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CLINICAL STUDY AGREEMENT

THIS AGREEMENT, by and between The Board of Supervisors of Louisiana State University and
Agricultural and Mechanical College (hereinafter referred to as “LSU” ) and
, having a principal place of business at

(hereinafter referred to as “Sponsor’).

WHEREAS LSU desires to conduct a “Clinical Study” of Sponsor’s propri

drug or device, pursuant
to a mutually agreed upon protocol, which shall be incorporated herein as i

WHEREAS the “Clinical Study” contemplated by this Agreement is of muttighi nd benefit to LSU
and Sponsor, will further the Instructional, Research and Public Service missi derive
benefit for both Sponsor and LSU through the advancement of knowledge.

THEREFORE Sponsor and LSU have entered into this Clini
effective the first day of the Project Period defined be

tudy Agreement ‘Agreement”),

Article 1 - Project Period

1.1 "Project Period" means the period

Article 2 —Study and Study Materials

2.1 "Clinical Study” is dg i orkset forth in Appendix A, LSU Proposal
Number lkecti as Principal Investigator (“P.1.”).

2.2 Clinical Study substantially in accordance with the

2.3 Sponsor will pr@ ictent numbers or amounts of its proprietary drug or devices
i able LSU to conduct the Study.

progress reports to Sponsor as stated in Appendix A. On either party’s
hall confer to discuss the status of the Project and any proposed changes to the
Article 4 — Payme
COST REIMBURSEMENT

4.1 Sponsor shall reimburse LSU's reasonable expenses in conducting the Project. Without Sponsor's

prior written consent, these expenses shall not exceed dollars ($ ). LSU
shall invoice Sponsor for $ upon execution of this Agreement. LSU shall invoice
Sponsor for additional payments of $ each on and . Sponsor will pay
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4.1

4.1

4.2

invoices within 30 days. LSU shall submit financial reports of expenditures by major cost
categories on a cumulative basis. The initial financial report shall be submitted within 20 days
after the end of the first full calendar quarter of the Project Period. Subsequent financial reports
will be submitted within 20 days after the end of each calendar quarter, and a final financial
report shall be submitted within 90 days of the end of the Project Period or within 90 days of
termination of the Agreement. If the payments made to LSU exceed expenditures, then the
difference shall be refunded to Sponsor with the final financial report.

FIXED PRICE (OPTION 1)

The total amount Sponsor shall pay LSU under this Agreement i

$ ). LSU shall invoice Sponsor for $ upo
LSU shall invoice Sponsor on the first of each month thereafter during
additional payments of $ each. days.

Any unexpended funds will be retained by LSU.

The total amount Sponsor shall pa dollars
$ ). LSU shall invoi upon execution of this Agreement.
LSU shall invoice Sponsor for additi each on and

puting # 065400137
e on Account: Louisiana State University

Checks shall be made payable to Louisiana State University, and shall be mailed to:

Louisiana State University

Office of Accounting Services
Sponsored Program Accounting
Baton Rouge, Louisiana 70803-2901
Invoice #




4.3

44

4.5

4.6

Article 5 — Confidential Information

5.1

5.2

5.3

LSU is authorized to incur pre-award costs up to six months prior to the Project Period. However,
LSU shall not receive more funds than the total provided in Paragraph 4.1.

LSU shall retain title to any equipment purchased with funds provided by Sponsor.
If Sponsor loans any equipment or supplies to LSU, Sponsor shall bear all risk of damage or loss

to the equipment or supplies, except to the extent due to LSU’s willful or intentional acts. Sponsor
shall maintain all such equipment or supplies while in LSU's custody.

termination of
of the date of

Notwithstanding anything in this Agreement to the contrary, in t
this Agreement under Article 9, Sponsor shall pay all costs a
termination, including all non-cancelable obligations and all non-
that this obligation shall not be construed to authorize payment in
provided in Paragraph 4.1.

"Confidential Information” shall mean in ati i o the other, and that

] idential Information™
ed that within seven days
picuously marked "CONFIDENTIAL
us marked is delivered to the receiving party.
formation in strict confidence, and shall not
disclose it to any third party. Neithe other party's Confidential Information for
any purpose other tha i i e Agreement, or to evaluate a potential
i reasonable efforts not to disclose the other’s
inancially liable for an inadvertent disclosure.
t disclosure to a third party has occurred, then the
ppropriate course of action. On request by the other
ertent disclosure shall promptly notify the third party that
request that the third party promptly return all copies of

shall also include information that is in
the information is reduced t
INFORMATION," and a copy 0

party, the part
the disclosure
the disclosed Co

ic knowledge, or later becomes public knowledge through no fault of the
hown by written records to have been in the possession of the receiving
losure; or (c) is received from a third party who neither directly nor indirectly
providing party; or (d) is required to be disclosed by a court or government

y -- provided in such a case that the providing party is given reasonable notice and
opportunity to contest the disclosure.

Study Materials supplied to LSU by Sponsor under this agreement will be considered Confidential
Information of Sponsor and will not be distributed by LSU to any third party.



5.4 These confidentiality obligations shall continue until three years after the termination of the
Agreement.

Article 6 - Publications

6.1 Whereas LSU is an institution of higher education, and whereas the freedom to publish is of
cardinal importance to universities and to their personnel, it is understood that LSU, the P.I., and
other LSU personnel shall be free to make such publications as they see fit.concerning the Project,
except as provided in Article 5 respecting Sponsor’s Confidential Infor . LSU shall own the
copyright in such works, except to the extent that LSU’s Bylaws wai
favor of the authors.

