






CLINICAL STUDY AGREEMENT

This Study Agreement (this “Study Agreement”), effective as of the _____  day of ____________, 20__(the “Effective Date”), is entered into by and among University of Pittsburgh, Office of Sponsored Programs, 123 University Place, Pittsburgh, Pennsylvania 15213 (“University”), and _______, a _______ corporation with its principal office and place of business located at ________ (hereinafter “Sponsor”).

WHEREAS, University desires to conduct a clinical study (“Study”) of Sponsor’s proprietary drug or device (“Study Drug/Device”), pursuant to a mutually agreed upon protocol, entitled “___________,” which shall be incorporated herewith as Exhibit A (“Protocol”); 

WHEREAS, University is engaged in the treatment of patients and clinical research in therapeutic areas of interest to Sponsor;

WHEREAS, University oversees the conduct of certain clinical trials managed by an University faculty member (each such person, a “Principal Investigator”); and

WHEREAS, pursuant to an arrangement between University and the University of Pittsburgh Medical Center (“UPMC”), the Principal Investigators shall perform the Study (as defined herein) at UPMC.

NOW THEREFORE, in consideration of the foregoing premises and the mutual covenants contained herein, the parties hereto agree as follows:

1.
PRINCIPAL INVESTIGATOR

“_________” of University shall serve as the principal investigator of the Study at University (Principal Investigator”). 
2.
PERFORMANCE PERIOD AND ENROLLMENT OF SUBJECTS


Study shall commence upon execution of this Study Agreement and receipt of approval of the Study by the University of Pittsburgh Institutional Review Board (“IRB”) and will continue until completion of the Study as required by the Protocol (including any amendments thereto), unless this Study Agreement is terminated earlier pursuant to Section 13 hereof.  The Study shall enroll a maximum of _______ (______) research subjects meeting all Protocol eligibility requirements (each such person, a “Subject” and collectively, the “Subjects”).  Notwithstanding the foregoing, if Sponsor and University agree in writing to increase the number of Subjects for a Study, Sponsor shall pay University additional compensation for such additional Subjects as may be agreed upon between the parties.

3.
COST AND PAYMENT


The parties hereto represent and warrant that the compensation provided under the terms of this Study Agreement shall be consistent with fair market value in arm’s length transactions, and has not been determined in any manner with regard to, or has been given in exchange for, any implicit or explicit agreement to provide favorable procurement decisions with regard to Sponsor’s products, to encourage any particular outcome for the Study, or to the value or volume of any business generated between the parties.  The compensation provided hereunder is directly related to the costs of carrying out the Study, and no incentive payment is included for the identification or recruitment of Subjects.

A. As consideration for performance by University and Principal Investigator under the terms of this Study Agreement, Sponsor shall provide financial support for the Study according to the following schedule:  

Set up fee $_____ 

Upon enrollment of each subject $_____ 

Upon each Study visit $_______
Upon completion of all Protocol specified procedures $______
In addition, Sponsor will provide reimbursement of reasonable IRB fees in an amount not to exceed ______ ($_______) upon execution of this Study Agreement.  Thereafter, Sponsor will provide reimbursement of annual IRB renewal fees in an amount not to exceed ______ ($______), payable within thirty (30) days after Sponsor’s receipt of an itemized invoice.

In addition, Sponsor will provide reimbursement for the reasonable fees of the Investigational Drug Service associated with the conduct of this Study in an amount not to exceed _____ ($______) for initial set up and ______ ($______) per Subject for dispensing fees.

The total dollar amount payable under this Study Agreement shall be referred to as the “Study Cost”.

B. The Study Cost shall be payable as detailed below:

(a)
Twenty-five percent (25%) of the Study Cost upon execution of this Study Agreement;

(b)
_______ upon enrollment of ______ Subjects and submission of corresponding completed case report forms; 

(c)
______ upon ______ and submission of corresponding completed case report forms; and

(d)
Ten percent (10%) of the Study Cost (“Final Payment”) upon (i) receipt by Sponsor of all Study documentation and data and (ii) receipt by Sponsor of a final report from the Principal Investigator.  The Final Payment shall be paid by Sponsor in accordance with the following paragraph.


