
 CLINICAL TRIAL AGREEMENT

by and between

[NAME OF INSTITUTION]
and

[NAME OF SPONSOR]

This Clinical Trial Agreement (the “Agreement”) is made effective as of _______________, 201__ (the “Effective Date”) by and between __________________ (“Sponsor”), a ___________ corporation with a principal place of business at ___________________________, and 

                                             (the “Institution”), a ______________ corporation with a principal place of business at _____________________________________.  Together Sponsor and Institution are the “Parties” and each is a “Party”.
WHEREAS, Sponsor desires to obtain the services of Institution to assist in the performance of a clinical trial on one of Sponsor’s drug candidates; 

WHEREAS, the Institution has experience in the performance of clinical research studies, and has investigators and staff who are qualified to perform Sponsor’s study; and


WHEREAS, Sponsor desires to retain Institution to perform, and Institution wishes to perform, clinical trial-related services to Sponsor on the terms and conditions set forth in this Agreement.


NOW THEREFORE, in consideration of the mutual agreements in this Agreement, and of other consideration (the receipt and sufficiency of which are hereby acknowledged), the Parties hereby agree as follows:
SCOPE OF WORK
 1.1. The Study.  The Institution, under the direction of ________________ (the “Principal Investigator”), wishes to conduct the study entitled “[Insert title of Study]” (the “Study”) in accordance with Sponsor’s investigational new drug application (“IND”) No. _____.  A copy of the Study protocol (the “Protocol”), as may be amended from time to time by Sponsor, is appended hereto as Attachment 1 and made a part hereof.  The Parties agree that in the event of a conflict between the Protocol and this Agreement, the terms of this Agreement shall govern, except in the case of matters relating directly to clinical procedures, with respect to which the terms of the Protocol shall prevail.  For purposes of this Agreement, the term “Institution” shall include all employees, executives, officers, directors, faculty, staff and other authorized agents of the Institution.  The Principal Investigator is an employee of the Institution.
  The Institution agrees that it shall ensure that the Principal Investigator takes all actions that this Agreement assigns to the Principal Investigator and/or directs the Principal Investigator to take.
 1.2. Conduct of Study.  The Institution and the Principal Investigator agree to conduct the Study in accordance with the Protocol and the investigator’s brochure for the Protocol (the “Investigator’s Brochure”), and in a manner consistent with any and all applicable federal, state and local laws and regulations, including, without limitation, 21 C.F.R. Parts 50, 54, 56, and 312, the requirements of the Federal Food, Drug and Cosmetic Act (the “FDCA”) and any similar or successor legislation, any policies issued by the U.S. Food and Drug Administration (the “FDA”), the ICH Guidelines for Good Clinical Practice (the “GCP Guidelines”), the World Medical Association’s Declaration of Helsinki, the Health Insurance Portability and Accountability Act of 1996 and any regulations and official guidance promulgated thereunder (collectively, “HIPAA”), all applicable state laws and regulations, including with respect to HIV testing, all applicable laws and regulations of countries outside the United States, and all generally accepted professional standards.  The Institution and the Principal Investigator further agree to conduct the Study in accordance with all conditions imposed by the FDA, any applicable foreign regulatory agency, and the Institution’s institutional review board, a central institutional review board designated by Institution or other review board designated by Institution and approved by Sponsor (“IRB”).  Throughout this Agreement (except for Section 1.3), the terms and conditions relating to the Principal Investigator shall be interpreted by the Parties as including all investigators involved in the Study at or on behalf of the Institution.
 1.3. Withdrawal of Principal Investigator.  If for any reason the Principal Investigator is unwilling or unable to continue to serve as the Principal Investigator for a period of  fifteen (15) days or more, the Institution shall, subject to Sponsor’s prior written approval, designate a substitute principal investigator.  In the event that the Institution and Sponsor cannot agree upon a substitute within thirty (30) days, this Agreement may be terminated by Sponsor as provided in Section 3.3 below.

 1.4. Principal Investigator Experience.  The Institution shall ensure that the Principal Investigator provides Sponsor with a copy of the Principal Investigator's curriculum vitae and the statement of the Principal Investigator's relevant experience, including the dates, location, extent and type of experience and documented licensure and certifications, as appropriate.  The Principal Investigator acknowledges and certifies that he or she has read and understands the Investigator’s Brochure.
 1.5. Financial Disclosure.  The Institution shall ensure that the Principal Investigator provides Sponsor with sufficient accurate financial disclosure information to permit Sponsor to submit a complete and accurate certification or disclosure statement as required by 21 C.F.R. Part 54, and will promptly update the information if any relevant changes occur during the course of the investigation and for one (1) year following completion of the Study.
 1.6. Enrollment Initiation.  The Study shall be initiated on the date upon which Sponsor notifies the Principal Investigator to begin enrollment, which notification will occur only after:  (i) the Principal Investigator obtains IRB approval to conduct the Study; and (ii) the Principal Investigator has received sufficient materials from Sponsor to initiate the Study.  The Principal Investigator shall deliver a copy of the IRB approval letter to Sponsor, and Sponsor shall not deliver Investigational Material (defined in Section 4.1) to the Principal Investigator or the Institution until it has received a copy of such approval letter.  The Investigational Material may not be administered to or used by a subject, nor shall a subject be screened or otherwise participate in the Study unless the subject has given all necessary permissions to participate in the Study consistent with the requirements of 21 C.F.R. Parts 50 and 56, HIPAA, GCP Guidelines, any applicable state HIV testing laws and regulations, and any applicable laws and regulations of countries outside of the United States, including by signing and dating an informed consent form that has been approved by the IRB.  Neither the Institution nor the Principal Investigator shall request informed consent from any subject or allow any subject to participate in the Study prior to the initiation of the Study in accordance with this Section 1.6.  The Institution or the Principal Investigator shall notify Sponsor by telephone and in writing within twenty-four (24) hours if IRB approval for the Study is lapsed, suspended or withdrawn in whole or in part.
 1.7. Subject Records.  The Institution and the Principal Investigator shall prepare and maintain records relating to the Study and subjects participating in the Study as provided in [Attachment 2] or [the Protocol]
, consistent with the requirements of 21 CFR §§312.57 and 312.62 and GCP Guidelines and shall provide such documentation to Sponsor or its designated agent(s) as requested by Sponsor.  
 1.8. Institutional Review Board.  The Institution shall provide to Sponsor documentation verifying review and approval by the IRB of (i) the information to be provided to potential subjects of the Study to secure their informed consent, including information about any compensation being provided to subjects for participation in the Study (the “Informed Consent Materials”), (ii) the Protocol, (iii) the Investigator’s Brochure and (iv) amendments to any of the foregoing.  The Institution shall provide a copy of the Informed Consent Materials prior to submission to the IRB for the Sponsor’s review, comment and approval.  The Institution shall ensure that the IRB continues to monitor the Study during the term of this Agreement in accordance with applicable laws and in any event at least once per year and shall provide to Sponsor documentation of the IRB’s continuing review contemporaneously therewith.  
 1.9. Study Report.  The Institution shall ensure that the Principal Investigator submits a final detailed written report of the Study (the “Report”).  The Report shall include an adequately detailed report to the appropriate IRB stating that the Study is completed, number of patients who started and completed the Study, a listing and descriptions of any and all adverse experiences, and a letter from the appropriate IRB acknowledging the receipt of the final report and the closure of the Study.  The Report shall be delivered to Sponsor within forty-five (45) days after (i) the last enrolled patient has completed the Study at the Institution or (ii) the termination or expiration of this Agreement, whichever is earlier.
 1.10. Enrollment.  The Principal Investigator shall use all reasonable efforts to complete enrollment of _____ subjects, consistent with the Protocol, this Agreement and applicable law and regulations, prior to any enrollment closing date set forth in writing to the Principal Investigator by Sponsor.  The enrollment period of the Study may be extended and the number of subjects the Institution may enroll in the Study may be reduced at Sponsor’s sole discretion.  The Institution and Principal Investigator acknowledge that the Study is part of a multi-center study, and agree that when the enrollment goal for the Study as a whole is reached, enrollment will be closed at all sites, including the Institution, regardless of whether the Institution or any other site has reached its individual enrollment goal. Sponsor reserves the right to terminate this Agreement if Institution and Principal Investigator have failed to enroll any subjects within ___ days following the initiation of enrollment at the Institution. 
 1.11. Adverse Events.  The Institution shall ensure that the Principal Investigator reports adverse events and experiences (including, without limitation, serious adverse drug experiences, unexpected adverse drug experiences, and life-threatening adverse drug experiences) in accordance with 21 C.F.R. Part 312, GCP Guidelines, any applicable laws and regulations of countries outside of the United States, and the Protocol.  Without limiting the foregoing, the Principal Investigator shall notify Sponsor or its designated agent(s) immediately, and in any event within twenty-four (24) hours, by telephone or other appropriate method, of any adverse drug experience “associated with the use of the drug” that is both serious and unexpected, as defined in 21 C.F.R. § 312.32(a), or any adverse effect that may reasonably be regarded as caused by, or probably caused by, the Investigational Material that is alarming, as that term is used in 21 C.F.R. § 312.64(b).  The Principal Investigator will also report adverse experiences to the IRB and the Institution as required by 21 C.F.R. § 56.108(b) and § 312.66 and IRB policies.  In addition, the Institution and the Principal Investigator shall be responsible for reporting or otherwise making available all other safety information as directed by Sponsor in accordance with the Protocol and all applicable laws, regulations and FDA policy statements.
 1.12. Protocol Deviations/Changes.  If the Principal Investigator determines in his/her best medical judgment that a deviation from the Protocol is necessary to eliminate an apparent immediate hazard to the health or safety of any subject participating in the Study, he or she may deviate from the Protocol; provided, however, that the Principal Investigator shall (and the Institution shall ensure that the Principal Investigator shall) (i) at all times act in accordance with generally accepted standards of clinical study and medical practice and any and all applicable federal, state or local laws and regulations, and (ii) immediately notify Sponsor in writing within 24 hours of the facts giving rise to the need for the deviation and the alternate procedures followed.  Except as provided for in the previous sentence, neither the Principal Investigator nor the Institution shall amend or deviate from the Protocol without the prior written approval of Sponsor and, as appropriate, the IRB, the FDA, in accordance with FDA requirements under 21 C.F.R. § 312.30, and any applicable foreign regulatory agency in accordance with applicable laws and regulations.  Sponsor may at any time make changes in the Protocol upon five (5) days’ advance written notice to the Institution, subject to IRB approval; provided, however, that, unless the changes are required by applicable laws, if the changes materially increase the cost of performance of the Study by the Institution, the Institution and Sponsor shall use good faith efforts to amend Attachment 3 in a mutually agreed upon manner to reflect such Protocol changes. 
 1.13. Cooperation.  The Institution and the Principal Investigator shall perform the Study (i) in close co-operation with Sponsor and its designated agent(s), and shall keep the Sponsor designated person(s) continuously informed of the progress of the Study; and (ii) in a timely, efficient, competent and professional manner in accordance with the anticipated time schedule set forth in the Protocol.  At the request and expense of Sponsor, the Institution and the Principal Investigator shall:  (a) reasonably assist Sponsor in the preparation and submission of new drug applications, any other marketing applications relating to the Study or the Investigational Material, and any amendments or supplements to the foregoing; (b) attend meetings with the FDA and other regulatory or governmental authorities regarding such applications and the associated approvals; and (c) provide such other reasonable assistance as Sponsor may request in connection with regulatory matters relating to the Study or the Investigational Material.
CONSIDERATION
 1.14. Budget.  In consideration for performance of the Study by Institution, Sponsor shall pay Institution in accordance with the budget and payment schedule attached hereto as Attachment 3 and made a part hereof (the “Budget”).  No other benefits or compensation, beyond those expressly provided in the Budget will be provided by Sponsor to Institution or the Principal Investigator.  The Budget may be modified only upon the prior written consent of the Parties.  Tests or services not required by the Protocol shall not be compensable hereunder without the prior written consent of Sponsor.  The final payment required by the Budget shall be made after Sponsor has received all deliverables defined in the Protocol, Principal Investigator has completed all his/her responsibilities and obligations and, if Sponsor requests, all other data and rights to which Sponsor is entitled under this Agreement are provided to Sponsor.  [The parties acknowledge that the amounts to be paid by Sponsor under this Agreement are reasonable compensation for the work performed and that neither the Institution nor the Principal Investigator has received any other compensation or other inducement in connection with this Agreement or its participation in the Study.  Accordingly, the Institution shall not submit claims to, or otherwise seek reimbursement from, Medicare, Medicaid or any other third party payor, whether public or private, for any costs covered by payments made or services provided by Sponsor under this Agreement.]

 1.15. Additional Expenses.  At Sponsor’s sole discretion, Sponsor may approve the payment of additional reasonable expenses incurred by Institution, the nature and/or amount of which expenses shall be approved in writing by Sponsor prior to those expenses being incurred.  For all such expenses approved by Sponsor, Institution shall furnish a detailed invoice, attaching all statements, receipts and/or vouchers to Sponsor.

 1.16. Payment Term.  The amounts due pursuant to Sections 2.1 and 2.2 shall be payable by Sponsor to Institution within forty-five (45) days following receipt by Sponsor of detailed invoices.  
TERM AND TERMINATION

 1.17. Term.  The term of this Agreement shall commence on the Effective Date and continue through the date that the Study is completed at Institution and all data and reports are delivered to and accepted by Sponsor, including the resolution of all queries related thereto, unless terminated earlier in accordance with this Article 3.

 1.18. Termination for Material Breach.  Either Party may terminate this Agreement upon thirty (30) days prior written notice to the other Party in the event that such other Party breaches any material term or condition of this Agreement; provided, however, that the breaching Party shall have an opportunity to cure the breach within such thirty (30) day notice period.

 1.19. Sponsor Termination.  Sponsor may terminate this Agreement, with or without cause, upon thirty (30) days prior written notice.  Sponsor reserves the right to terminate the Study without advance notice under the following circumstances:  (i) noncompliance by the Principal Investigator or the Institution with the Protocol (other than pursuant to Section 1.12) or applicable laws, regulations, FDA policies or GCP Guidelines; (ii) Sponsor deems enrollment to be insufficient to reasonably complete the Study in the time frame necessary to meet Sponsor requirements, including pursuant to Section 1.10; (iii) the unwillingness or inability of the Principal Investigator to serve as the Principal Investigator and the Parties’ inability to agree on a substitute pursuant to Section 1.3; (iv) if the Study is suspended or terminated at other Study sites; (v) to protect the health, safety and welfare of subjects, including if an interim analysis of the Study shows it is unlikely to reach its primary endpoint; (vi) the authorization and approval to conduct the Study in the United States is withdrawn by the FDA; or (vii) the Institution becomes insolvent, makes any assignment for the benefit of creditors, is adjudicated bankrupt, files a petition in bankruptcy, is named as a debtor in an involuntary bankruptcy proceeding, or a receiver or trustee of the property of Institution is appointed.

 1.20. Institution Termination.  The Institution shall have the right to suspend or terminate the conduct of the Study at Institution upon written notice to Sponsor, if (i) in the good medical judgment of the Principal Investigator or the responsible members of the administration of the Institution, such suspension or termination is necessary to protect the safety and health of the subjects enrolled in the Study; (ii) the authorization and approval to conduct the Study in the United States is withdrawn by the FDA; or (iii) Sponsor becomes insolvent, makes any assignment for the benefit of creditors, is adjudicated bankrupt, files a petition in bankruptcy, is named as a debtor in an involuntary bankruptcy proceeding, or a receiver or trustee of the property of Sponsor is appointed.

 1.21. Post-Termination Obligations.  Immediately upon receipt or delivery of a notice of termination, the Principal Investigator and the Institution shall, unless otherwise directed by Sponsor: (i) stop enrolling subjects into the Study and cease administering Investigational Material and conducting procedures on subjects enrolled in the Study, except as necessary to ensure the safety of such enrolled subjects; (ii) immediately return to Sponsor all Confidential Information and Study Results described in Sections 6.1 and 7.1 respectively, whether the same are in Institution’s actual possession or under its control; and (iii) provide such other assistance as is necessary to ensure a smooth and orderly transition of the Study that will not involve any disruption of the Protocol.  Study personnel shall comply with post-termination procedures included in the Protocol, if any.

 1.22. Post-Termination Financial Obligations.  Sponsor shall pay, within forty-five (45) days following receipt by Sponsor of detailed invoices, reasonable, actual, direct and administrative costs incurred by Institution up to the point of termination of the Study.  Upon receipt or delivery by either Party of notice of termination of the Study, Institution agrees to promptly take all reasonable steps to reduce costs to Sponsor and take reasonable steps to wind down the Study, including assisting in the reconciliation of data produced at the Institution.  Institution shall repay to Sponsor that portion of the Study funds that has been prepaid by Sponsor but that has not yet been committed by Institution or that has been committed by Institution but is cancelable.  Upon reasonable request by Sponsor, Institution shall provide Sponsor with documentation of any such committed and non-cancelable costs.
 INVESTIGATIONAL MATERIAL

 1.23. Investigational Material.  Sponsor shall make reasonable efforts to provide Institution sufficient quantities of ____________________
 (the “Investigational Material”) [and any placebo or comparator drug (“Control Material”)]
 on a timely basis.  

 1.24. Material Ownership.  Sponsor is and shall continue to be the sole and exclusive owner of all Investigational Material [and Control Material].  During the time that Institution has possession of the Investigational Material, Institution shall hold the Investigational Material [and Control Material] in trust for Sponsor.  Sponsor’s title to the Investigational Material [and Control Material] shall not be affected by the incorporation in or the attachment of the Investigational Material [or Control Material] to any property or other materials not owned by Sponsor.  Institution agrees that it has no, nor will obtain any, proprietary rights to or interest in the Investigational Material [and Control Material] by virtue of its performance of the Study hereunder or any other terms under this Agreement, and further agrees that Sponsor owns all the rights to the Investigational Material [and Control Material].
 1.25. Handling of Material.  All Investigational Material [and Control Material] provided by Sponsor to the Institution pursuant to this Agreement shall be used only for the conduct of the Study and under the supervision of the Principal Investigator.  Institution shall ensure that the Investigational Material [and Control Material] will be held in a secure area within Institution’s premises and will not, in whole or in part, be conveyed or transported outside of the control of Institution without the prior written consent of Sponsor.  Neither the Institution nor Principal Investigator shall supply the Investigational Material [and Control Material] to any person or clinical trial site not authorized under applicable laws and regulations to receive it.  During the course of the Study, the Institution shall be responsible for the control of, access to and administration of the Investigational Material [and Control Material] in compliance with applicable laws and regulations.  Upon receipt and for the duration of the Study, Institution shall ensure that the Investigational Material [and Control Material] is maintained in accordance with all Protocol requirements and Sponsor’s instructions in order to ensure the integrity of the Investigational Material [and Control Material].  

 1.26. Materials Post-Study.  Upon completion, termination or discontinuance of the Study, Institution shall immediately cease to use and shall return to Sponsor, or at Sponsor’s direction, destroy, all unused supplies of the Investigational Material [and Control Material] in accordance with the requirements applicable laws and regulations.
 1.27. [Non-Clinical Material.  Sponsor shall own all right, title and interest in and to any equipment, materials, methods, documents, data, software and information supplied by or on behalf of, or purchased at the expense of, Sponsor (collectively, “Materials”) in connection with the Study, unless specifically agreed to otherwise by Sponsor in writing.  To the extent Sponsor supplies computers, Institution agrees that no software may be installed unless there is agreement in writing that such software is required to conduct the Study.  The Institution shall make all reasonable UCC or other filings necessary to secure and evidence Sponsor’s ownership of the Materials as and when requested in writing and reasonably reimbursed by Sponsor.  The Institution shall:  (a) use the Materials only for the purposes described in the Protocol or such other purposes as Sponsor may approve in writing, (b) restrict access to and use of the Materials to the Principal Investigator and other personnel for whom such access and use is required to conduct the Study and (c) deliver the Materials to Sponsor or its designee at Sponsor’s reasonable expense on the earlier of the (i) completion of the Study, (ii) the termination or expiration of this Agreement, or (iii) as otherwise requested in writing by Sponsor.]

ARTICLE 2:   USE, AUDIT AND STORAGE OF STUDY RECORDS

 2.1. Sponsor Audit.  Sponsor or any of its designated agents or monitors may elect to review or audit any and all records and other documents associated with the conduct of the Study, the IRB or required licenses, certificates or accreditation.  In connection with any such review or audit, the Principal Investigator and the Institution shall cooperate with Sponsor and its designated agents or monitors to provide all requested documentation in a timely and organized manner.  Sponsor shall have the right upon advance notice to interview the Principal Investigator and other persons who assisted in performing the Study.  At the request and expense of Sponsor, the Institution and the Principal Investigator shall:  (a) reasonably assist Sponsor in the preparation and submission of new drug applications, any other marketing applications relating to the Study or the Investigational Material, and any amendments or supplements to the foregoing; (b) attend meetings with the FDA and other regulatory or governmental authorities regarding such applications and the associated approvals; and (c) provide such other reasonable assistance as Sponsor may request in connection with regulatory matters relating to the Study or the Investigational Material.
 2.2. Regulatory Audit.  The FDA and applicable foreign regulatory agencies may also audit any Study records upon request.  The Institution hereby agrees, and shall ensure that the Principal Investigator agrees, to promptly notify Sponsor of any such request for an audit and to cooperate with FDA and applicable foreign regulatory agency representative(s) and provide all requested documentation in a timely and organized manner.  Sponsor shall have the right to be present at and to participate in any such inspection or regulatory action with respect to the Study.  The Institution shall provide Sponsor with copies of all pertinent information and documentation issued by any governmental or regulatory authority and any proposed response.  Sponsor shall have the right in advance to review and comment on any responses that pertain to the Study.  No such response shall contain any false or misleading information with respect to the Study, the Investigational Material or Sponsor.
 2.3. Record Retention.  The Institution shall retain all Institution records relating to the Study, including, without limitation, all records required to be maintained under 21 C.F.R. Part 312 and GCP Guidelines for the periods of time required thereunder, unless and until Sponsor provides written permission to transfer or dispose of the same, consistent with applicable laws, regulations and guidelines.  
 2.4. [Data Entry.  The Institution shall comply with all CFR Title 21, Part 11 regulations and GCP Guidelines for the use of Electronic Data Capture (EDC) and other electronic records and signatures.  In addition, the Institution will ensure timely data entry, defined as, within two local business days of a subject visit.]

ARTICLE 3:   CONFIDENTIALITY

 3.1. Confidential Information.  Institution acknowledges that, in the course of performing the Study hereunder, Institution and/or the Principal Investigator, employees, contractors or agents of the Institution will: (i) have access to, will obtain or will be provided with information, directly or indirectly, relating to Sponsor, its affiliates and/or the Investigational Material which is of a confidential and proprietary nature, including but not limited to the Protocol, the Investigator Brochure, trade secrets, know‑how, inventions, techniques, processes, programs, documentation, data, manuals, reports, research, development, regulatory affairs, agreements, negotiations, financial information, scientific information and sales and marketing plans; and (ii) develop knowledge or information as a result of work in connection with the Study, including without limitation the Study Results and Inventions (as defined in Sections 7.1 and 8.1, respectively); all of which shall be considered “Confidential Information”.  Confidential Information shall also include confidential information of any third party that is disclosed to Sponsor or any of its affiliates and is in turn disclosed to Institution and/or the Principal Investigator by Sponsor or any of its affiliates or learned by Institution, through visual or other inspection.  Confidential Information may be in oral, written, graphic, pictorial, physical, computer-readable or any other form or medium.  Confidential Information may, but will not necessarily, be marked “CONFIDENTIAL”.  
 3.2. Exclusions.  Confidential Information shall not include information that:
(i) was in the possession of the Institution or the Principal Investigator prior to the date of disclosure by Sponsor, as evidenced by written documentation existing prior to such disclosure; or
(ii) is lawfully received in good faith at any time by the Institution or the Principal Investigator from a third party without breach of an obligation of confidentiality owed to Sponsor; or
(iii) is in the public domain or enters the public domain through no fault of the Institution or the Principal Investigator; or
(iv) was developed by the Institution or the Principal Investigator independent of any Confidential Information received from Sponsor, as evidenced by written documentation existing prior to such disclosure.

Notwithstanding the foregoing, any combination of features or disclosures shall not be deemed to fall within the foregoing exclusions merely because individual features are published or available to the general public or in the rightful possession of the Institution and/or Principal Investigator unless the combination itself and principle of operation are published or available to the general public or are in the rightful possession of the Institution and/or Principal Investigator.  For purposes of this Section 6.2, possession, receipt or independent development by the Institution shall not constitute possession, receipt or independent development by the Principal Investigator and vice versa.
 3.3. Ownership.  Sponsor is and will remain the sole and exclusive owner of all Confidential Information and any intellectual property rights in and to the Confidential Information, including patents, trademarks, copyrights, industrial designs and trade secrets, and applications therefore.  Institution and the Principal Investigator have no right or license of any kind regarding the Confidential Information except as expressly provided herein.

 3.4. Restrictions on Use and Disclosure.  Except as expressly provided in Section 7, Institution agrees that it will use, and Institution shall ensure that the Principal Investigator shall use, Confidential Information only in connection with the performance of the Study, shall not disclose Confidential Information to persons other than those persons who need to know such Confidential Information for the sole purpose of performing the Study, and will safeguard Confidential Information by using the same degree of care, but no less than a reasonable degree of care, as the Institution and Principal Investigator use to protect their own confidential information.  Institution represents and warrants that its employees and agents, including Principal Investigator, are contractually obliged to maintain confidentiality of Institution and third party information and to convey to Institution all right, title and interest to Study Results and Inventions.
 3.5. Equitable Relief.  Institution acknowledges that any breach of this Article 6 may result in immediate and irreparable damage to Sponsor and its affiliates, therefore Sponsor shall be authorized and entitled to obtain from any court of competent jurisdiction preliminary and permanent injunctive relief and an accounting of all profits and benefits arising out of such violation, which rights and remedies shall be cumulative and in addition to any other rights or remedies to which Sponsor may be entitled.  Institution shall be responsible for any and every violation of this Article 6 by its shareholders, trustees, directors, officers, employees, agents, advisors and/or affiliates.
 3.6. Return of Confidential Information.  Upon request by Sponsor or termination of the Study at the Institution, the Institution and the Principal Investigator shall return the Confidential Information, including all copies thereof, to Sponsor; provided, however, that one copy of such Confidential Information may be retained by Institution for compliance purposes and publication pursuant to Section 7.2 only.
 3.7. Permitted Disclosure.  In the event that the Institution or the Principal Investigator receives a request to produce Confidential Information pursuant to an order of a court of competent jurisdiction or a facially valid administrative, Congressional, state or local legislative or other subpoena, or believes that such party is otherwise required by law to disclose Confidential Information, then such party shall promptly notify Sponsor prior to making such disclosure, and shall provide Sponsor the opportunity to challenge or otherwise lawfully seek limits upon such disclosure of Confidential Information.  Institution and the Principal Investigator shall reasonably cooperate, at Sponsor’s expense, with Sponsor to enable Sponsor to challenge or limit such disclosure.
 3.8. HIPAA.  Institution shall comply, and shall require any of the persons or entities performing the Study on the Institution’s behalf to comply, including without limitation the Principal Investigator, with all applicable federal, state, or country laws and regulations governing patient privacy and confidentiality of health information, including without limitation HIPAA.  Institution and the Principal Investigator shall take all actions necessary to comply with such laws and regulations, including agreeing to amend this Agreement as necessary to maintain compliance with such laws and regulations.  Institution and the Principal Investigator shall also obtain necessary written authorization from all Study subjects to permit Sponsor, its employees, agents, monitors, contract research organization(s) and central laboratories, if any, the FDA and foreign regulatory authorities, and any Data and Safety Monitoring Board and IRB representatives to have access to and use subjects’ Protected Health Information, as defined in and to the extent required by HIPAA.  Such written authorization shall inform the subjects that their entire research record and any medical records held by the Institution or other health care providers providing services to the subject in connection with the Study may be disclosed to Sponsor for the purposes of conducting the Study.  The authorization may be incorporated into the Study informed consent form or may be a separate document; provided, that if the authorization is a separate document, it must be approved by Sponsor and the Institution’s IRB prior to being provided to any subject for signature.
ARTICLE 4:   OWNERSHIP OF DATA AND PUBLICATION

 4.1. Study Results.  All data, information and results generated during the course of conducting the Study at Institution, including, without limitation, the completed case report forms, electronic data and the Report (collectively the “Study Results”) shall be provided to Sponsor promptly and shall be the sole property of Sponsor, and Sponsor shall be free to use the Study Results in any legal manner it desires, including, but not limited to, incorporating the Study Results in any regulatory filing concerning the Investigational Material; provided, however, that the Institution shall have the right to use the Study Results for research, education and publication purposes to the extent permitted under Section 7.2 below.  The medical records that support the Study Results shall remain the property of the Institution.  

 4.2. Publication.  Sponsor understands and recognizes that the Institution or the Principal Investigator may desire to publish or present the Study Results.  The Parties also understand and recognize that this Study is part of a multi-site study and that data from all sites will be pooled and analyzed, and agree that premature disclosures of data from a single site may be misleading.  Sponsor, or its designee, shall have the right to coordinate one or more publications of the aggregate multi-site Study results.  Accordingly, the Institution and the Principal Investigator agree not to publish or present the Study Results until such time as either the aggregate multi-site Study results are published or for a period of one (1) year after termination or completion of the Study at all Study sites (including the receipt by Sponsor of all data sets and the resolution of all queries related thereto), whichever shall first occur.  After that time, the Institution or the Principal Investigator may publish the Study Results in scientific journals or present the Study Results at symposia or other professional meetings in accordance with the following provisions.  In all cases, the Institution or the Principal Investigator, as applicable, shall submit to Sponsor any such proposed publication or presentation resulting from or related to the Study at least forty-five (45) days prior to the submission for publication or the presentation.  Sponsor may require the delay of publication or presentation for an additional period of time not to exceed ninety (90)
 days for the purposes of filing patent applications to patentable subject matter or the resolution of any inaccuracies or misleading statements in the publication or presentation.  Sponsor shall promptly notify the Institution or the Principal Investigator if Sponsor believes that the publication or presentation includes any information that is inaccurate and/or misleading, and the Institution or the Principal Investigator agrees to provide due consideration to Sponsor's comments.  If Sponsor determines that such proposed publication or presentation includes Confidential Information, it shall so inform the Institution or the Principal Investigator, and the Institution or the Principal Investigator shall delete such Confidential Information as directed by Sponsor.  Solely for purposes of the preceding sentence, Confidential Information shall not include Study Results.  All publications and presentations of the Study Results shall appropriately reference the multi-site Study publication, if any, or the fact that the Study Results are a subset of data resulting from a larger multi-site study.  Subject to Section 7, the authorship and final contents, including scientific conclusions and professional judgments, of any paper submitted about the Study Results by the Principal Investigator or Institution shall be determined by them.
 4.3. Sponsor Publication.  Sponsor also shall have the independent right to publish Study Results.  Upon the request of Sponsor, the Institution and the Principal Investigator shall cooperate with Sponsor in preparing all publications or presentations of the Study Results.  In addition, Sponsor shall have the right to list the Study on one or more clinical trial registries and to publish the results of the Study in one or more clinical results databases.
 4.4. License to Publications.  The Institution and Principal Investigator each agree that, if it publishes Study Results, Sponsor is hereby granted an irrevocable, royalty-free license to make and distribute copies of such publication under any copyright privileges that the Institution and Principal Investigator may have.  The Institution and Principal Investigator shall, in any agreement with a journal or other publisher to publish Study Results, use reasonable efforts to reserve expressly all copyright rights necessary to grant Sponsor the license and rights contained herein.
ARTICLE 5:   INTELLECTUAL PROPERTY 

 5.1. Inventions.  It is recognized and understood that certain existing inventions and technologies are the separate property of Sponsor and the Institution and are not affected by this Agreement, and neither Party shall have any claims to or rights in such separate inventions and technologies of the other Party.  Any new invention, development, improvement or discovery made or conceived by the Institution or the Principal Investigator, whether or not patentable, resulting from the Study or Investigational Material (“Invention”) shall be promptly disclosed by the Institution or Principal Investigator, in writing, to Sponsor.  
 5.2. Ownership of Inventions.  Except as prohibited by federal or state law:
All Inventions shall be owned by Sponsor.
  The Institution and Principal Investigator do hereby assign all right, title and interest to such Inventions to Sponsor.  Neither the Institution nor the Principal Investigator shall take any action that is inconsistent with Sponsor’s ownership of such Inventions.  At Sponsor’s request, the Institution and the Principal Investigator shall execute all necessary documents to effectuate the assignment of any Inventions.

In the event that Sponsor decides to file one or more United States and/or foreign patent applications covering one or more Inventions, the Institution and the Principal Investigator shall, at the request and expense of Sponsor, assist Sponsor in the preparation, prosecution, maintaining and defending of such patent application(s) and shall execute all documents deemed necessary by Sponsor for the filing thereof and/or for the vesting in Sponsor of title thereto.

 5.3. Power of Attorney.  The Institution and the Principal Investigator each hereby irrevocably appoints Sponsor as attorney-in-fact for the purpose of executing such documents in their respective names as may be necessary or desirable to carry out the purposes of Article 8.

 5.4. No Conflicts.  The Institution hereby represents on behalf of itself and the Principal Investigator that it and they are not bound by any agreement, commitment, arrangement or court order, or any other existing or previous business relationship that violates, conflicts with or prevents the full performance of the Institution’s and the Principal Investigator’s duties and obligations to Sponsor under this Agreement.  The Institution and the Principal Investigator hereby further represent that they have no present obligations to assign to any person or entity not affiliated with Sponsor any Inventions or other intellectual property covered by this Article 8.
 5.5. Government-Funded Activities.  The Parties agree that all activities under this Agreement (“Agreement Activities”) shall fall outside the planned and committed activities of any government-funded project undertaken by the Principal Investigator (“Government-Funded Activities”) and shall not diminish or distract from the performance of such Government-Funded Activities within the meaning of 37 C.F.R. § 401.1(a)(1), and, therefore, that any Invention made hereunder shall not be subject to the conditions of 37 C.F.R. Parts 401 and 404.  In the event that Agreement Activities shall be found to be Government-Funded Activities, the Institution and the Principal Investigator shall take all actions necessary to retain title to any Invention made under this Agreement, including those required by 37 C.F.R. §§ 401.14(c)(1), (2) and (3).
ARTICLE 6:   COMMUNICATION WITH MEDIA; USE OF NAMES

 6.1. Communication with Media.  The Institution, and its employees, agents and representatives, including the Principal Investigator shall not communicate with or provide any information to any media (including, but not limited to, traditional and alternative press outlets such as newspapers, magazines, blogs, television, radio and Internet) representative regarding Sponsor, Sponsor’s products, the Investigational Material, Study Results or the Study without the prior express written approval of Sponsor.  In addition, Sponsor, the Institution and the Principal Investigator shall not use, expressly or by implication, any product image or likeness, name, trademark or trade name of any other Party, or any contraction, abbreviation, simulation or adaptation thereof, in any news or publicity release, policy, recommendation, advertising or any other commercial communication without the prior written approval of such other Party; provided, however, that the limitations contained in this Article 9 shall not apply to any documents that may be necessary or appropriate for Sponsor or the Institution to provide to a federal, state, local or foreign governmental agency, as part of disclosures required by law or stock exchange rule or in scientific publications and grant applications.  Notwithstanding the foregoing, Sponsor may use, publish or otherwise publicly disclose the fact that Sponsor has a contractual relationship with the Institution and/or the Principal Investigator for purposes of conducting the Study.

 6.2. Enrollment Recruitment.  Neither the Institution nor the Principal Investigator shall issue to the public any information or statement through the press or any other media, including advertisements for the enrollment of Study subjects, without the prior written permission of Sponsor and the review and approval of the IRB.
ARTICLE 7:   INDEMNIFICATION, INSURANCE, LIABILITY
 7.1. Indemnification by Sponsor.  Sponsor agrees to indemnify, defend and hold harmless the Institution and its employees, officers, directors, consultants and agents, including the Principal Investigator (collectively, the “Institution Indemnitees”) from any loss, cost and/or expense (including reasonable attorneys’ fees) resulting from any claim, complaint, cause of action or demand brought against an Institution Indemnitee by or on behalf of a subject participating in the Study alleging illness, injury, death, loss of consortium or a similar claim (whether brought by or on behalf of such subject by a friend, spouse, guardian, relative or companion of such subject) (a “Claim”) to the extent that such Claim arises directly from or is a direct result of the use of the Investigational Material in accordance with the Protocol, the written instructions of Sponsor, and all applicable laws and IRB and Institution directions and policies.  Notwithstanding the foregoing, with respect to any Claim, Sponsor shall not be liable for indemnification of any Institution Indemnitee to the extent that such Claim arises from or is a result of an Institution Indemnitee’s (i) failure to obtain approval from the IRB and/or any required permission from the subject making such Claim in accordance with the IRB’s approved procedures and the terms of this Agreement, (ii) failure to follow the Protocol or Sponsor’s written instructions in any material respect, (iii) failure otherwise to perform his, her or its material obligations hereunder, or (iv) negligence, malpractice, willful misconduct or other wrongful acts or failure to act in connection with the Study.  In addition, Sponsor shall not be obligated to indemnify, defend and hold harmless Institution Indemnitees with respect to any Claim for which Institution Indemnitee has made any admission or has taken any action relating to such Claim prejudicial to the defense of it without the prior written consent of Sponsor, such consent not to be unreasonably withheld, provided that this condition shall not be treated as breached by any statement required to be made by any Institution Indemnitee in connection with the operation of the Institution’s internal complaint procedures, accident reporting procedures or disciplinary procedures or by law.
 7.2. Indemnification by Institution.  The Institution agrees to indemnify, defend and hold harmless Sponsor, its affiliates and their respective employees, officers, directors, consultants and agents from any Claim or government enforcement action that arises from or is a result of an Institution Indemnitee’s (i) failure to obtain approval for the Study from the IRB and/or any required permission from the subject making such Claim in accordance with the IRB’s approved procedures and the terms of this Agreement, (ii) failure to follow the Protocol or the written instructions of Sponsor in any material respect or comply with federal, state and/or local laws or regulations in connection with the Study, including, but not limited to, the Institution’s failure to maintain its premises in a reasonably safe condition, (iii) failure otherwise to perform his, her or its material obligations hereunder, or (iv) negligence, malpractice, willful misconduct or other wrongful acts in connection with the Study. 

 7.3. Indemnification Procedures.  An indemnifying party shall have no obligation hereunder to any party seeking indemnification unless such party seeking indemnification (i) gives written notice to the indemnifying party within fifteen (15) days after receipt of notice of any Claim or potential Claim, or such shorter period as may be necessary to meet any deadline for submitting or filing a response, (ii) permits the indemnifying party to assume the defense and/or disposition of any such Claim or related litigation; provided that counsel is reasonably acceptable to the party seeking indemnification, unless an insurance company that has issued a policy or policies of insurance to an indemnifying party appoints legal counsel to defend indemnifying party with regard to such claim, suit, action or proceeding and (iii) cooperates with the indemnifying party in all reasonable respects with respect to defense of such Claim, with out-of-pocket expenses of the party seeking indemnification to be reimbursed by the indemnifying party; provided, however, that no delay on the part of the party seeking indemnification in notifying the indemnifying party shall relieve the indemnifying party from any obligation hereunder unless, and then solely to the extent, the indemnifying party is thereby prejudiced.  With respect to any Claim pursuant to which a party is obligated to indemnify, defend and hold harmless another party, the indemnifying party shall not enter into any settlement agreement with the plaintiff or claimant making such Claim without prior written permission of the party seeking indemnification, which permission shall not be unreasonably withheld, if such settlement would impose any obligation or liability on the indemnified party other than for the payment of money as to which the indemnifying party has an indemnity obligation hereunder.  The assumption of the defense of a Claim or action by the indemnifying party shall not be construed as an acknowledgment that such party is liable to indemnify the party seeking indemnification in respect of the Claim or action, nor shall it constitute a waiver by the indemnifying party of any defenses it may assert against the party seeking indemnification.  If it is ultimately determined that the indemnifying party is not obligated to indemnify, defend or hold harmless the party seeking indemnification from and against the Claim or action, the party seeking indemnification shall reimburse the indemnifying party for any and all costs and expenses incurred by the indemnifying party in its defense of the Claim or action with respect to the party seeking indemnification.
 7.4. [Reimbursement of Medical Expenses.  Notwithstanding Section 10.1, Sponsor shall reimburse the Institution for the direct, reasonable and necessary medical expenses incurred by the Institution for the treatment of any personal injury that is a direct result of the use of the Investigational Material in accordance with this Agreement, the Protocol and any other written instructions of Sponsor if (i) the Institution Indemnitees have complied with this Agreement, the Protocol and any written instructions of Sponsor concerning the Study and (ii) the medical expenses do not arising out of or relate to the negligence, willful malfeasance or wrongful acts or omissions of any Institution Indemnitees.  Sponsor will not provide compensation for lost wages or for any other damages, expenses or losses, or for medical expenses that have been covered by a subject’s medical or other insurance, provided, however, Sponsor understands and agrees that neither the Institution nor the subject shall be expected to seek payment or reimbursement from Medicare, Medicaid, or any other similar government program with respect to such medical expenses.]

 7.5. Exceptions.  Sections 10.1 [and 10.4]
 shall not apply to any Claim [or medical expense]:

(i) to the extent that such Claim [or medical expense] arises out of or relates to the Principal Investigator’s or the Institution’s failure to promptly report to Sponsor any significant or alarming developments that may occur during the Study, including any subject Adverse Experiences or Serious Adverse Events (as both such terms are defined in the applicable Protocol); or

(ii) to the extent that such Claim [or medical expense] arises out of or relates to a breach of any applicable law or regulation by any Institution Indemnitee, including without limitation, a failure to maintain premises in a reasonably safe condition.

 7.6. Sponsor Insurance.  Sponsor agrees to maintain a policy or program of insurance or self-insurance to support its indemnification obligations assumed herein.  Sponsor shall provide a certificate of insurance evidencing such coverage upon request by the Institution.

 7.7. Institution Insurance.  The Institution shall maintain professional liability and other appropriate forms of liability insurance at levels sufficient to support its indemnification obligations assumed herein.  The Institution shall provide certificates of insurance evidencing such coverage to Sponsor upon request.  The above policy of insurance shall be primary to any liability insurance carried by Sponsor, which insurance(s) shall be excess and non-contributory for claims and losses arising out of the performance of this Agreement.  
 7.8. Limits on Damages.  Sponsor shall not be liable for any special, incidental, indirect or consequential damages that may arise in connection with the execution and/or performance of this Agreement.
 7.9. No Warranties.  THE Principal Investigator AND THE Institution UNDERSTAND, ACKNOWLEDGE AND AGREE THAT THE INVESTIGATIONAL MATERIAL IS INVESTIGATIONAL IN NATURE AND THAT NO WARRANTY, EITHER EXPRESSED OR IMPLIED, IS MADE REGARDING THE INVESTIGATIONAL MATERIAL.  WITHOUT LIMITING THE FOREGOING, Sponsor EXPRESSLY DISCLAIMS ANY REPRESENTATIONS OR WARRANTIES, WHETHER WRITTEN OR ORAL OR EXPRESS OR IMPLIED, INCLUDING WARRANTIES OF MERCHANTABILITY OR FITNESS FOR A PARTICULAR PURPOSE WITH RESPECT TO THE INVESTIGATIONAL MATERIAL OR THAT THE USE OF THE INVESTIGATIONAL MATERIAL FOR PURPOSES OTHER THAN SPECIFIED IN THIS AGREEMENT WILL NOT INFRINGE THE RIGHTS, PATENT OR OTHERWISE OF ANY THIRD PARTY. 

ARTICLE 8:   RELATIONSHIP OF THE PARTIES

 8.1. Independent Contractors.  Institution is and shall remain at all times an independent contractor and is not, and shall not represent itself to be, an agent or employee of Sponsor or to be related to Sponsor other than as an independent contractor.  Institution shall have no power or authority to bind Sponsor or to assume or create any obligation or responsibility, expressed or implied, on Sponsor’s behalf, or in its name, nor shall Institution represent to anyone that Institution has such power or authority, except as expressly permitted in this Agreement or as expressly authorized by Sponsor in writing.  Institution personnel performing the Study hereunder shall at all times be under the exclusive direction and control and shall be employees or agents of the Institution and shall not be employees, agents or representatives of Sponsor.  Each Party to this Agreement is responsible only for its own conduct, except that Institution shall also be responsible for the conduct of the Principal Investigator.
ARTICLE 9:   WARRANTIES AND REPRESENTATIONS

 9.1. Capabilities.  Institution warrants and represents to Sponsor that (i) it has the capability in-house to perform the Study, (ii) the Principal Investigator is, and at all times during the course of the Study shall be, qualified by training and experience with appropriate expertise to conduct the Study, and (iii) the Institution and the Principal Investigator have, and at all times during the course of the Study shall have, the appropriate licenses, approvals and certifications necessary to safely, adequately and lawfully perform the Study.   
 9.2. No Debarment.  Institution warrants and represents that neither the Institution nor the Institution’s employees or agents who will perform Study services hereunder (including without limitation the Principal Investigator and all other Study investigators and personnel) (i) are debarred, disqualified or deemed ineligible to conduct clinical research or to receive investigational drugs or devices as a clinical investigator under any applicable laws or regulations, including without limitation, subsections 306(A) and 306(B) of the Generic Drug Enforcement Act of 1992, or (ii) is under investigation by any government agency in relation to clinical research, including, without limitation FDA debarment.  Institution further covenants and agrees that during the term of this Agreement, Institution shall immediately provide Sponsor with written notice if Institution or any of its employees or agents becomes debarred, disqualified or deemed ineligible by any court or regulatory agency or becomes subject to any pending or threatened proceedings or actions regarding the same, together with any other information known to Institution that is relevant to such debarment or disqualification proceedings or actions.  Institution shall promptly notify the Sponsor if any research in which the Principal Investigator has been involved in was terminated for cause or allegations of misconduct and an explanation of the circumstances that led to termination and to promptly notify the Sponsor if ongoing research is terminated for cause or allegations of misconduct and an explanation of the circumstances that led to such termination.
 9.3. Conflict of Interest.  The Institution agrees, and shall ensure that the Principal Investigator agrees, that during the term of this Agreement neither Institution nor Principal Investigator (i) [shall participate in a clinical trial that is in competition with the Study
, and (ii)] is subject to any conflicting obligations or has any financial or other interest in the outcome of the Study or has entered into any contract with respect to the Study that might interfere with the performance of the Study or that might impair the acceptance of the resulting data by the FDA or that might create a conflict of interest.  [For purposes of this Section 12.3, a clinical trial will be deemed to be in competition with the Study if it requires (i) the administration of a product that would compete with the Sponsor’s Investigational Material, or (ii) the enrollment of a patient population similar to that described under the Protocol.]
 9.4. Authority.  Each Party represents that it has the full and complete power and authority to execute this Agreement and that, assuming the due execution of this Agreement by the other Party hereto, the Agreement constitutes a valid and binding obligation of such Party and is enforceable in accordance with its terms.
12.5 [Material Non-Public Information.  Information that the Principal Investigator, agents or other employees of the Institution may learn during the course of the Study, including Study Result, may be deemed to be "material non-public information" about Sponsor, a company with publicly traded securities.  In order to avoid any actual or perceived conflicts of interest, both the Institution and the Principal Investigator represent and warrant that they will not own or trade in any stock or other securities of Sponsor, or recommend that others do so, during the term of the Study and until Study Results have been made public.  This restriction shall also apply to all Institution employees directly involved in the Study, and Institution shall communicate this restriction to all such employees.  Notwithstanding the foregoing, this Section 12.5 shall not restrict in any way the Principal Investigator, Institution or the university or institution of which the Institution is a part from making investments in pooled investment vehicles such as mutual funds, or, in the case of Institution or the university or institution of which the Institution is a part, in individual securities in the ordinary course of business on behalf of the institution’s endowment, reserve fund or the like.]

12.6 [No Inducement.  The Institution and the Principal Investigator represent that they have been selected to conduct the Study because of their experience, expertise and resources and not, in any way, as an inducement to, or in return for, past, present or future prescribing, purchasing, recommending, using, dispensing or granting preferential formulary status for any Sponsor product.]

ARTICLE 10:   MISCELLANEOUS
 10.1. Governing Law.  This Agreement and all matters arising out of or relating to this Agreement shall be governed by the laws of the Commonwealth of Massachusetts
, without regard to choice of law principles.  Institution and the Principal Investigator hereby expressly consents to the personal jurisdiction of the state and federal courts located in Massachusetts
 for any lawsuit filed in such court against Institution or the Principal Investigator by Sponsor arising from or relating to this Agreement.
 10.2. Notice.  Written notice required under this Agreement shall be effective when delivered by hand-delivery or sent by United States registered or certified mail, postage prepaid and return receipt requested, or consigned to an established overnight mail carrier, and addressed or delivered to the Parties at the following addresses (or such address as may hereafter be designated by a Party by written notice thereof to the other Party actually received):



To Sponsor:

______________________





______________________





______________________





Attn:  _________________


To Institution:

Name of Institution





Address





Attn:

This Section 13.2 is not intended to govern the day-to-day business communications necessary between the Parties in performing their obligations under the terms of this Agreement.
 10.3. Entire Agreement.  This Agreement and all attachments hereto, including any amendments, constitute the entire agreement of the Parties with respect to the subject matter hereof and supersede all previous negotiations, commitments and writings.  Should there be any conflict between any attachment and the terms and conditions of this Agreement, the terms and conditions of this Agreement shall prevail, except as otherwise specified in Section 1.1 hereof.  The wording of this Agreement shall be deemed to be the wording mutually chosen by the Parties and no rule of strict construction shall be applied.
 10.4. Assignment.  This Agreement, and all rights and obligations of the Parties hereunder, shall not be assigned or delegated by either Party without the prior written consent of the other Party, provided, however, that Sponsor, without the consent of any other party hereto, may assign this Agreement and its rights and obligations hereunder (a) to any successor in interest (whether by merger, acquisition, asset purchase or otherwise) to all or substantially all of the business to which this Agreement relates, (b) in connection with the transfer, whether by license or otherwise, or sale of all or substantially all of its rights to the Investigational Material in one or more jurisdictions or (c) to any direct or indirect affiliate of Sponsor.  Subject to the foregoing, this Agreement shall be binding upon and shall inure to the benefit of the Parties and their respective successors and assigns.
 10.5. Waiver.  No provision hereof shall be deemed waived and no breach excused, unless such waiver or consent excusing the breach shall be in writing and signed by the Party to be charged with such waiver or consent.  A waiver by a Party of any provision of this Agreement shall not be construed as a continuing waiver of the same provision.

 10.6. Amendments.  No supplement, amendment, modification or rescission of this Agreement shall be valid or enforceable unless set forth in writing and signed by both Parties.
 10.7. Severability.  If any provision herein is found to be unenforceable, it is the intent of the Parties that such provision be replaced, reformed or narrowed so that its original business purpose may be accomplished to the extent permitted by law.  The invalidity or unenforceability of any provision of this Agreement shall not affect the validity or enforceability of any other provisions of this Agreement, which shall remain in full force and effect.
 10.8. Survival.  The rights and duties under Sections 1.5, 3.5, 3.6 [and 12.5]
 and 4 [Investigational Material], 5 [Use, Audit and Storage of Study Records], 6 [Confidentiality], 7 [Ownership of Data and Publication], 8 [Intellectual Property], 9 [Communication with Media; Use of Names], 10 [Indemnification; Insurance; Liability]; 12.5 and 13 [Miscellaneous] of this Agreement shall survive the expiration or termination of this Agreement. 
 10.9. Counterparts.  This Agreement may be signed in any number of counterparts which, when taken together, will constitute one and the same instrument.

[Remainder of page intentionally left blank]


IN WITNESS WHEREOF, the Parties hereto by their duly authorized representatives have executed this Agreement effective as of the date first above written.







[SPONSOR]






By:____________________________







Name:







Title:







[NAME OF INSTITUTION]










By:___________________________









Name:







Title:






Read and Acknowledged by 






Principal Investigator:







______________________________







Name:
ATTACHMENT 1
PROTOCOL
ATTACHMENT 2
[Insert if applicable:  REQUIRED DOCUMENTATION]
The Institution and the Principal Investigator shall prepare, maintain and retain complete, current, accurate, organized and legible Study Documentation (as defined below) in a manner acceptable for the collection of data for submission to, or review by, the FDA and other regulatory or governmental authorities, and in full compliance with the Protocol and all applicable laws.  For purposes of this Agreement, “Study Documentation” includes all records (related to the Investigational Material or Protocol), accounts, notes, reports and data, collected, generated or used in connection with the Study, whether in written, electronic, video or other tangible form, including all recorded original observations and notations of clinical activities and all reports and records necessary for the evaluation and reconstruction of the Study.  The Principal Investigator and/or Institution will conduct data entry activities, which shall include entry of subject data after subject visit and response to queries, within the timelines provided by Sponsor.  The Institution shall provide to Sponsor or its designated agents original case report forms (collectively, “CRFs”) completed for each subject participating in the Study and such other reports as and when required by the Protocol or applicable laws.  The Institution shall provide the final CRFs required by the Study as set forth in the Protocol or as Sponsor may otherwise request in writing. [The Study uses electronic data capture technology (“EDC”).  Data will be entered in the EDC system at the Institution.  Trained Study personnel will be responsible for entering data on the observations, tests and assessments specified in the Protocol into the EDC system and according to the CRF.  The CRF instructions will also provide the Institution with data entry instructions.  Data entered in the EDC system will be automatically saved to a central database and changes tracked to provide an audit trail.  When data have been entered, reviewed, edited, and Source Data Verification performed, the Principal Investigator will be notified to sign the CRF electronically as per the agreed project process and data will be locked to prevent further editing.  A copy of the CRF will be archived at the Institution.  When an electronic invalidated system that allows retrospective entry or correction of medical records data is issued, Principal Investigator shall print, sign, date and file a copy of the relevant medical record each time a subject visits a facility.  The Principal Investigator’s electronic signature shall be the legally binding equivalent to a handwritten signature.  If medical records of Study subjects are held in a computerized medical system, such system must be in full compliance with the FDA rules on electronic records and signatures.]

ATTACHMENT 3
BUDGET AND PAYMENT SCHEDULE
� This form Clinical Trial Agreement is intended for use by a therapeutic company in a pre-approval, US-based multi-center clinical trial.  Because of the generality of this form, this CTA will require modifications in all situations, including device trials, foreign trials, single site trials, post-approval trials among others, and should not be used without specific legal advice based on the particularities of the clinical trial and protocol. Even in the context of a therapeutic company conducting a US-based multi-center trial, significant modifications to this form may be appropriate.  Using this CTA does not create an attorney client relationship between you and Fabbri Law, LLC.


� References to the Principal Investigator as an employee of the Institution will need to be removed if he/she is not an employee.


� Use Attachment 2 if Sponsor has a separate listing of record requirements or Protocol if the record requirements are contained in the Protocol.


� This provision is only applicable if the Sponsor is commercial stage.


� Therapeutic being tested


� Delete references to Control Material if not applicable.


� Modify or delete as necessary to reflect nature of materials, if any, being provided.


� If EDC being used for the Study.


� Sometimes the Institution will request mutual confidential information.


� Many large universities and hospitals will insist on a total maximum 90 days delay in publication.  


� Although most Institutions will assign inventions arising from clinical research (as opposed to basic research), some Institutions may push hard to retain rights to inventions.  This may be a point of lengthy negotiation and the Sponsor will need to determine based on the facts and circumstances whether to compromise and to what extent.


� It is not typical for the Principal Investigator to have indemnification obligations to the Sponsor.  Where the Principal Investigator is not an employee of the Institution, the Sponsor should weigh the benefit of indemnification by the Principal Investigator (which may be limited) against the harm it may have in discouraging Principal Investigator participation.


� Optional provision, although reimbursement for patient injury medical expenses may be required by some Institutions or in some countries and may be helpful in patient recruitment.


� Delete references to Section 10.4 and medical expenses if no medical expense reimbursement is being provided.


� This provision may not be possible if the Institution is a specialty center or large institution.


� This provision is only applicable if the Sponsor is a public company or likely to be public during the term of the Study.


� This provision is only applicable if the Sponsor is commercial stage.


� The governing law should be determined based on the facts of the situation.


� Generally, Sponsor will want jurisdiction where it resides.  If the Institution is a state university or hospital, the governing law and jurisdiction may need to be that of the Institution’s state.


� Delete if Section 12.5 deleted.


� Include if Study is using electronic data capture.
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