Avrticle 7 - Publicity

7.1 Sponsor may not make any use of LSU's name, marks, insignia, logos, ca

Sponsor state or imply that LSU in an
purchase, product, or treatment.

Avrticle 8 - Intellectual Property Rights

8.1

shall not obtain or atte i ponsor provided materials or information,
without the express w Il inventions, patent applications, or patents
made during the Clinical at least one employee of LSU as an inventor shall be
owned as follows:

8.1.1 1 i e of, composition of, or improvement to Sponsor provided

cover a scientific process, technique, procedure, medium, device or other
is not unique to Sponsor provided materials or information shall be owned
or shall be given an option to negotiate a license thereto.

Article

9.1 This
its terms.

effective during the Project Period, unless terminated earlier in accordance with
er party may terminate this Agreement on thirty days written notice.

9.2 If the P.1. becomes unable or unwilling to continue the Project, and a mutually acceptable substitute
is not available, LSU and Sponsor each shall have the option to terminate the Project.

9.3 If either party commits a material breach of this Agreement, and fails to remedy that breach within
thirty days of written notice, the other party may, at its option, in addition to any other legal
remedies, terminate this Agreement immediately upon written notice.
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94 In the Court's discretion, the prevailing party in any dispute arising out of this Agreement may be
awarded reasonable attorneys’ fees, court costs and expenses, including those associated with
appellate or enforcement proceedings.

95 Termination of this Agreement for any reason shall not affect rights and obligations accrued prior
to termination, nor release the parties from their respective rights and obligations under Articles 4,
5,6,7,8,10,11, 12, 13 and 14.

Avrticle 10 - Independent Contractors

10.1  Inthe performance of all obligations under this Agreement: (a)
contractor. Neither party shall be entitled to any benefits applicable
(b) Neither party is authorized to act as agent for the other for any

an independent
of the other party.

10.2  Each party represents that it is acting on its Q f another private or

Agreement nor any rights under this Ag ASSI er party without the prior
written consent of the other party.

Article 11 - Insurance and Indemnity

11.1  LSU represents that ce, such protection being applicable to
LSU's officers, employ ithin the scope of their employment by LSU.
LSU has no liability insur rotection to any other person.

11.2  Each party s
agents and e
and claims, incl
suits,udgments, S are attributable to the willful act, fault, omission, or negligence of
ifyi or of its employees, servants, or agents, in performing its obligations under
ded, however, that neither party shall hereby be liable for consequential

armless the other party, and its officers, directors,
t any and all losses, liabilities, demands, suits, judgments

11.3
d against any and all losses, liabilities, demands, suits, judgments and claims,
le attorneys’ fees, for losses arising out of the use, by Sponsor or by a third party
acting wi onsor’s authorization, of products or processes developed or made as a result of
information or materials received from LSU.

Article 12 —Shipment of Study Materials

12,1  If Study Materials are supplied by Sponsor to LSU, then on LSU's request Sponsor shall accept, at
Sponsor’s expense, any unused portions of the Study Materials supplied by Sponsor (and, in the
case of biological materials, any progeny of such materials), including the containers in which the
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Study Materials are shipped, provided that the Study Materials and containers are properly labeled
by LSU upon their return to Sponsor. Further, for each Study Material supplied, Sponsor shall
furnish LSU with sufficient information to identify precautions needed to help protect the health
and safety of personnel using the Materials and of the public; the information thus to be supplied
by Sponsor shall include all pertinent material safety data sheets.

Article 13 — Export Controls

ts and visitors, LSU
gulatlons Accordingly,

13.1  As an institution of higher education with many foreign employees,
intends to conduct the Project as fundamental research under U.S. exp
Sponsor warrants that it will not transfer its export-controlled mat

Article 14 - Miscellaneous

141
14.2 by the parties
i uge Parish, State of

Louisiana. Both parties consent to such veg

14.3  This Agreement constitutes the entire i and LSU, and supersedes
any prior agreement or understandi Ject matter. Any modification, extension, or
amendment to this Agreement sh : unless reduced to writing and signed by both
parties.

14.4  LSU makes no representati i the results of the Project will be.

14.5  Nothing in this Agreeme it the freedom of the P.l. or any other LSU
personnel fro " ngaglng in e field that is covered by this Agreement. Sponsor
greement are subject to the rights of other sponsors

14.6 :
ain body of this Clinical Study Agreement, and (b) second, to the attached
gpendix A). This Agreement shall not be altered by the acknowledgement

14.7 reement is deemed void or unenforceable by a court of competent jurisdiction,
isions shall remain in full force and effect. Furthermore, in lieu of that invalid
part, ther | be automatically added to this Agreement a provision as similar in terms to that

invalid part as may be possible, legal, valid, and enforceable.



14.8  Notices, invoices, and other communications shall be deemed made if sent postage prepaid,
addressed as shown below, or to such other address as a party may hereafter designate by written
notice:

If to Sponsor (Business Matter): If to LSU (Business Matter):

Darya Courville, Executive Director
Office of Sponsored Programs
202 Himes Hall

Louisiana State Universi
Baton Rouge, Louisi
Phone: 225-578-27
Fax: 225-578-2751
Email: osp@Isu.edu

If to Sponsor (Technical Matter):

IN WITNESS WHEREOF, th i is Ag nt to be executed.

Sponsor of Supervisors of Louisiana State LSU
and Agricultural and Mechanical College
BY: BY: Darya Courville
Executive Director
Office of Sponsored Programs
Date: Date:




