TEMPLE UNIVERSITY

CLINICAL STUDY AGREEMENT

This Agreement is entered into by and between Temple University - Of The Commonwealth System of Higher Education, with offices at 3400 North Broad Street, Philadelphia, PA 19040 (hereinafter called "INSTITUTION"), and [insert company name] a corporation with its principal office and place of business at [insert company address] (hereinafter called "SPONSOR") for the purpose of conducting a clinical research study of mutual interest and benefit to INSTITUTION and to SPONSOR.

The parties hereto, intending to be legally bound, agree as follows:

1.
Scope of Work
INSTITUTION shall exercise its best efforts to carry out the research study ("Study") set forth in the Protocol (“Protocol”) entitled [insert title of protocol] which is incorporated herein and made part of this Agreement by reference. Changes in the Protocol may be made only through prior written agreement between SPONSOR and INSTITUTION, and with approval of the Institutional Review Board (“IRB”)  Any additional cost such changes may incur in the conduct of the Study must also be approved through prior written agreement between SPONSOR and INSTITUTION.

2.
PRINCIPAL INVESTIGATOR
A.
INSTITUTION's PRINCIPAL INVESTIGATOR is [insert name of PI] who will be responsible for directing the Study in accordance with the Protocol, applicable INSTITUTION policies, generally accepted standards of Good Clinical Practice (“GCP”), and all applicable local, state and federal laws and regulations governing the performance of clinical investigations.  If for any reason, the above named individual is unwilling or unable to continue to serve as PRINCIPAL INVESTIGATOR, and a successor acceptable to both the INSTITUTION and the SPONSOR is not available, this Agreement may be terminated as provided in Article 13.

B.
At the written request of SPONSOR, the PRINCIPAL INVESTIGATOR shall provide SPONSOR with the certification or disclosure statements required under 21 CFR, Part 54 (Financial Disclosure by Clinical Investigator), including without limitation the certification or disclosure statements required pursuant to Form FDA 3454 (Certification: Financial Interests and Arrangements of Clinical Investigators) or Form FDA 3455 (Disclosure: Financial Interests and Arrangements of Clinical Investigators), as appropriate, and shall provide SPONSOR with updated information if any changes occur in the information required by such certifications or disclosure statements during the course of the study or within one year of study completion.

3.
Performance Period
The effective period of this Agreement is from [insert start date] through [insert end date] 

unless otherwise terminated in accordance with Article 13.  The effective period may be extended by mutual agreement between the parties hereto as provided in Article 16.


OR

The effective period of this Agreement is from the date of execution of this Agreement until completion of the study in accordance with the Protocol unless otherwise terminated in accordance with Article 13.  The effective period may be extended by mutual agreement between the parties hereto as provided in Article 16.

4.
Recordkeeping and Access
A. The INSTITUTION and PRINCIPAL INVESTIGATOR shall prepare, maintain and retain records, reports and data from the Study as provided in the Protocol and in accordance with all applicable local, state and federal laws and regulations. The PRINCIPAL INVESTIGATOR shall obtain informed consent from each subject participating in the study pursuant to a written informed consent approved by the IRB

B. During the term of the Agreement, authorized representatives of the SPONSOR and regulatory authorities may, to the extent required by law, arrange with the PRINCIPAL INVESTIGATOR and INSTITUTION to examine, inspect, copy and/or otherwise gain access to the data and records resulting from the Study at mutually convenient times during regular business hours.


C. The PRINCIPAL INVESTIGATOR shall notify SPONSOR of any adverse reaction affecting a study patient in accordance with applicable governmental requirements and the Protocol.

5.
Cost and Payment
A. In consideration of INSTITUTION’s work contemplated under this Agreement, SPONSOR agrees to pay INSTITUTION in accordance with the payment schedule and the amount set forth in Exhibit A attached hereto and made part of this Agreement. All costs outlined on Exhibit A shall remain firm for the duration of the Study, unless otherwise agreed to in writing by INSTITUTION and SPONSOR.

B.
In addition to the payment schedule set forth in Exhibit A, SPONSOR agrees to pay INSTITUTION, upon receipt of invoice, a non-refundable fee of $2,000 for initial review and certification of the study Protocol by its IRB.  Thereafter, SPONSOR agrees to pay a fee of $900 for each annual review and re-certification of the study Protocol by the IRB, and $300 for IRB review of Protocol amendments.



C.
Checks will be made payable to "TEMPLE UNIVERSITY,” referencing this Agreement and the PRINCIPAL INVESTIGATOR’s name, and sent to:

Temple University





Office of Sponsored Projects Administration






Health Sciences Center





3400 N. Broad Street





Philadelphia, PA 19140





Attention: Kathleen Petruzzelli

The INSTITUTION’s Tax Identification Number is:  23-1365971.  