In the event that more or less than ______ (______) Subjects complete all Protocol specified treatments, the Study Cost shall be adjusted to equal the Per Subject Fee multiplied by the number of Subjects completing all Protocol specified treatments plus the actual amount incurred by University for laboratory expenses and non-cancellable obligations.  The Final Payment will be increased or decreased as appropriate in connection with any adjustment of the Study Cost described above.  Further, if, at the completion of the Study, Sponsor has advanced sums under the terms of this Study Agreement that exceed the adjusted Study Cost, the University shall reimburse to Sponsor any amount by which amounts advanced by Sponsor exceed the adjusted Study Costs.

Notwithstanding anything contained herein to the contrary, if a Subject fails to complete all Study procedures, University shall be entitled to receive the larger of: (a) the prorated share of the per Subject fee, prorated based on the number of completed Study visits; or (b) the actual cost to University for all Study tests, procedures and visits completed for such Subject.


Checks shall be made payable to: 
“University of Pittsburgh”


Checks shall be sent to:

University of Pittsburgh






Lock Box 371220






Pittsburgh, PA  15251-7220






Attention: Controllers Office/Sponsored Projects                      

Accounting






Tax ID. No.  25-0965591
4.
CONFIDENTIAL INFORMATION

A.
During the term of this Study Agreement, and for a period of five (5) years after termination of this Study, neither party shall disclose or use for any purpose other than performance of the Study, any information including, but not limited to, any and all trade secrets, know-how, privileged records or other confidential or proprietary information and data, both technical and non-technical, disclosed by either Party to the other (“Confidential Information”).  Confidential Information shall be in writing, clearly marked “Confidential Information” and sent by the disclosing party directly to the Principal Investigator for this Study.  Confidential Information that is orally disclosed will be reduced to writing and delivered to the receiving party within thirty (30) days of the disclosure and clearly marked “Confidential Information.”   The obligation of non-disclosure and non-use shall not apply with respect to any portion of the Confidential Information that:

(1)
is or later becomes generally available to the public by use, publication or the like, through no fault of the receiving party;

(2)
is obtained from a third party without restriction who had the legal right to disclose the information;

(3)
is already possessed by the receiving party, as evidenced by receiving party’s written records;

(4)
is independently developed by the receiving party as evidenced by the receiving party’s written records; or

(5)
is required to be disclosed by any law, rule, regulation, subpoena, order, decree, or decision or other process of law, provided that, where feasible, in any such event, the receiving party will provide the disclosing party with prior written notice and a reasonable opportunity to seek a protective order and University shall furnish only that portion of the Confidential Information that its counsel advises is required to be disclosed by law.
B.
Both parties shall hold in confidence the identity of any Subject and shall comply with all applicable law(s) regarding the confidentiality of such Subject’s records.


C.
In order to ensure compliance with the Health Insurance Portability and Accountability Act of 1996 (“HIPAA”), the University will obtain either (i) a waiver of the individual authorization requirement of the privacy rule issued under HIPAA (“HIPAA Privacy Rule”), 45 C.F.R. Parts 160 & 164, from a qualified Institutional Review Board or Privacy Board, consistent with the requirements for such waiver, 45 C.F.R. §§164.512(i)(1)(i) & 164.512(i)(2), or (ii) a valid HIPAA Privacy Rule authorization, as prescribed in 45 C.F.R. §164.508(b), from each Subject permitting disclosures from the University and/or the Principal Investigator to Sponsor and any and all other clinical trial service providers, of the Subject’s “protected health information” (as defined in the HIPAA Privacy Rule) as required by and in accordance with the Study, which such authorization will permit Sponsor’s use of such protected health information for the purposes of monitoring the accuracy and completeness of the research data, performing clinical and scientific research, and medical product development.  At the discretion of the reviewing institutional review board (“IRB”), the required elements of a valid HIPAA Privacy Rule authorization and the required elements of a valid Informed Consent form may be combined into one document.

5.
PROPRIETARY RIGHTS

A. Definitions

Data. “Data” is defined as all data, results, conclusions and observations arising from this Study, elements of which may be duplicated within the Sponsor Deliverables (as defined below) and the Original Source Documents (as defined below).  All Data shall be promptly and fully disclosed by University and/or Principal Investigator to Sponsor.  

University-Initiated Protocol Study. “University-Initiated Protocol Study” is defined as a Study for which all material provisions of the Protocol have been developed by University or its agents including Principal Investigator.  

