Research Agreement
Introduction/Preamble
This agreement is entered into by and between the Palo Alto Institute for Research and Education, Inc., a non-profit corporation with its principal office and place of business at 3801 Miranda Avenue, Palo Alto, California, 94304, hereinafter called (“Institution”,) and [Sponsor Name], a corporation with its principal office and place of business at [address], hereinafter called (“Sponsor.”)

Institution is a flexible funding mechanism established pursuant to 38 U.S. Code §§7361-7368 and, as such, facilitates research approved by the Department of Veterans Affairs (“VA”) and conducted by employees of VA Palo Alto Health Care System (“VAPAHCS”) and Institution.  VAPAHCS is the employer of [P.I. Name], the Principal Investigator ("Investigator"), and other sub-investigators and research staff who will conduct the research contemplated under this Agreement.
Investigator will be responsible for the direction of the research in accordance with applicable policies and the protocol.  If for any reason Investigator is unwilling or unable to continue to serve as Principal Investigator and a successor acceptable to both Institution and Sponsor is not available, this agreement may be terminated as provided below.

Scope of Work 
Institution shall exercise its best efforts to facilitate the study set forth in {Choose one:  Protocol No. [number] entitled “[protocol title]” (“Protocol”) or the Proposal/Abstract}, attached as Exhibit A (“Study”), in accordance with this agreement, to be performed at VAPAHCS.  Institution shall facilitate the conduct of Study, which has been approved by the VAPAHCS Research and Development (R&D) Committee, and shall use all reasonable efforts to ensure performance of the agreement.  Study will allow Sponsor to combine mutual interests and resources with Institution and VA to search for new or improved methods of treating human afflictions, allowing all parties to further serve VA patients and the general public through medical research and investigation.
Performance Period
The effective period of this agreement will be from [date] through [date].  The effective period may be extended by executing an amendment to this agreement.
Payment and Payment Schedule 
Sponsor will pay nonrefundable one time and start up fees of [$1,875] upon execution of this agreement.  {If human subjects involved in study:  Sponsor will also pay for initial ($3,125) and annual ($1,562.50) Institutional Review Board (“IRB”) fees} {if study requires dispensing of drug: as well as a Pharmacy set up fee of $437.50}.  {Insert further details of payment(s) here, or attach a separate sheet and label and reference it, e.g. “Exhibit B”.}
Checks to be made payable to Palo Alto Institute for Research and Education, Inc., Federal Tax ID# 77-0207331, and mailed to:

P.O. Box V-38

Palo Alto, CA  94304-0038

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 Investigator, to any of Investigator’s study employees, or to any other organization or party without prior written approval from Institution.

The parties to this agreement recognize that any budget developed or presented for Study is a reasonable estimate of the cost of Study and that there may be excess funds at the end of Study due to efficiencies.  Such funds may be used in the direct or indirect support of Institution’s research and education activities.
Record Keeping, Reporting & Access 
It is agreed that Sponsor’s authorized representative(s), and regulatory authorities to the extent required and permitted by law, regulation, or other applicable authority, may during regular business hours arrange in advance with Investigator to:

1.
examine and inspect the facilities required for performance of Study; and 

2.
inspect and copy all data and work products relating to Study.

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 presentation, abstract or publication submitted shall be determined by customary scientific practice.  Institution shall provide Sponsor with a copy of the presentation, abstract or 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 meeting.  Sponsor may review the contents of any proposed presentation, abstract or publication, including any results of this Study, and, if necessary, to delay such presentation or publication for a limited time, not to exceed ninety (90) days, in order to protect the confidentiality or proprietary nature of any information contained therein.  Sponsor may otherwise comment upon but may not make any editorial changes to the results and conclusions set forth in the papers or presentations.  

[If a Multicenter Project Add the Following:]

As Study is part of a multicenter trial, publication by Investigator will be delayed until after the multicenter publication or one year after completion of Study, whichever occurs first.  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. § 101, et seq.)

Use of Institution’s or Sponsor’s Name or Logo 
Sponsor shall not use the name or logo of Institution, Stanford University, VA, or any parent, subsidiary, unit or division of same directly or indirectly, in any form of public information without the written consent of that party.  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 
Sponsor acknowledges that Institution has a human research protection program (“HRPP”) applicable to all clinical research studies, including the Study, that includes: 
1.
their submittal for prospective and continuing review to Institution’s institutional review board (“IRB”) as required by the FDA regulations governing the protection of human subjects,

2.
obtaining of consent from human subjects as required by the FDA regulations governing the protection of human subjects

3.
conducting them in accordance with ethical standards such as the Belmont Report.  

In furtherance of Institution’s HRPP, Sponsor and Institution shall immediately:  

1.
when it is not certain that the other has been notified of them, notify the other, of

a.
non-compliance with the protocol or applicable laws, particularly those laws related to human subjects, that could impact the safety or welfare of participating subjects

b.
serious adverse events that have been reported to the FDA or other governmental agency in relation to the Study at VAPAHCS or any other site

c.
unanticipated problems in the Study at VAPAHCS or any other site that could relate to risks to participating subjects, and

d.
circumstances that could affect subjects’ willingness to continue to participate in the Study or the IRB’s continuing approval of the Study, and
2.
develop a plan of communication to subjects with Investigator that is acceptable to the IRB when new findings or results of the Study might impact the willingness of subjects to continue to participate in the Study or directly affect their current or future safety or medical care.