6.
Confidential Information
A.
INSTITUTION acknowledges that all information received from SPONSOR relating to the study Protocol, and all information developed during the course of the Study carried out under this Agreement and related to the Study drug(s), device(s) and/or delivery system (collectively “Confidential Information”), shall be treated as confidential information of SPONSOR.  Subject to Article, 7, neither the INSTITUTION, nor any agent or employee of the INSTITUTION, including the PRINCIPAL INVESTIGATOR, shall disclose to a third party any Confidential Information of SPONSOR regarding the Study, or the study drug(s) or device(s), with the exception of authorized representatives of regulatory agencies and the INSTITUTION's IRB.

B. The obligation of confidentiality shall not apply to information: (i) that is publicly available or that becomes publicly available through no fault of the INSTITUTION or PRINCIPAL INVESTIGATOR; or (ii) that can be reasonably demonstrated to have been in the INSTITUTION’s or PRINCIPAL INVESTIGATOR’s possession prior to disclosure by SPONSOR; or (iii) that is received from a third party not under obligation to SPONSOR with respect to the confidentiality such information; or (iv) that is necessary to assure proper medical treatment for any patient participating in the Study; or (v) that is required by law to be disclosed.


C.
In the event SPONSOR comes in contact with or gains access to patient identifiable information (e.g. patient medical records), SPONSOR agrees to hold in confidence patient identity, and to the extent required by law or regulation, comply with all applicable provisions of the Health Insurance Portability and Accountability Act (“HIPAA”) in connection with the disclosure of such information.

D. In the event the INSTITUTION finds it necessary to disclose Confidential Information to a proper authority to permit the INSTITUTION to defend its research against an allegation of fraud, the INSTITUTION shall first notify the SPONSOR of its intent to disclose, and the INSTITUTION and SPONSOR shall agree upon a mutually satisfactory way to disclose such Confidential Information for this limited purpose. 



E.
Each party will restrict disclosure of the other party’s Confidential Information to those of its employees and/or agents to whom it is necessary to disclose such Confidential Information.  Each party shall use reasonable efforts to protect the Confidential Information of the other party.



F.
The INSTITUTION’s obligation of confidentiality under this Article shall survive and continue for a period three (3) years following termination of this Agreement. 

7.
Publications
INSTITUTION and PRINCIPAL INVESTIGATOR shall have the right to publish the results from the Study provided INSTITUTION and/or PRINCIPAL INVESTIGATOR shall first furnish SPONSOR with a copy of the proposed manuscript or oral presentation material at least thirty (30) days in advance of the date of submission for publication or presentation for SPONSOR’s review and comment.  INSTITUTION will act in good faith upon SPONSOR’s comments and suggestions, and will delete all references to SPONSOR Confidential Information in any such publication or presentation, provided however that the results from the Study shall not be deemed to constitute Confidential Information for purposes of publication or presentation hereunder.  If no response is received from SPONSOR within the thirty (30) days review period, INSTITUTION may proceed with the publication or presentation as presented to SPONSOR for its review.   If requested in writing, and with reasonable justification, INSTITUTION will withhold such publication and presentation for a period of time not to exceed sixty (60) days to allow SPONSOR to file a patent application or to take such other measures as SPONSOR deems appropriate to protect its proprietary interests in the subject matter of any publication or presentation.

8.
Patents and Inventions
A.
Existing inventions and discoveries of SPONSOR and INSTITUTION are their separate property, respectively, whether or not protected by patent or other intellectual property rights, and are not affected by this Agreement.  Neither party shall have any claims to or rights in such existing inventions, discoveries or trial drug(s) of the other party.  

B.
Inventions and discoveries resulting from the Study that are directly related to the Study drug or device, including any new use or modification of the Study drug or device, shall be the sole and exclusive property of SPONSOR.  INSTITUTION will, at SPONSOR’s expense, execute any and all applications, assignments or other documents deemed reasonably necessary to protect SPONSOR’s interest therein.

C.
Inventions and discoveries arising from INSTITUTION’s performance of the Study that are not related to the Study drug or device, and are conceived and reduced to practice solely by INSTITUTION’s employees, shall be owned solely by INSTITUTION (“Institution Inventions”). Inventions made jointly by employees or agents of SPONSOR and INSTITUTION shall be the joint property of SPONSOR and INSTITUTION (“Joint Inventions”).


D.
INSTITUTION shall promptly notify SPONSOR in writing of all Institution Inventions and Joint Inventions made in the course of carrying out the Study.  If SPONSOR requests, and at SPONSOR’s sole expense, INSTITUTION will file patent applications to any such Institution Invention, and will provide SPONSOR reasonable assistance in obtaining patents to any such Joint Inventions, including executing any invention document. 


