPONSOR by INVESTIGATOR and the effective date of termination shall be extended only with respect to those activities and Studies specified by SPONSOR until they are completed.
(B) Termination of A Study
(1) SPONSOR may immediately terminate a Study being performed under the terms of this Agreement or INVESTIGATOR's participation in such Study, immediately, (a) in the event the INVESTIGATOR does not enroll the specified minimum evaluable patients per calendar quarter, or (b) for safety reasons relating to the use of the Compound, or (c) in the event SPONSOR terminates its development program relative to the Compound or the indication for the Compound specified in the Protocol, or (d) if the FDA requests that the Study be terminated.
(2) Either party or the Principal Investigator may immediately suspend or terminate performance of the Study if there is a reasonable basis to believe that the safety of the Study subjects is at risk. Whoever suspends or terminates shall immediately notify the others of the action and its basis.
(3) Upon receipt of notice of termination of a Study from SPONSOR, INVESTIGATOR shall immediately stop entering patients into the Study and, to the extent medically permissible, cease administering the Compound and conducting procedure on patients already entered into the Study
(4) INVESTIGATOR shall use all reasonable efforts, upon the request of SPONSOR, to (i) complete reports for all patients that have been entered into the Study as of the termination date of this Agreement and/or (ii) write a final report for that portion of the Study that has been completed as of the termination date.
(5) Upon termination of a Study, SPONSOR's sole obligation shall be to pay INSTITUTION a pro-rated amount for actual work performed pursuant to the Study. In the event SPONSOR has overpaid INSTITUTION for work actually performed up to the date of the termination of the Study, INSTITUTION shall refund to SPONSOR, as soon as reasonably practicable but in no event later than 5 days after termination, any amounts already paid by SPONSOR to INSTITUTION that are in excess of what INSTITUTION is due under this Agreement for the Study which has been terminated.
(C) Termination of this Agreement or any individual Study being performed under the terms of this Agreement shall not affect any rights or remedies of either party at law or in equity.

Notices and Modifications
Either party may terminate the Study early by giving at least thirty (30) days prior notice, or immediately upon a material breach, for good cause, or upon termination of the Study by the FDA. Any changes or modifications should be mailed to: 
SPONSOR Contact Person: _______________________________________
Name: _______________________________________ 
Address: _______________________________________ _______________________________________ INVESTIGATOR Name: _______________________________________
Address: _______________________________________ _______________________________________ INSTITUTION Contact Person: 
Gail Burns, Executive Director
Institution Name: The Cleveland VA Medical Research and Education Foundation Address:
VAMC 151C (W)10701 East Boulevard
Cleveland OH 44106

Conflict of Interest (if Required by Sponsor)
In order to avoid the potential for conflicts of interest as well as the appearance of such, INVESTIGATOR agrees that during the term of this Agreement he or she will not hold any shares of stock of SPONSOR or options to purchase shares of stock of SPONSOR without the prior consent of SPONSOR, and that he or she will not purchase or sell, whether for his or her own account or the account of any other person or entity, shares of SPONSOR stock. In addition, INVESTIGATOR shall make all Subinvestigators aware of this provision which shall be fully applicable to them.

Independent Contractor
INSTITUTION is an independent contractor with respect to the services performed under this protocol. Nothing contained herein shall be construed as an employment relationship or partnership between the INSTITUTION and the SPONSOR.

Insurance
The Department of Veterans Affairs (VA) is part of the executive branch of the United States. The Government is self-insured and does not maintain general liability insurance. In lieu of any insurance, VA's liability for the negligence of its employees in performing their duties is governed exclusively by the provisions of the Federal Tort Claims Act, 28 U.S.C. §§ 1346(b) & 2671 - 2680. This law generally provides that the Government will intervene in negligence claims brought against its employees and defend, settle or pay them as appropriate

Indemnification (Only if Required)
Applicable Law 
This Agreement shall be construed, interpreted and enforced under federal law and, when not inconsistent, the laws of Ohio.

Subject Injury Reimbursement 
Sponsor shall reimburse for reasonable and necessary medical expenses incurred by research subjects for medical care, including hospitalization, in the treatment of adverse reactions arising directly from study drugs or devices following their administration or use in accordance with the protocol, when expenses are not covered by the research subject's medical or hospital insurance coverage or other third party payer and are in no way attributable to the negligence or misconduct of any person in the employment of the Institution or to the research subject's own failure to follow instructions. No other compensation of any type will be provided by Sponsor to the research subjects.

Arbitration (where needed)
This VA approved research protocol will be conducted by a VA employee of the VA Medical Center using VA resources. The VA cannot subject itself to the laws of Ohio. Therefore, any paragraph on arbitration will require changes to reflect that the conduct of VA is governed by federal law, and the law of Ohio to the extent that it is consistent with applicable federal law

Governing Law
This Study is subject to the laws of Ohio to the extent that it is consistent with applicable federal law. Nothing herein shall supersede federal law. Signature Page IN WITNESS WHEREOF, the parties hereto have set their hands in duplicate with the intention that this be a binding agreement as provided herein. SPONSOR: INSTITUTION: 
SPONSOR: INSTITUTION:
By: ____________________________ By: Gail Burns 
Title: ____________________________ Title: Executive Director
Date___________________________ Date ____________________________


By signature below, the INVESTIGATOR and Sub-INVESTIGATOR(s), who are not parties, acknowledge that they will comply with this the obligation of the INVESTIGATOR and Sub- INVESTIGATOR in agreement.
INVESTIGATOR: SUB-INVESTIGATOR:
_______________________________ _________________________________
Date________________________ Date _____________________________