New Inventions or Discoveries. “New Invention or Discovery” shall mean any invention or discovery conceived or reduced to practice during and as part of the Study performed pursuant to this Study Agreement.  [The terms “conceived” and “first reduced to practice” shall be given the meaning of those terms as they appear in 35 U.S.C. §102 (g).]

Original Source Documents.  “Original Source Documents” is defined as the original of  all medical records, hospital records, clinical and patient charts, laboratory notes, pharmacy dispensing records, recorded data from automated instruments, microfiches, photographic negatives, microfilm or magnetic media, X-rays and other diagnostic images, and other records generated and maintained by the pharmacy, laboratories and medico-technical departments of University or UPMC.  University or UPMC shall at all times retain ownership of all Original Source Documents generated by University.  

Sponsor-Initiated Protocol Study. “Sponsor-Initiated Protocol Study” is defined as a Study for which all material provisions of the Protocol have been developed by Sponsor or its agents and provided to University or the Principal Investigator. 

Sponsor-Deliverable.  “Sponsor-Deliverables” is defined as all case report forms and any other report required by the Protocol and prepared as part of this Study.  

B. [For Sponsor-Initiated Protocol Studies Only]
All Sponsor-Deliverables shall be the property of Sponsor.

All Data arising from this Study shall be the sole property of University.  Sponsor shall have the right to freely utilize such Data resulting from this Study for any and all legal purposes (consistent with the scope of the informed consent and HIPAA authorization given by the Subjects).  University hereby grants Sponsor a non-exclusive, royalty free, worldwide license, to use all such Data.  

All rights, title and interest in and to any inventions representing a reduction to a practice of a Sponsor’s prior conception as expressed in the Protocol or other written records of Sponsor, the know-how evident thereto, and any patent applications and resultant patents derived therefrom shall be the exclusive property of Sponsor (“Sponsor IP”).  University shall retain a royalty-free, irrevocable right to use Sponsor IP for non-commercial purposes.
With the exception of the Sponsor IP, the parties will retain title to any patent or other intellectual property rights in New Inventions or Discoveries made solely by their respective employees in the course of the Study.  New Inventions or Discoveries made jointly by University and Sponsor shall be jointly owned by the parties.

For New Inventions or Discoveries developed solely by University, the University or its designee, consistent with the University’s technology transfer policies, will offer Sponsor the first option to enter into a royalty-bearing license agreement to obtain an exclusive, royalty-bearing license to all rights in such New Invention or Discovery, which must be exercised within sixty (60) days of Sponsor’s receipt of notice of such invention.  If Sponsor licenses such an invention, Sponsor shall pay University a reasonable royalty as determined by the commercial value of such invention.  In the event Sponsor fails to exercise its right of first refusal within this sixty (60) day period, University shall be free to license such inventions to third parties on terms no more favorable when considered in the aggregate than those offered to Sponsor.  University shall at all times retain a royalty-free, irrevocable right to use such New Invention or Discovery for non-commercial purposes.  
University shall promptly notify Sponsor and shall assist Sponsor in gaining patent protection for the New Invention or Discovery, if applicable.  Sponsor shall reimburse University for all reasonable expenses incurred thereby, provided University has given reasonable written notice prior to incurring such expenses.  Any patent application shall be filed, maintained and prosecuted by Sponsor or its designee.  University shall retain a royalty-free, irrevocable right to continue using the Invention or Discovery solely for its internal, non-commercial use.  

C. [For University-Initiated Protocol Studies Only]
All Data arising from this Study shall be the sole property of University.  Sponsor shall have the right to freely utilize such Data resulting from this Study for any and all legal purposes (consistent with the scope of the Study informed consent and HIPAA authorization given by the Subjects). University hereby grants Sponsor a non-exclusive, royalty free, worldwide license, to use all such Data.   

The parties will retain title to any patent or other intellectual property rights in New Inventions or Discoveries made solely by their respective employees in the course of the Study.  New Inventions or Discoveries made jointly by University and Sponsor shall be jointly owned by the parties.

For New Inventions or Discoveries developed solely by University, the University or its designee, consistent with the University’s technology transfer policies, will offer Sponsor the first option to enter into a royalty-bearing license agreement to obtain an exclusive, royalty-bearing license to all rights in such New Invention or Discovery, which must be exercised within sixty (60) days of Sponsor’s receipt of notice of such invention.  If Sponsor licenses such an invention, Sponsor shall pay University a reasonable royalty as determined by the commercial value of such invention.  In the event Sponsor fails to exercise its right of first refusal within this sixty (60) day period, University shall be free to license such inventions to third parties.
D. Neither Sponsor nor the University grants any license or transfers to the other by operation of this Study Agreement any patent right, copyright right, or other proprietary right of any party, except as explicitly set forth in this Study Agreement.  

6.
PUBLICATIONS


University and/or Principal Investigator shall have the right to publish the results of the Study. Prior to submission for publication of any manuscript, poster, presentation, abstract or other written or oral material describing the results of the Study, the University and/or the Principal Investigator shall provide Sponsor thirty (30) days to review a manuscript and fifteen (15) days to review any poster presentation, abstract or other written or oral material which describes the results of the Study for the purpose only of determining if any patentable information is disclosed thereby.  If Sponsor requests in writing, the University and/or the Principal Investigator shall withhold any publication or presentation an additional sixty (60) days solely to permit Sponsor to seek patent protection and to remove any Confidential Information from all publications.  


Inclusion of the University and/or Principal Investigator in the authorship of any multi-center publication will be based upon substantial contribution to the design, analysis, interpretation of data, drafting and/or critically revising any manuscript(s) derived from the Study.  The University and the Principal Investigator agree that if a Study is part of a multi-center study, any publication by the University and/or Principal Investigator of the results of the Study conducted at University shall not be made before the first multi-center publication.  In the event there is no multi-center publication within twelve (12) months after a Study has been completed or terminated at all Study sites, and all data has been received, University shall have the right to publish its results from the Study, subject to the notice requirements described above.

7.
USE OF NAME (ADVERTISING)

Each party shall obtain prior written consent from the other party before using the other party’s name, symbols or marks in any form of publicity in connection with this Study Agreement or any Study.  Under no circumstances may Sponsor use the name, symbols or marks of University or UPMC in connection with any product advertisement.

8.
CHANGES TO THE PROTOCOL AND ON-GOING STUDY MONITORING


A.
If generally accepted standards of Good Clinical Practice (“GCP”) as defined in 21 U.S. Code of Federal Regulations (“C.F.R.”) Parts 50, 54, 56, and 312 relating to the safety of Subjects require a deviation from any Protocol, these standards will be followed.  Any party who becomes aware of the need for a deviation from the Protocol will immediately inform the other party to this Study Agreement of the facts causing the deviation as soon as the facts are known to the party.  In addition, Principal Investigator will promptly inform University’s IRB of the deviation.


B.
Sponsor may also, from time to time, make changes to any Sponsor-Initiated Protocol Study.  Any such changes may not be implemented before approval by the University’s IRB.  If these changes will affect the cost of the Study, University will provide Sponsor with a written estimate of the change in Study cost and Sponsor will remunerate University for any increase in cost.

C.
Sponsor agrees to notify the Institution’s Principal Investigator promptly of any findings, including, but not limited to, any reports of any data safety monitoring committees whether such results are final or part of an interim analysis, of which Sponsor becomes aware which may affect the safety or medical care of Subjects or their willingness to continue as Subjects, alter the risk/benefit ratio of the Study, or alter the conduct of the Study or represent serious or continuing non-compliance.  The IRB shall be responsible for communicating such results and possible effects to the Subjects in an appropriate manner.  During the Study and for a period of two (2) years following the conclusion of the Study, Sponsor will continue to inform Institution of observed Study Drug/Device effects which may affect the safety or medical care of Subjects so Institution, if appropriate can inform Subjects.

D.
Sponsor shall have the right, upon reasonable notice and during regular business hours, to audit the Principal Investigator’s conduct of the Study.  Sponsor shall provide a copy of the outcome of any such audit to the Principal Investigator and to the University’s IRB.  

9.
STUDY DRUG/DEVICE AND MATERIALS

Sponsor agrees to provide Study Drug or Study Device and any other Study related materials required during the course of that Study at Sponsor’s sole cost and expense or as specified otherwise in writing between the parties and attached to this Study Agreement and incorporated herein as the “Study Drug/Device Attachment.”   If the Study Drug or Study Device is being evaluated under an FDA accepted Investigational New Drug or Investigational Device Exemption, the Sponsor shall bear all costs of providing the Study Drug or Study Device, or provide written evidence that the FDA has approved the Sponsor’s transfer of the cost of the Study Drug or Study Device to the University.  Sponsor warrants that this cost of providing Study Drug or Study Device is consistent with the requirements of 21 C.F.R. § 812.7 and/or 21 C.F.R. § 312.7, as applicable.  