 E.
INSTITUTION will offer SPONSOR a time-limited first-option to enter into an exclusive, world-wide royalty-bearing license for commercial purposes, including the right to grant sublicenses, to Institution Inventions and to INSTITUTION’s entire right, title and interest in and to all Joint Inventions.  SPONSOR will have 120 days following receipt of the option offer to advise INSTITUTION, in writing, of its interest in obtaining an exclusive license to any Institution Invention or Joint Invention.  Any such exclusive license will be negotiated in good faith by the parties for an additional 120 days and will include a reasonable royalty and other terms typical in licenses of similar technology.  In the event that SPONSOR fails to exercise its right of first refusal within said 120 day option period, or the parties fail to reach mutual agreement as to the terms of a license within said 120 day negotiation period, INSTITUTION will be free to license said inventions and/or discoveries of Invention in accordance with INSTITUTION’s  policy and practice.

9.
Use of Name
Neither party shall, without the prior written consent of the other, use, or authorize others to use, the name, trademark, logo, symbol, or other image of the other party, or that party’s employees or agents, in any form of advertising, publicity or any other promotional material in connection with the Study.  This shall not include legally required disclosure by the INSTITUTION or SPONSOR that identifies the existence of the Agreement.  SPONSOR's use of the name, symbols and/or marks of INSTITUTION, or names of INSTITUTION's employees, shall be limited to identification of INSTITUTION as the Study site and the Study staff as participants in the Study.  INSTITUTION may identify SPONSOR, title of Study and level of funding in its internal reports on sponsored research activity, and may identify the Study in its website on clinical trials activity.

10.
Indemnification
A.
SPONSOR shall defend, indemnify and hold harmless the INSTITUTION, its subsidiaries, affiliates, the PRINCIPAL INVESTIGATOR and the trustees, officers, agents and employees of INSTITUTION (collectively referred to as “Indemnitees”) from and against any and all liabilities, claims, actions or suits (including attorney’s fees) for personal injury or death arising out of or in connection with the performance of the Study, as specified in the Protocol, or a Study subject’s participation in the Study as contemplated under this Agreement provided however that:

(1)
The Study is conducted in accordance with the Protocol and all written instructions delivered by SPONSOR and under good clinical practice and all applicable rules and regulations; and

(2)
Such loss does not arise out of the negligence or willful malfeasance of any Indemnitee in performing its obligations under this Agreement.  Deviations from the terms of the Protocol that may arise out of necessity or for health or safety reasons do not per se constitute negligence or willful misconduct provided that INSTITUTION shall promptly notify SPONSOR of any such deviation.

B.
INSTITUTION shall promptly notify SPONSOR of any complaint, claim or injury relating to any loss subject to this indemnification.  SPONSOR shall provide a diligent defense against any such claim or suit brought or action filed with respect to the subject of indemnity covered under this Agreement, and shall have the right to settle claims at SPONSOR’s sole expense.


C.
INSTITUTION and PRINCIPAL INVESTIGATOR shall cooperate with the SPONSOR and its legal representatives in the investigation and defense of any claim or suit covered under this Agreement.  In the event a claim or action is or may be asserted against the INSTITUTION, the INSTITUTION shall have the right to select and to obtain representation by separate legal counsel.  If the INSTITUTION exercises such right, all costs and expenses incurred by INSTITUTION for such separate counsel shall be borne by INSTITUTION.


C. SPONSOR warrants that it maintains a policy or program of insurance or self-insurance at levels sufficient to support the obligations of indemnification under this Article 10.  Upon request, SPONSOR will provide evidence of its insurance, or if self-insured, its most recent audited financial statement to INSTITUTION.  SPONSOR will provide to INSTITUTION, thirty (30) days’ prior, written notice of cancellation of its coverage.

11.
Subject Injury
SPONSOR agrees to reimburse INSTITUTION or Study patient, as applicable, for reasonable and necessary medical expenses in excess of a Study patient’s medical and hospital insurance, or other third party coverage, for the treatment of injury related to the subject’s participation in the study in accordance with the Study protocol, provided such adverse reactions are in no way attributable to the negligence or misconduct of any agent or employee of INSTITUTION.