Institution shall promptly notify IRB and VA officials. 
Research Related Injuries
Sponsor agrees to provide reimbursement for:

1. all reasonable and customary costs incurred and associated with the diagnosis of an adverse event involving the Study drug or a Study procedure; and

2. all reasonable and customary costs incurred for treatment of physical injury to the subject if Sponsor determines, after consulting with Investigator, that the adverse event was reasonably related to administration of the Study drug or Study; provided, however, that:
a.
the adverse event is not attributable to Investigator’s or any agents’ or employees’ negligence or misconduct;

b.
the adverse event is not attributable to any underlying illness, whether previously diagnosed or not; and

c.
the Study drug or Study procedure was administered in accordance with the Study.

Sponsor shall have the option of paying the additional costs directly to the provider of the service or to Institution.

Specimens
Any specimens from human subjects sent to Sponsor must be destroyed or returned to VAPAHCS for destruction once the specific analyses are performed.  If the specimens are not returned to VAPAHCS, Sponsor must certify in writing the destruction of the specimens.
Investigational New Drug 
Sponsor shall provide, without charge, the Investigational New Drug to be used solely in Study.  Such drug shall be shipped 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 investigational new drugs shall be destroyed.  All expired or unused investigational new drugs must be returned to Sponsor.

Animal Subjects 
All studies involving animal subjects are approved and reviewed on an ongoing basis by the VAPAHCS Institutional Animal Care and Use Committee.  The Veterinary Medical Unit at VAPAHCS practices good animal husbandry and is accredited by the American Association for Accreditation of Laboratory Animal Care.

Ownership of Data and Documents
All documents, protocols, data, know-how, methods, operations, formulas, confidential information and materials provided to Investigator by Sponsor are and shall remain Sponsor property.  The completed Case Reports, the Final Report and other documents resulting from 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.  Institution shall have the right to retain a copy for VA 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.
Confidentiality

The Parties agree that all Inventions and all other business, technical and financial information the Parties develop, learn or obtain in connection with Study or that are received by or from the other Party in confidence constitute confidential information.  The Parties will hold in confidence and not disclose confidential information to any person, except Investigator, study staff, members of the Institutional Review Board (“IRB”), the VAPAHCS R&D Committee or, as required to the Food and Drug Administration or other agency to which disclosure is required by law or regulation, without the prior written consent of Disclosing Party.

The provisions of this section do not apply to any information which: 

1.
was known to Institution or Investigator prior to receiving that information either directly or indirectly from Sponsor, or

2.
is generally known to the public or which becomes generally known to the public through no act or omission on the part of Institution or Investigator, or 

3.
is disclosed to Institution or Investigator at any time by a third party who had a legal right to disclose it, or

4.
is made public or must be disclosed by law or VA regulation, or other applicable legal authority.

Compliance with Statutes 
Institution agrees to conduct Study in accordance with applicable federal and state statutes and regulations.

Debarment
Institution warrants and represents to the best of its actual knowledge or belief, neither Investigator nor any person employed directly in the performance of Study has been debarred and no debarred person will in the future be employed by 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, Institution becomes aware that Investigator or any person employed is in the process of being debarred, Institution will so notify Sponsor at once.

Termination 
Either party may terminate Study early by giving at least thirty (30) days prior notice, or immediately upon a material breach, for good cause, or upon termination of Study by the FDA.

In the event this agreement is terminated by Sponsor for any reason except for a breach by Institution, Sponsor shall pay Institution all reasonable non-cancelable costs incurred as of the date of termination.  For purposes of this agreement, non-cancelable costs shall mean costs which cannot be prevented or mitigated and which arise directly as a result of this agreement.  In the event the total payments previously made by Sponsor exceed the final calculation of the fees owed to Institution, Institution shall promptly reimburse such excess to Sponsor.  Upon receipt of a termination notice from Sponsor, Institution shall use its best efforts to cease incurring and to minimize already incurred costs and expenses.

Notices/Modifications 
Any changes or modifications should be mailed to:

For research and technical matters:

PAIRE P.I. Name, M.D. (mail code)
Scientific Contact @ sponsor

VA Palo Alto Health Care System
Sponsor name

3801 Miranda Avenue
Sponsor address

Palo Alto, CA  94304
Sponsor address2

P.I. email
Scientific Contact email

650.493.5000 ext. XXXXX
Scientific Contact phone

For contractual matters:

Mary Thornton
or courier address:
Contractual contact @ sponsor
Chief Operating Officer

Contact Title
PAIRE
PAIRE (151P)
Sponsor name 
P.O. Box V-38
3801 Miranda Avenue
Sponsor address 
Palo Alto, CA  94304-0038
Palo Alto, CA  94304-1290
Sponsor address2
mary@paire.org
650.858.3970
Contract contact email
650.493.5000 ext. 63819
Contract contact phone
Independent Contractor 
Institution is an independent contractor with respect to the activities undertaken as a result of this agreement.  Nothing contained herein shall be construed as an employment relationship or partnership between Institution and Sponsor.

Insurance
VA is part of the executive branch of the United States.  The federal government 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.

Applicable Law 
This agreement shall be construed, interpreted and enforced under federal law and, when not inconsistent, the laws of the State of California.

Nothing herein is intended to supersede federal law or regulation.

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 Name]
	Palo Alto Institute For Research And Education, Inc.

	By:
______________________________
	By:
______________________________

	Name:
______________________________
	
Donna McCartney

	Title:
______________________________
	
Executive Director

	Date:
______________________________
	Date:
______________________________


I have read the foregoing and understand the responsibilities and obligations of Institution and Investigator as expressed therein.

	By:
______________________________

	Name:
______________________________

	
Investigator
Date:
______________________________
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