The Study Drug/Device Attachment shall also list Study Drug or Study Device and the manner and source of supply of such Study Drug or Study Device. For the purposes of this Study Agreement, any Study Drug or Study Device and any Study related materials provided by Sponsor shall be hereafter referred to collectively as “Sponsor Materials.”  In the event that Sponsor agrees to provide University and Principal Investigator with any additional Sponsor products for use in any Study, the Study Drug/Device Attachment shall specify any such additional Sponsor products and the term “Sponsor Materials” shall be deemed to include any such additional Sponsor products.  All Sponsor Materials are owned by Sponsor.  Upon termination or completion of the Study, all unused Sponsor Materials shall be returned to Sponsor or destroyed at Sponsor’s sole option and expense.  

For the purposes of this Study Agreement, the term “Subject Materials” shall include the materials derived from Subjects enrolled in a Study, including, but not limited to, blood, bone marrow, sera, and other biological materials.  Access to any Subject Materials shall be limited to only those persons who have been delegated access by the Principal Investigator or are under Principal Investigator’s direct control and any person within University or its affiliated hospitals. At no time shall any Subject Materials be used for any purpose other than as described in the Protocol or transferred to any third party without University’s prior written consent.

10.
COMPLIANCE WITH LAW AND ACCEPTED PRACTICE


University and the Principal Investigator shall conduct the Study in accordance with generally accepted standards of Good Clinical Practice as set forth in Title 21 of the U.S. Code of Federal Regulations (“C.F.R.”), the Protocol, instructions provided by Sponsor and all applicable local, state and federal laws governing the performance of clinical investigations including but not limited to the Federal Food, Drug, and Cosmetic Act, regulations and guidances of the United States Food and Drug Administration ("FDA") and, to the extent applicable, the Federal Common Rule as set forth in Section 46 of Title 45 of the C.F.R.  

Neither the University, UPMC, the Principal Investigator, nor any of the University’s agents or employees rendering services in connection with the Study is presently:  (1) the subject of a debarment action or is debarred pursuant to the Generic Drug Enforcement Act of 1992; (2) the subject of a disqualification proceeding or is disqualified as a clinical investigator pursuant to 21 C.F.R. § 312.70; or (3) the subject of an exclusion proceeding or excluded from participation in any federal health care program under 42 C.F.R. Part 1001 et seq.  University shall notify Sponsor immediately upon becoming aware of the commencement of any such proceeding concerning, University, UPMC, Principal Investigator, or any such agent or employee rendering services in connection with the Study.
The parties expressly recognize that University’s and UPMC’s computer systems include legacy systems and cannot be certified as compliant with 21 C.F.R. Part 11.  Sponsor shall provide a computer system for recording of clinical data that complies with 21 C.F.R. Part 11, which University shall use for Study Data.



The Parties agree that the Study shall be registered as required by Section 801 of Public Law 110-85 (September 27, 2007) and that all results of the Study shall be similarly disclosed as required by law.  [Sponsor] or [PI] shall be responsible for compliance with this requirement.

11.
INDEMNIFICATION
[For Sponsor-Initiated Protocol Studies]


A.
Sponsor shall defend, indemnify and hold harmless University, UPMC and the Principal Investigator and any of their agents and employees (each, an “Indemnitee”) from any and all liabilities, claims, actions or suits for personal injury or death directly arising out of or in connection with performance under this Study Agreement, or by any use of Data resulting from this Study by Sponsor, provided, however, that Sponsor’s obligation to so indemnify any Indemnitee shall only apply if each of the following conditions is met: 

(1)
any such claim was not proximately caused by Indemnitee’s failure to conduct the Study in substantial accordance with the Protocol, whereby deviation in order to protect the health or well being of the Subjects shall not be considered to be divergence from the Protocol, together with any written instructions from Sponsor, and Good Clinical Practices as defined in 21 U.S. Code of Federal Regulations Parts 50, 54, 56, and 312 and this Study Agreement;

(2)
such loss does not arise out of the gross negligence, recklessness or willful misconduct of any Indemnitee, provided that any action properly conducted by Indemnitee in compliance with the Protocol shall be deemed, for purposes of this provision, to be non-negligent;

(3)
Sponsor is notified within a reasonable time of any legal complaint, claim or injury relating to the loss;

(4)
Sponsor shall have sole control over the defense and settlement of the complaint or claim(s), unless University determines that its interests and that of Sponsor have become adverse to each other, in which case University shall have sole control over the defense and settlement of any claims, provided, however, that both parties shall consult with one another prior to the settlement of a claim; and

(5)
except in the event University’s determination of the existence of adverse interests, Sponsor shall have the right to select defense counsel and to direct the defense and settlement of any such claim or suit.


B.
Sponsor shall provide a diligent defense against and/or settlement of, any claims brought or actions filed for the loss which is the subject of the foregoing indemnity, whether such claims or actions are rightfully or wrongfully brought or filed.  Sponsor shall have the right to settle claims, upon consultation with University, at Sponsor’s sole expense and in Sponsor’s sole discretion.


C.
Except in the event University’s determination of the existence of adverse interests, the University and the Principal Investigator shall fully cooperate with Sponsor and its legal representatives in the investigation and defense of any claim or suit covered under this Study Agreement.  If the claim or action is asserted, the University and/or Principal Investigator shall have the right to select and obtain representation by separate legal counsel, as long as, in the event of the absence of adverse interests, the University and/or Principal Investigator pays for all costs and expenses incurred by it for its separate counsel. 


D.
Sponsor warrants that it maintains a policy or program of insurance or self insurance at levels sufficient to support the indemnification obligations assumed under this Study Agreement, in an amount not less than three million dollars ($3,000,000) per occurrence, and Sponsor shall provide a certificate of insurance evidencing of its coverage to University prior to commencement of the Study at University.

[For University-Initiated Protocol Studies Only]
A. Sponsor agrees to defend, indemnify and hold harmless the Principal Investigator, University, UPMC, its trustees, officers, employees and agents (“Indemnitees”) from and against any and all liability, damages, losses, costs, expenses, judgments, and reasonable attorney fees arising out of Sponsor’s failure to manufacture, package or label the Study Drug/Device in accordance with FDA specifications and any use of Data by Sponsor.  This indemnity is conditioned upon an Indemnitee’s notifying Sponsor of any claim falling within this indemnity within a reasonable time after the Indemnitee receives notice of such claim.  

B. Sponsor warrants that it maintains a policy or program of insurance or self insurance at levels sufficient to support the indemnification obligations assumed under this Study Agreement, in an amount not less than three million dollars ($3,000,000) per occurrence, and Sponsor shall provide a certificate of insurance evidencing of its coverage to University prior to commencement of the Study at University.

12.
SUBJECT INJURY

A. [for Sponsor-Initiated Protocol Studies only]

Sponsor will compensate all Subjects for all medical expenses incurred for the emergency and/or long-term treatment of any injury that is directly a result of  Subjects’ participation in the Study and/or the use of the Study Drug/Device or the performance of any other intervention required by the Protocol. 

B. [for University-Initiated Protocol Studies only]
Sponsor will compensate Subjects for all medical expenses incurred for the emergency and/or long-term treatment of any injury that is directly a result of, Sponsor’s manufacture, packaging, or labeling of Drug/Device, or negligence or willful misconduct on the part of the Sponsor.  
13.
TERMINATION OF AGREEMENT


A.
This Study Agreement may be terminated:

(1)
by either party upon thirty (30) days prior written notice;

(2)
by either University or Sponsor immediately if Principal Investigator is unable to continue to serve and a successor acceptable to both University and Sponsor is not available; or

(3)
upon the occurrence of an event qualifying as a termination event as described in the Protocol.

B.
If Sponsor objects to any charge and requests additional documentation, within thirty (30) days after receipt of such documentation of costs incurred by University in the conduct of the Study, Sponsor will make payment to University for:

(1)
all services properly rendered and monies properly expended by University prior to the date of termination and not yet paid for; and

(2)
obligations properly incurred for the Study by University prior to the effective date of termination. 


C.
University shall credit or return to Sponsor any funds advanced by Sponsor to University and not expended or obligated by University in connection with the Study prior to the effective date of termination.


D. 
Sponsor shall reimburse the University for its actual expenses incurred up to the date of termination, as well as any non-cancelable obligations that the University will be contractually required to pay thereafter, notwithstanding the termination.


E.
Immediately upon receipt of a notice of termination of this Study Agreement, Principal Investigator shall stop enrolling Subjects into the Study and shall cease conducting procedures on Subjects already enrolled in the Protocol as directed by Sponsor, to the extent medically permissible and appropriate.


F.
Termination of this Study Agreement by either party shall not affect the rights and obligations of the parties accrued prior to the effective date of the termination. 

14.
AMENDMENTS

This Study Agreement may only be amended by the mutual written consent of authorized representatives of both Sponsor and University.  

15.
ENTIRE AGREEMENT; COUNTERPARTS

This Study Agreement together with all attachments and exhibits constitutes the entire agreement and understanding between the parties and supersedes any prior or contemporaneous negotiations, agreements, understandings, or arrangements, of any nature or kind, with respect to the subject matter herein.  In the event of any inconsistency between this Study Agreement or any Protocol, the terms of this Study Agreement shall govern.  This Study Agreement may be executed in any number of counterparts, each of which shall be an original and all of which together shall be one document binding on all the parties even though each of the parties may have signed different counterparts.  This Study Agreement shall also be considered executed by the parties upon receipt by Sponsor by facsimile transmission of the counterparts signed by all the parties.  
16.
SEVERABILITY

The invalidity or unenforceability of any term or provision of this Study Agreement shall not affect the validity or enforceability of any other term or provision of this Study Agreement.

17.
ASSIGNMENT

Neither University nor any Principal Investigator may assign or transfer any of their rights or obligations under this Study Agreement without the prior written consent of Sponsor.

18.
WAIVER

No waiver of any term, provision or condition of this Study Agreement, whether by conduct or otherwise in any one or more instances, shall be deemed to be or construed as a further or continuing waiver of the same term, provision or condition, or of any other term, provision or condition of this Study Agreement.

19.
RELATIONSHIP OF THE PARTIES


In the activities connected with the Study, University agrees to act as an independent contractor without the capacity to legally bind Sponsor and also agrees that it is not acting as an agent or employee of Sponsor.
20. 
NOTICE


 The address for any notices required or permitted to be given to Principal Investigator under this Study Agreement is:  ___________.


Any notice required or permitted hereunder shall be in writing and shall be deemed given as of the date it is (A) delivered by hand or (B) received by registered or certified mail, postage prepaid, return receipt requested, or received by facsimile 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:

	If to Sponsor:

Corporate Secretary






	If to University:
University of Pittsburgh
Office of Sponsored Programs- Clinical/Corporate Contracts
123 University Place, Lower Lobby
Pittsburgh, PA  15213
Fax Number:  (412) 624-7409
 


21.
EXPORT CONTROL REGULATIONS

Notwithstanding any other provision of this Agreement, the parties understand and agree that they are subject to, and agree to abide by, any and all applicable United States laws and regulations controlling the export of technical data, computer software, laboratory prototypes and other commodities.  The University’s obligations hereunder are contingent on its ability to comply with applicable United States export and embargo laws and regulations.  It is the expectation of the University that the work done pursuant to this Agreement will constitute fundamental research and be exempt from export control licensing requirements under the applicable export control laws and regulations.  As an institution of higher learning, the University does not wish to take receipt of export-controlled information except as may be knowingly and expressly agreed to in writing signed by an authorized representative of the University and for which the University has made specific arrangements.  Sponsor agrees that it will not provide or make accessible to University any export-controlled materials (including, without limitation, equipment, information and/or data) without first informing University of the export-controlled nature of the materials and obtaining from University’s Office of Sponsored Programs its prior written consent to accept such materials as well as any specific instructions regarding the mechanism pursuant to which such materials should be passed to University.  Sponsor agrees to comply with any and all applicable U.S. export control laws and regulations, as well any and all embargoes and/or other restrictions imposed by the Treasury Department’s Office of Foreign Asset Controls.

22.
Definition of “GOVERNING LAW”  


This Study Agreement shall be governed by and construed in accordance with the laws of the Commonwealth of Pennsylvania.

IN WITNESS WHEREOF, the parties hereto have caused their duly authorized representatives to execute this Study Agreement as of the date first written above.

	______________ INC.
By:


Date: 



	UNIVERSITY OF PITTSBURGH
By :



Office of Sponsored Programs
Date:  
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