12.
Notice

Any notice required or permitted hereunder shall be in writing and shall be deemed given as of the date it is (i) delivered by hand or (ii) 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:

To SPONSOR:





To INSTITUTION:
For Administrative Matters


[insert name/address of SPONSOR contact]

Kathleen Petruzzelli




Temple University / HSC








Sponsored Projects Administration








3400 North Broad Street










Philadelphia, PA 19040



For Technical Matters


[insert name/address of SPONSOR contact]

[insert name/address of PI]

13.
Termination

A.
This Agreement may be terminated by either party at any time, upon immediate prior written notice, for any of the following reasons:

1. Authorization and approval to perform the Study in the United States is withdrawn by the U.S. Food and Drug Administration; or



2.
Animal, human and/or toxicological test results, in the opinion of either SPONSOR or INSTITUTION, support termination of the Study; or



3.
Concerns over the safety and/or efficacy of the Study drug(s) or device(s), in the opinion of either SPONSOR or INSTITUTION, support termination.


B.
This Agreement may be terminated by either party, upon ten (10) days prior written notice, for any of the following reasons:

1. Either party fails to comply with the terms of the Agreement; or

2. The PRINCIPAL INVESTIGATOR is unwilling or unable to continue to serve and a successor acceptable to both INSTITUTION and SPONSOR is not available.



C.
This Agreement may be terminated by either party for any other reason upon thirty (30) days prior written notice.


D. Upon termination, the SPONSOR will make payment to the INSTITUTION for all services rendered and monies expended by INSTITUTION up to the date of termination, plus any non-cancelable obligations incurred by the INSTITUTION prior to the date of termination.  INSTITUTION will credit or return to SPONSOR any funds paid in advance that is not expended or obligated by INSTITUTION prior to the effective date of termination.



E.
Upon receipt of a notice of termination from SPONSOR, PRINCIPAL INVESTIGATOR will immediately stop enrolling Study subjects into the Protocol and will, to the extent medically permissible without compromising patient safety, cease conducting procedures on Study subjects already enrolled in the Protocol unless otherwise advised by SPONSOR.



F.
Termination of this Agreement by either party shall not affect the rights and obligations of the parties accrued prior to the effective date of the termination.  The rights and duties under Articles 4, 6, 7, 8, 9, 10, 11, 12, 14 survive the termination or expiration of this Agreement.

14.
Applicable Law
This Agreement shall be governed by the laws of the Commonwealth of Pennsylvania without regard to the choice of law doctrine.

15.
Independent Contractor
In the performances of all services hereunder, INSTITUTION shall be deemed to be and shall be an independent contractor and, as such, shall not be entitled to any benefits applicable to employees of SPONSOR.  Neither party is authorized or empowered to act as agent for the other for any purpose and shall not on behalf of the other enter into any contract, warranty or representation as to any matter.  Neither party shall be bound by the acts or conduct of the other.

16.
Amendments and Severability
This Agreement and the Protocol may only be extended, renewed or otherwise amended by the mutual written consent of parties hereto.  The invalidity or unenforceability of any term or provision of this Agreement shall not affect the validity or enforceability of any other term or provision hereof.

17.
Assignment
This Agreement shall inure to the benefit of and be binding upon each party, its  successors and permitted assigns.  No assignment shall relieve either party of the performance of any accrued obligation which such party may then have under this Agreement. 
18.
Miscellaneous
A.
Upon termination or completion of the Study, all unused compounds, drugs, devices, case reports, whether or not completed, and other related materials that were furnished to INSTITUTION by or on behalf of SPONSOR shall be returned to SPONSOR at SPONSOR's expense unless written authorization to destroy or retain the drugs is given by SPONSOR.


B.
INSTITUTION will retain all records resulting from the Study for the time required by applicable federal regulations.


C.
INSTITUTION represents that neither INSTITUTION nor any persons employed by INSTITUTION to perform services under this Agreement is under investigation by the FDA for debarment action or is presently debarred pursuant to the Generic Drug Act of 1992 (21 U.S.C. 301 et seq.).


D.
No waiver of any term, provision or condition of this 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 any such term, provision or condition, or of any other term, provision or condition of this Agreement.


E.
This Agreement represents the entire understanding of the parties with respect to the subject matter hereof.  In the event of any inconsistency between this Agreement and the Protocol, the terms of this Agreement shall govern.

IN WITNESS WHEREOF, the parties hereto have executed this Agreement in duplicate by proper persons thereunto duly authorized

AGREED AND ACCEPTED

SPONSOR:





INSTITUTION:
___________________________________
Temple University - Of The Commonwealth System of Higher Education


                                              
By                                     









   
(signature)




(signature)

                                         










 (print or type name)



(print or type name)

                                  











(title)





(title)                                     
(date)





(date)                                     
PRINCIPAL INVESTIGATOR:
Agreed to:

By:





                                    
 
(signature)


(print or type name)

(title)                               

(date)


Exhibit A

Study Title:

Protocol #:

Cost Breakdown and Schedule of Payments

Master CSA: February 23, 2005
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