STANDARD CLINICAL TRIAL AGREEMENT
__________ (“Sponsor”), a {form of entity} organized under the laws of {State} and the Board of Regents of the University of Wisconsin System (“Site”), a state-controlled higher educational institution organized under the laws of Wisconsin (individually a “Party” or collectively “Parties”), enter into this Standard Clinical trial Agreement (“Agreement”) whereby Sponsor engages Site to conduct clinical study entitled                           according to the provisions of this Agreement and Protocol __________.

1.0. Definitions and Abbreviations

Authorized Third-parties. People and organizations that are contractually or legally obligated to protect Confidential Information and who have been informed of their obligations.

CRF (Case Report Form). A printed, optical or electronic document designed to record all of the protocol-required information to be reported to the Sponsor on each Subject.

GCP (Good Clinical Practice). A standard for the design, conduct, performance, monitoring, auditing, recording, analysis and reporting of clinical trials, that provides assurance that the data and reported results are credible and accurate, and that the rights, integrity and confidentiality of subjects are protected. In the U.S., the standards are set forth in the United States Code of Federal Regulations (“CFR”).
Indemnified Employees. Employees, medical and professional staff, appointees, fellows, faculty, other persons with academic appointments, trainees and students of the respective Party.
Intellectual Property. Inventions, expressions of ideas, discoveries, devices, data, mechanisms, substances, works, trade secrets, know-how, formulae and methods, including improvements, whether or not protectable by patent, copyright or other intellectual property rights.

Invention. Any Intellectual Property conceived and reduced to practice, made or developed, in whole or in part, by or on behalf of Site pursuant to its conduct of the Study or derived from Sponsor Confidential Information, that relates to the Test Article, including its administration or use, alone or in combination with any other drug or device, and any related assay or biomarker.

Investigator. The physician or other qualified person, identified by name in the Agreement as the Investigator, who is responsible for conduct of the Study at the Site.

IRB (Institutional Review Board). The ethics committee responsible for ensuring the protection of the rights, safety and well-being of human subjects involved in a trial.
Material Findings.  Material findings resulting from a Sponsor’s site monitoring visit or data safety monitoring include those which could affect the safety of Subjects, alter a Subject’s willingness to participate in the Study, alter the risk-benefit ratio of the Study, influence the conduct of the Study, or would otherwise require changes to the informed consent form.  
Publication. A paper, article, manuscript, report, poster, Internet posting, presentation slides, abstract, outline, video, instructional material, presentation (in the form of a written summary), or other disclosure of Study Results, in printed, electronic, oral or other form.

Personnel. Investigator, Subinvestigators and other Site employees and contractors who assist Investigator on the Study for the Site.

Protocol. The IRB-approved description of the Study, attached to this Agreement as Exhibit B (Protocol) by reference, including any IRB-approved amendments.

Recipient. The party to this Agreement that receives Confidential Information from its Owner.

Results. The methods, data, analysis and conclusions of a Study.

Site. The entity that conducts the Study.
Site Indemnitees. Site, Investigator, Indemnified Employees, officers, trustees, directors, appointees, IRB, privacy board, agents, contractors, subcontractors and Affiliates, if any, and their assigns.

Source Documents. Original documents, data, and records (e.g., hospital records, pharmacy dispensing records, x-rays, etc.). Excludes CRFs.

Specimen. A biological sample, such as blood or tissue, from a Subject, collected per the Protocol.

Sponsor. The responsible pharmaceutical, biotech, medical device, or other organization that contracts with the Site to perform the Study.

Sponsor Data. Study lab test results, CRFs and other reports completed by Site or Investigator per the Protocol, Agreement or other written instruction by Sponsor, excluding Source Documents and Genetic Data. Specifically excludes Site’s results derived from analysis of data.

Sponsor Indemnitees. Sponsor and its employees, officers, trustees, directors, owners, agents, subcontractors, and Affiliates, if any, and their successors and assigns.

Statement of Investigator. The equivalent of Form FDA 1572 for studies of medical devices under an FDA Investigational Device Exemption. U.S. 21 CFR Parts 812.43(c) 812.100 and 812.110 specify the requirements.

Study. The clinical research project identified by its title in the Agreement and described by the attached Protocol.

Subinvestigator. A physician or other qualified person who assists Investigator by performing critical study-related procedures and/or making important study-related decisions.

Subject. A person who enrolls in the Study or who contributes a specimen for use in the Study.
Test Article. The experimental medication, device or biological material under investigation, including any comparator drugs, rescue drugs, other ancillary drugs, and placebos.
 2. Duties of Sponsor
2.1. Protocol & Amendments. Sponsor has provided Site with a comprehensive and accurate Protocol and supporting information necessary for Site to evaluate and conduct the Study. The Protocol will be considered effective following its approval by Sponsor, IRB, and the FDA or other applicable regulatory authority as required by law. Site will conduct the Study in accordance with the Protocol. Any modification or addendum to the Protocol must be approved by the IRB to become effective.

2.2. Test Article and Materials. Sponsor will provide to Site on a timely basis, without charge, the required quantities of properly-labeled Test Article and other materials (e.g., CRFs) needed by Site to conduct the Study per the Protocol. Sponsor will also provide to Site any needed replacement Test Article, as well as instructions for proper handling and storage. All such items are and will remain the sole property of Sponsor until administered or dispensed to Subjects during the course of the Study.

Sponsor warrants that:

a. It has obtained all necessary governmental and regulatory approvals to conduct the Study and provide the Test Article including without limitation, all applicable FDA and IRB approvals; and that all approvals will be in full force and effect during the Study.

b. Test Article has been manufactured and formulated, and passed quality control tests, in accordance with applicable regulations.

c. It has disclosed to Site and applicable government authorities all relevant, material information concerning the safety, use, efficacy and Test Article experience.

d. To the best of its knowledge after reasonable inquiry, use of the Test Article for Study purposes will not infringe the intellectual property rights of any third-party.

e. Any hazardous material packaging provided by Sponsor meets regulatory requirements for Site’s use according to the Protocol.

Without limiting Sponsor’s obligations under Sections 9 (Subject Injury) and 10 (Indemnification), Sponsor disclaims any other representations and warranties, written or oral, express or implied, with respect to the Test Article, including any representation or warranty of performance, merchantability or fitness for a particular use or purpose.

2.3. Sponsor Monitoring. Sponsor will monitor Site in accordance with regulatory requirements and may audit Site’s performance of the Study and use of Sponsor’s funds. Visits will be at the mutual convenience of the Parties and with reasonable advance notice and consideration for Site. Sponsor will communicate any Material Findings to Site in an exit meeting or in writing within 2 days. Site will promptly correct any deficiencies found during audits. 
2.4. Data Safety Monitoring.  Sponsor will comply with 21 CFR sections 312.32(c), 312.55(b), 812.40 and 812.150(b) in informing Site of serious adverse effects, new uses, or significant new information that could affect the safety of Subjects, their willingness to continue participation, or the risk-benefit ratio, or which could alter the IRB’s approval to continue the study or require changes to the informed consent form. 
2.5. Sponsor-Supplied Equipment. Sponsor will provide to Site on a timely basis, without charge, the equipment specified in Exhibit C (Equipment). Unless stated otherwise in writing by Sponsor, Equipment is the sole property of Sponsor. Sponsor will maintain Equipment in working order and maintain property insurance on it. Site will use Equipment only for the Study or such other purposes as Sponsor may approve in writing. Site will return Equipment in working order with normal wear and tear excepted, at Sponsor’s cost, to Sponsor within 45 days after completion of the Study by Site or termination of this Agreement. 
3. Duties of Site & Investigator
3.1. Inspections. Site will notify Sponsor if any government or regulatory authority begins to conduct, or gives notice of its intent to conduct, an inspection pertaining to the Study. Site and Sponsor will provide the other party with copies of all pertinent written and electronic documents issued by the government or regulatory authority pertaining to such inspection. Site will also provide Sponsor with a copy of all written and electronic documents that otherwise pertain to the Study that are received from or provided to the government or regulatory authority, subject to confidentiality and privacy restrictions. Site will promptly correct any deficiencies found during inspections. 
3.2. Conduct of Study. Site has the expertise, time and resources to conduct the Study per this Agreement. Site will conduct the Study in a timely manner and in accordance with this Agreement, the Protocol, and Sponsor’s other reasonable written instructions. Site will conduct the Study in conformance with generally accepted GCP standards and in accordance with all applicable federal, state and local laws and regulations. Site will accurately collect and record Study data. The Protocol in Exhibit B is incorporated into this Agreement by reference.
3.3. Debarment & Disqualification. Site represents that neither it, nor to the best of its knowledge, any of its Investigators, Subinvestigators, employees, suppliers, agents or other persons or entities (including their employees, partners, shareholders, members, subsidiaries and affiliates) providing services for the Study, has ever been debarred, disqualified, or banned by FDA from conducting clinical trials or is under investigation by FDA for debarment, disqualification or any similar regulatory action. Site will notify Sponsor of any actual or threatened disqualification, debarment or other ban or investigation that comes to its attention during the course of the Study.
3.4. Financial Disclosure. Site will ensure that, prior to their participation in the Study, Investigator and any Subinvestigators complete and return to Sponsor the Financial Disclosure Certification form provided by Sponsor.

3.5. Conflict of Interest. Site and Investigator (a) have no unmanaged conflict of interest that would affect conduct of the Study, and (b) have received no offer by Sponsor or its related party of extra benefit for participation in the Study, including offers to family members. Site and Investigator will promptly notify Sponsor if any conflict of interest arises during the term of this Agreement that cannot be managed by Site. Site and Investigator will enter into no financial security transaction based on Study data or Results.
3.6. Investigator. Investigator will personally supervise the Study and may not delegate this duty. He/she may, however, delegate other duties to qualified personnel per protocol and regulatory requirements.
If Investigator cannot carry out his/her duties under this Agreement, or leaves Site, Site will notify Sponsor. Site may nominate a replacement investigator, whom Sponsor, at its sole discretion, may approve or reject. If Sponsor rejects the proposed replacement, it may terminate this Agreement. Site may not replace Investigator or substantially reduce his/her role in the Study without Sponsor’s prior written approval. 

3.7. Subinvestigators and Other Personnel. Site will ensure that adequate numbers of qualified Personnel are assigned to the Study to meet its obligations under this Agreement and that all Subinvestigators and other Personnel have the necessary licenses and certifications, and are qualified by education, training and experience to perform their Study responsibilities. 
3.8. Facilities. Site will conduct Study only at facilities that are listed on its Form FDA 1572. Site will ensure that they remain adequate during the Study. Sponsor may inspect facilities during monitoring visits and on mutually-agreeable dates during Site’s normal business hours. 

3.9. IRB. Site will conduct Study with the initial and continuing approval of an IRB.

3.10. Study Initiation. Site will initiate Study only after the IRB has approved the Study’s protocol, informed consent form, and subject recruitment materials, as applicable, Sponsor has received a copy of these approvals, and this Agreement has been fully executed. 
3.11. Compliance. Site will comply with government, IRB and Sponsor requirements to keep the IRB informed of progress of the Study, particularly with respect to serious adverse events, IND safety reports, and protocol violations affecting Subject eligibility or subject safety. 

3.12. Study Documents. Site will prepare, maintain and retain complete, current, accurate, organized and legible Source Documents, regulatory documents, and other Study documents. Site will retain in a safe and secure location one copy of all printed and electronic Source Documents and Sponsor Data for the longer of (a) two years after the last marketing authorization for the Test Article has been approved or Sponsor has discontinued research on the Test Article or (b) such longer period as required by regulatory requirements. Sponsor will notify Site within 30 days after this retention requirement has expired. Sponsor will reimburse site for any subsequent storage costs plus management fee annually, upon receipt of invoice and supporting documentation. When Site destroys records, it will do so in a manner that ensures that their confidentiality is protected. Site and Investigator will notify Sponsor of any accidental loss or destruction of data. 

3.13. Enrollment. Enrollment in Study is competitive. Site will use its reasonable efforts to enroll a sufficient number of Subjects to complete the Study.
3.14. Adverse Events.  Consistent with 21 CFR 312.64, Investigator shall immediately report to Sponsor any serious adverse drug event occurring during the Study, whether or not considered drug related, and will include an assessment of where there is a reasonable possibility that the drug caused the event.  Investigator shall keep a record of non-serious adverse drug events and report them to Sponsor per the Protocol.  Consistent with 21 CFR 812.150, Investigator shall report to Sponsor any unanticipated adverse device effect occurring during the Study as soon as possible, but in no event later than 10 working days after Investigator first learns of the effect. 
3.15. Protocol Violations & Deviations. Site will notify Sponsor and IRB after becoming aware of any material Protocol violation. It will record Protocol deviations in the Study records. Without prior approval, Site may deviate from the Protocol to protect Subject from an immediate hazard. Any such deviation will not constitute a failure to comply with the Protocol. To the extent possible, it will make its best efforts to quickly remedy violations and deviations. 

3.16. Informed Consent. Investigator will ensure that informed consent, or an IRB approved waiver of informed consent, is obtained from Subjects prior to screening for, or participation in, the Study. Subject’s dated signature on the current IRB-approved informed consent form will signify informed consent. Both parties will ensure that the informed consent form, when applicable, is consistent with Section 7.4 (Data & Specimen Ownership) and Section 9 (Subject Injury Claims). Both parties will approve the form. When Subject safety or medical care could be directly affected by Study results, Site will communicate that information to Subjects.

3.17. Test Article. Sponsor owns the Test Article. It will provide the Test Article to the Site at no cost. Site will verify to Sponsor receipt of the Test Article. Site will store the Test Article and empty containers in a safe and securely-locked area per Protocol requirements. Site will maintain complete and accurate records on the receipt and disposition of Test Article and empty containers. Site will use Test Article only for Study Purposes according to the Protocol. Site will not dispense expired Test Article to Subjects.
3.18. Genetic Data & Specimens. Site provides Specimens to Sponsor "as is” for Study purposes only. Site makes no representation or warranty, express or implied, that Specimens are free from harmful biological or infectious agents or organisms and are otherwise merchantable or fit for a particular purpose or use. Sponsor assumes all risk of liability in connection with its use of genetic data and Specimens. Any use of genetic data and Specimens, whether such use occurs as part of or outside of the Study, will be in accordance with applicable Protocols, other written instructions, informed consent forms, HIPAA authorizations, and applicable laws.

3.19. Electronic Data and Signatures. Site will submit Study data using the electronic system provided by the Sponsor. Sponsor warrants to Site that the system complies with U.S. 21 CFR Part 11 and HIPAA.  Site will prevent unauthorized access to the data by maintaining physical security of the computers and ensuring that Personnel maintain the confidentiality of their passwords. 

3.20. Communication of Results to Subjects. After conclusion of Study, Sponsor will consider any request by Site to break the Study blind, so Site can inform Subjects which treatment they received. Sponsor will inform Site of study results when the information is available to Sponsor. For a period of 2 years after the Study, Sponsor will inform Site of any study results which could directly affect Subject safety so that Site can consider informing Subjects.

3.21. Return of Study Materials. Within 20 days following the conclusion or premature termination of the Study or termination of this Agreement, Sponsor will instruct Site to return or destroy unused study materials, including Test Article, clinical supplies, CRFs and equipment furnished by Sponsor. Within 30 days thereafter, Site will comply with Sponsor’s instructions. Sponsor will provide shipping materials and pay Site’s out-of-pocket shipping costs. During the Study, Site may return unused materials to Sponsor with prior Sponsor approval.
4. Compensation

4.1. Budget. Sponsor will pay Site in accordance with the fee schedule in Exhibit A (Budget. Changes to Exhibit A (Budget) may be documented by an amendment to this Agreement. 
4.2. Payee. All payments to Site will be made by check payable to “Board of Regents of the University of Wisconsin System”.  Site’s Taxpayer identification Number is 39-6006492. 
5. Confidential Information

5.1 Confidential Information. Sponsor Confidential Information includes the Protocol and Investigator’s Brochure; Study reports; Sponsor Data; and Sponsor’s other proprietary information of a technical, business or other nature, identified as “confidential”, in any format, whether written, verbal or electronic, and derivatives thereof.
Site Confidential Information includes operating procedures, information about other studies, the identity of referring physicians, and other proprietary information of a technical, business or other nature, in any format, written, verbal or electronic, and derivatives thereof.

Confidential Information, as used in this Agreement, shall include Sponsor Confidential information and Site Confidential Information, as appropriate.
This Section does not apply to information that is not confidential because it:

f. is in the public domain at the time of disclosure by Recipient to a third-party, through no breach of this Agreement by Recipient;

g. was lawfully in Recipient’s possession prior to disclosure by Owner, as shown by written records;

h. was lawfully disclosed to Recipient by a third-party that Recipient reasonably believed was not under an obligation to keep such information confidential; or

i. has been lawfully developed independently by Recipient, as evidenced by contemporaneous written documentation.
5.2. Disclosures. Confidential information may be disclosed if it:

a. is required to be disclosed in a government inspection, or by a government order, order by a court of competent jurisdiction, or other federal or state laws; 

b. is required by a third-party payor about a Subject, to the extent necessary to determine coverage;

c. is required to verbally answer Subject’s reasonable questions during the informed consent process;

d. is required by Site, Investigator or third-party physician for medical treatment or counseling of Subjects or other persons exposed to Test Article; 

e. is required to be disclosed to protect the public’s health;

f. is reasonably required (i) for peer review by other Study sites, (ii) by scientific standards for publication of the Study results, or (iii) for other scholars to verify the results of the Study; or

g. is required by Site or Investigator to defend itself in subject injury litigation, subject to 20 days prior written notification to Sponsor and right of Sponsor to seek a protective order from a court of competent jurisdiction.

Disclosures under this section are limited according to the Recipient’s reasonable judgment to the extent necessary in order to comply with the terms of this Agreement. 

If a disclosure of Confidential Information is required by a government order, court of law, other federal or state laws, or a Subject as described above, Recipient will disclose only such Confidential Information as is required and only to the party that requires the disclosure. It will otherwise maintain the confidentiality of Confidential Information to the extent possible. These disclosure provisions are subject to applicable Wisconsin Open Records laws, Freedom of Information Act, and similar statutes.

This Section does not limit Site’s disclosure rights under Sections 8 (Publications & Presentations) or Section 14.2 (Publicity and Use of Names).

5.3. Confidentiality Obligations. During the term of this Agreement and for 5 years thereafter, Recipients will use Confidential Information only for the purposes set forth in this Agreement. Recipients will protect Confidential Information with at least the same care as they protect their own Confidential Information of a comparable nature, and in no event will they use less than reasonable care. They will disclose Confidential Information only to their Personnel involved in conducting the Study, who are bound by a similar obligation of confidentiality, on a need-to-know basis, and have been informed of their obligations, and to Authorized Third-parties.
The parties will make reasonable efforts to mark or otherwise identify their Confidential Information as confidential. However, unmarked information that a reasonable person knowledgeable about clinical research would judge confidential will still be treated as Confidential Information. 

If a Recipient discovers any loss or compromise of Confidential Information, it will notify the Owner within 3 days and cooperate with the Owner to mitigate the loss or compromise.

Within 30 days following termination or expiration of this Agreement and request by the Owner, Recipient will destroy (with certification to Owner) or return to Owner at Owner’s expense, Confidential Information that it is not required to be retained by law, regulation or other legal requirement. However, Recipient may retain one copy of Confidential Information for its records in a secure location.
A breach of this Section may cause irreparable damage that cannot be addressed adequately by money damages. In addition to any other remedies that may be available, the Parties are therefore entitled to seek injunctive relief to prevent or restrain a breach of this Section.
6. Protected Health Information and Use of Data. Site and Investigator will comply with applicable laws and regulations governing the privacy and security of Subject information, including the Health Insurance Portability and Accountability Act of 1996 (“HIPAA”) and applicable amendments thereto. Site will obtain written authorization from Subjects or IRB waivers of authorization to use and disclose Subjects’ protected health information to the extent necessary to conduct the Study and provide Study data to Sponsor for its legitimate use. These authorizations or waivers of authorization will allow disclosures of the minimally necessary protected health information to permit the Sponsor to comply with this Agreement, applicable laws, regulations and legal requirements. Sponsor is not a HIPAA Covered Entity, but it will not:

j. use Subject information except for purposes of the Study and as authorized by Subject;
k. disclose Subject identifying information or disclose Subject private information to any third-party unless required to do so by law, regulation, government order, or pursuant to a written request by the Subject;
l. leave Subject private information unsecured;
m. remove Subject information from Site; or
n. attempt to contact any Subjects not previously known to Sponsor unless required to protect the Subject’s welfare.
7. Intellectual Property

7.1. Separate Property. Intellectual Property that either party owned prior to execution of this Agreement, or develops independently of the Study and other Party’s Confidential Information, is that party’s separate property. It is not affected by this Agreement. Neither party has any claims to or rights in such Intellectual Property of the other party.
7.2. Site Authority. Site represents and warrants that it has the authority to grant all of the rights granted in this Section, and that its potential Inventors are and will be obligated to assign their Inventions to Sponsor and will not to enter into agreements with third-parties that would interfere with this obligation.

7.3. Disclosure. Within 30 days of becoming aware of any Invention, Site will disclose the Invention to Sponsor with a full written description. Site will make available to Sponsor, at Sponsor’s request and expense, all work, reports, writings, ideas, designs, methods, computer software, and data, recorded in any form, that relate to the Invention.

7.4. Data & Specimen Ownership. Sponsor owns all Sponsor Data. Site owns all Source Documents. Site owns all Specimens and Genetic Data, and grants Sponsor access to such property only for purposes of the Study. Sponsor and Site may freely use their own data subject to Subject consent and IRB approval. In addition, Site may freely use Sponsor Data after first multicenter Publication is published or Sponsor waives right to a multicenter Publication. Sponsor has no right to Site’s pre-existing biological samples, genomic database, or other proprietary database.

7.5. Ownership of Inventions. Sponsor will own Inventions to the extent that they relate to Site’s conduct of Study made with or derived from, in whole or in part, Test Article, or concerning methods of using Test Article. However, Sponsor and Site will jointly own inventions made by Site with Sponsor’s Intellectual Property, but not contemplated by the Protocol, with Sponsor having the right of exploitation, subject to royalties that reflect the contributions of the parties. Site will retain the right to use such inventions internally for patient care, research, education and publication, provided such use does not violate Sponsor’s confidentiality rights or impede commercialization. The sole or joint ownership of all other Inventions will be determined in accordance with U.S. patent law, regardless of whether the Invention is patentable. Sponsor and Site may independently exploit joint Inventions without compensation, liability or other obligation to the other party, subject, however, to Sponsor's option to license Site's rights in Section 7.6 (Licenses).

Without Sponsor’s prior approval, Site will not knowingly use in the Study any of its own or third-party Intellectual Property that may interfere with Sponsor’s rights to Inventions.

Except as stated elsewhere in the Agreement, the Parties authorize the use and grant a royalty-free license on their respective Intellectual Property to the other Party to the extent necessary to accomplish the purposes of the Study.

This Agreement is not a "work-for-hire" agreement under the copyright laws of any country.

7.6 License. Site hereby grants Sponsor an exclusive option, without fee, exercisable within 90 calendar days following written notice of an Invention, to obtain an exclusive or nonexclusive, worldwide, royalty-bearing commercialization license, upon reasonable commercial terms and conditions (including measurable provisions for due diligence in development, commercialization and marketing), to all rights, title and interest that Site may have or obtain in that Invention. This license will include the right to sublicense, make, have made, use, and sell the Invention or products incorporating the Invention. Upon Sponsor’s exercise of its option with regard to any particular Invention, Site and Sponsor will negotiate in good faith for up to 6 months in an attempt to reach a license agreement satisfactory to both parties. If an agreement is not reached by the end of that period, Sponsor’s rights to that Invention will expire, and Site may license Invention to third-parties without obligation to Sponsor. Site grants Sponsor, for the term of the negotiation period, a non-exclusive, worldwide, royalty-free license on Site’s rights to the Invention for Sponsor’s internal research purposes. 
Any such license agreement will include reimbursement to Site for its reasonable past and Sponsor-approved future costs of filing, prosecuting, and maintaining any patent or other intellectual property applications related to licensed Invention.

If Sponsor does not exercise its option on Site’s ownership of Joint Inventions, Site may exercise an option to license Sponsor’s ownership share of that Invention, under the symmetrical terms of this Section 7 (Intellectual Property).

Any license rights of a party under this Agreement include the party’s affiliates and co-development partners, to the extent the party is obligated by contract to that co-development partner to share applicable intellectual property.

7.7. Filings. At Sponsor’s request and expense, Site will execute, or cause to be executed by its Inventors, all documents and perform all acts deemed necessary by Sponsor to evidence Sponsor’s ownership of Inventions, obtain patents in any country, and otherwise protect Sponsor’s interests in Inventions.

Sponsor has the exclusive right to incorporate any Source Document data in any regulatory filing concerning any Test Article or other product. The inclusion of Source Document data in any regulatory filing gives Site no ownership, license or access rights in, or to, such regulatory filing(s) or Test Article.

For joint Inventions, Sponsor may elect to file joint patent or other intellectual property applications at its own expense. It will notify Site within 15 days of such election, and will provide Site with copies of any applications it files and of any written communications to or from the applicable patent or other intellectual property office regarding any such Invention. If Sponsor does not file such application(s) within 6 months after disclosure of the Invention to Sponsor by Site, Site will obtain the rights to joint filing for such Invention.

7.8. License to Site. Upon Site’s request, after Sponsor has filed patent applications or otherwise protected its Intellectual Property according to this Section 7 (Intellectual Property), and subject to Section 5 (Confidential Information), Sponsor will grant Site a perpetual, non-exclusive, royalty-free license to use Inventions to perform the Study, for its internal educational, non-commercial research, and patient care purposes, and to comply with any applicable laws and regulations.

8. Publication

8.1. General. Site may publish, present and use for instruction and research any Results arising out of its conduct of the Study provided that Site does not disclose Sponsor Confidential Information as described in Section 5 (Confidential Information), and allows Sponsor time to protect its proprietary rights, as provided below. Sponsor will make available to Site for publication purposes Sponsor Data created at Site.
At least 30 days prior to submission for publication or presentation, Site will submit a copy of any proposed Publication to Sponsor for review and comment. Sponsor may review the Publication to (a) determine whether the Publication discloses Sponsor Confidential Information, (b) provide information that Site may not have, and (c) determine whether the Publication discloses any potentially-patentable inventions.

Sponsor will submit to Site any comments and requests for deletion of Sponsor Confidential Information, other than Results, within 30 days of receipt. Site will consider Sponsor’s comments, but is not required to modify the Publication based on them. It will, however, prior to submission for publication or presentation, delete any Sponsor Confidential Information. However, such deletions are not required if they cause the Publication to be incomplete, inaccurate, misleading or preclude publication by Site of the Study’s Results.
However, if requested by Sponsor, Site will withhold Publication from submission for 60 days in addition to the initial 30 day review period to allow Sponsor to file patent applications to establish and preserve Sponsor's proprietary rights. Alternatively, Site may delete information pertaining to the potential invention from the Publication.

Sponsor will use its reasonable efforts to complete its reviews and filings prior to end of the above time periods. If Sponsor does not exercise its rights under this Section within the time periods stated in this Section, Site may submit the Publication for publication or presentation.

Sponsor’s right to delay publication by Site expires at the end of the Confidentiality Period.

8.2. Multicenter Articles. If Study is part of a multicenter trial, Site agrees that the first Publication is to be a joint Publication covering all Study sites, and that any subsequent Publications by Site will reference that primary Publication.  However, if a joint manuscript has not been submitted for publication within 12 months of completion or termination of Study at all participating sites, Site is free to publish separately, subject to the other requirements of this Section 8.
8.3. Registry. Sponsor will comply with FDA requirements to register studies and ICMJE’s current Uniform Requirements for Manuscripts Submitted to Biomedical Journals: Writing and Editing for Biomedical Publications: Obligation to Register Clinical Trials.

9. Subject Injury. If any party to this Agreement becomes aware of a claim or potential claim, relating to a Subject injury or illness that may have been caused by the Study, that party will, within 5 days of such awareness, notify the other parties of the claim. Whether or not the Subject has made a claim, the Parties will cooperate to determine the relationship, if any, of the Study to the injury or illness. If it is or may be related, the parties will cooperate to facilitate diagnosis and delivery of a course of treatment for the injury or illness.

Sponsor will pay all reasonable and customary fees for standard-of-care diagnosis, care and treatment of the injury or illness:
a. to the extent that the injury or illness was not caused by Site’s deviation from the Protocol, other current written instructions consistent with the Protocol and  provided by Sponsor to Site, applicable laws and regulations, or this Agreement, except to protect the safety and welfare of the Subject;

b. to the extent that the injury or illness was not caused by the negligence or misconduct of Site or Investigator;
c. to the extent that the injury or illness is not attributable to any underlying illness, unless such injury or illness was exacerbated by the Test Article; and
d. provided the apparently-causative Test Article was administered or Study procedure performed in accordance with the Protocol.
Should the injury or illness prevent substantial restoration of the Subject’s health to the condition prior to the injury or illness and long-term care be required as a result, Sponsor will pay reasonable and customary fees for such care, subject to the same limitations listed above.

If, in Investigator’s judgment, medical testing is required to determine or confirm the existence or cause of the injury or illness, Sponsor will pay all reasonable and customary fees for the testing. If, in the judgment of the Investigator, the injury or illness is found not to exist or, was not caused by the Study, Sponsor will pay only the reasonable and customary costs for the diagnosis, and not the cost of treatment. Investigator will make a good-faith effort to obtain advance authorization by Sponsor before incurring costs under this Section.
Sponsor’s agreement to pay the foregoing costs does not limit its right to seek financial reimbursement from Site to the extent that the injury or illness resulted from (a) the negligence or misconduct of Site; or (b) failure by Site to follow accepted standard of care (including emergency treatment), the Protocol, precautions or instructions furnished by Sponsor, or the terms of this Agreement.

Sponsor will reimburse Subject’s reasonable and customary diagnosis, care and treatment costs, subject to the above conditions. Sponsor will pay the fees of third-party providers and pharmacies to which Investigator delegates any diagnosis, prescriptions, care or treatment, subject to the above conditions. Sponsor will reimburse Subject’s insurance co-payments or deductibles charged by his/her private insurer, government payor, or other responsible third-party, consistent with the informed consent form.
Except as stated above, Sponsor will not compensate Subject for lost wages or any other damages, expenses, or losses, or for medical expenses that have been covered by the Subject’s medical or other insurance.

10. Indemnification. Sponsor will defend, indemnify and hold harmless Site Indemnitees from any and all third-party liabilities and expenses, including reasonable attorneys’ and experts’ fees and costs, to the extent that they arise from claims, actions and lawsuits for property damage, personal injury, or death resulting in whole or in part from:
a. Site Indemnitees’ participation in the Study, due to administration or use of any Test Article, proper performance of any Study test or procedure that is not standard of care, use of any equipment or supplies provided by Sponsor, or complying with the Protocol or any written instructions provided by Sponsor; or 
b. any:

1. patent infringement, copyright violation, or trade secret misappropriation caused by use of the Test Article by Site; 

2. the handling, use or subsequent transfer of Specimens and genetic data shipped by Site per Sponsor’s instructions;

3. Sponsor’s use, non-use, interpretation or disclosure of Study data or Results; 

4. the design, manufacture, sale, promotion or use in commerce by Sponsor or its licensee of any product, service or process relating to the Study; or

5. (i) violation of any law or regulation, (ii) material breach of this Agreement, or (iii) negligent or wrongful act or omission by Sponsor or its employees, officers, agents, subcontractors or other authorized third-party that takes on those roles; or

6. Sponsor’s negligence in designing Study, writing the Protocol, or providing instructions to Site.

This indemnification obligation does not apply to the extent that the potential liability:

a. was caused by any Site Indemnitee not conducting Study in accordance with (a) the Protocol, (b) then-current written instructions provided by Sponsor, (c) other applicable laws and regulations, and (d) this Agreement, provided that Site Indemnitee’s actions were not necessary to protect the safety or welfare of the claimant; or
b. was caused by the negligence, willful misconduct, or criminal act of any Site Indemnitee or person under his/her control (e.g., an employee or contractor).
Site may elect to defend itself and waive its indemnification rights for any specific claim. This waiver does not apply if a Court of competent jurisdiction orders Site to retain its own counsel. If Site elects to defend itself, it and the Sponsor will cooperate in the defense consistent with attorney-client privilege and to the extent their interests are aligned

Site will notify (with all material information) Sponsor promptly upon becoming aware of any claim or reasonable likelihood of a potential claim of indemnification rights under this Section. Site will cooperate fully, at Sponsor’s reasonable expense, in the defense or settlement of any claim, action or lawsuit. In the event of litigation, such cooperation includes attending hearings and trials, assisting in securing and giving evidence, and obtaining the attendance of necessary and proper witnesses; but not disclosing information privileged under law. Site will permit Sponsor or its insurance carrier to defend or settle such claim or lawsuit with the cooperation and participation of Site.  Site may retain its own counsel, at its own expense, to monitor the defense. Site will not compromise or settle any claim or action that is the subject of Sponsor’s indemnification obligations without Sponsor’s prior consent. Site’s failure to cooperate or give prompt notice as provided above will relieve Sponsor of its indemnification obligations to the extent that such failure prejudices the defense of the claim, action, suit or complaint. If Site does not elect to defend itself, Sponsor has the sole right to select defense counsel, subject to consent by Site as permitted under Sponsor’s insurance policy, and to control the defense or settlement of any such claim, action or lawsuit.

However, Sponsor may not effect any compromise or settlement of a third-party claim without Site’s consent, and Site has no liability with respect to any compromise or settlement of any third-party claim effected without its consent, except if:  

a. there is no finding or admission of any violation of law or any violation of the rights of any person and no effect on any other claim that may be made against the Site; 

b. the sole relief provided is monetary damages that are paid in full by Sponsor; and  

c. the compromise or settlement includes, as an unconditional term, the claimant’s or the plaintiff’s release of the Site, in form and substance satisfactory to the Site, from all liability in respect to the claim.

11. Insurance & Liability

11.1. Site Insurance. Site, as an agency of the State of Wisconsin, warrants and represents that it has adequate liability coverage, such protection being applicable to officers, employees, and agents while acting within the scope of their employment by Site. Site has no liability insurance policy as such that can extend protection to any other person. Sponsor agrees to hold Site, its officers, employees, or agents, harmless from any loss, claim, damage, or liability of any kind involving an officer, employee, or agent of the Sponsor arising out of or in connection with this Agreement, except to the extent that such loss, claim, damage, or liability is founded upon or grows out of the acts or omissions of any of the officers, employees, or agents of the Site while acting within the scope of their employment where protection is afforded by ss. 893.82 and 895.46(1), Wis. Stats.
11.2. Sponsor Insurance. Sponsor carries general liability insurance with limits of at least $3 million per occurrence and $10 million in the aggregate. It also carries products liability insurance, including clinical trial coverage, with limits of at least $3 million per occurrence and $10 million in the aggregate. Sponsor’s insurance (or comparable self-insurance) covers the Study and is not materially encumbered by existing claims. Sponsor will maintain such coverage for the duration of this Agreement and if the policy is claims-made, for 5 years thereafter. Sponsor will provide certificates of insurance or evidence of self-insurance to Site upon request. Sponsor will notify Site within 20 Days of any notice of cancellation or non-renewal of, or material change in, or claim against, its insurance coverage. Insurance carriers will have an AM Best rating of A-VII or better.

12. Effective Date, Term & Termination

12.1. Effective Date. This Agreement becomes effective when signed below by all parties, on the date of the last signature.

12.2. Term. This Agreement will expire when (a) Site has submitted all CRFs to Sponsor, has resolved all data clarification queries, has submitted the closeout report to the IRB and Sponsor, and has met all other close-out obligations; and (b) all payments, reimbursements and refunds have been made.

12.3. Termination. The parties may terminate this Agreement under the following circumstances:

a. Breach. Upon material breach by a party, the other party may terminate this Agreement provided that the other party fails to cure the breach within 30 days after notice.
b. Subject Safety. Either party may terminate immediately based on Subject safety or welfare concerns, e.g., if the informed consent form required by the IRB or other party is unacceptable, or if the IRB terminates the Study at the Site.

c. Insolvency. Either party may terminate immediately upon notice by the other party that it has filed for protection under any bankruptcy laws, has been declared insolvent, ceases or threatens to cease to carry on its business, or an administrator or receiver has been appointed over all or part of its assets.

d. Investigator Successor. Either party may terminate if Investigator is unable for any reason to continue in that role and the parties are unable to agree upon a successor.

e. Government Exclusion. Site may terminate immediately if Sponsor is excluded from any FDA, OHRP or Medicare/Medicaid, or other state or federal government program.
f. Without Cause. Either party may terminate without cause, upon 30 days’ prior notice.
Upon termination, Site will immediately stop enrolling Subjects and, subject to protecting Subject safety and welfare, cease Study activities and complete its normal Study completion responsibilities.

12.4. Compensation. Sponsor will compensate Site for services provided up to effective date of termination and for any services provided after termination that are necessary to safeguard Subject safety or to comply with applicable laws, rules, regulations or Sponsor’s requirements. Site will return any unused refundable advances within 45 days after invoice by Sponsor. Sponsor will pay Site for all reasonable non-cancelable obligations properly incurred for the Study by Site prior to termination. If Sponsor terminates Agreement without cause or for Subject safety, Sponsor will reimburse Site for its reasonable costs incurred for the Study.

12.5. Survival. Rights and obligations which by their nature should survive or which this Agreement expressly states will survive will remain in full force and effect following termination or expiration of this Agreement. The parties will cooperate with each other during and following termination or expiration of this Agreement to safeguard subject safety and continuity of treatment, and to comply with all applicable laws, rules, and regulations.
12.6 Continuing Treatment. If Sponsor terminates this Agreement before completion of the Study, except to protect the safety and welfare of the Subjects, Sponsor will, free of charge, if requested by Site and permitted by law and regulations, use its reasonable efforts to supply Site with sufficient Test Article to complete the treatment of randomized Subjects as specified in the Protocol.

13. Notice

13.1. Provision and Time of Notice. Any notice, authorization, approval, consent or other communication will be in writing and deemed given (a) upon delivery in person, (b) upon delivery by courier, (c) upon promised delivery date by a nationally-recognized overnight delivery service, (d) five days after USPS registered or certified mailing with postage prepaid and return receipt requested, (e) upon delivery by fax, with transmission confirmed by sending machine, or (f) upon delivery by email, when recipient confirms receipt by reply email. 
Except for payments to Site, address communications to the person at the address set forth below, or such other person or address subsequently designated.

13.2. Notification Parties and Addresses

IF TO SPONSOR:

For Agreement Matters:

For Payment Matters:

For Legal Matters:

For Study-related Matters:

IF TO SITE:

For Study-Related or Budgetary Matters:

For Administrative Matters:
University of Wisconsin – Madison





Research and Sponsored Programs





21 N. Park Street Suite 6401





Madison, WI 53715-1218





Tel.; 608-262-3822





Fax: 608-262-5111





Email: preaward@rsp.wisc.edu 

14.0. General

14.1. Governing Law & Jurisdiction. The laws of the State of Wisconsin govern this Agreement, without regard to conflict-of-laws provisions. The Courts of Dane County, Wisconsin have legal jurisdiction.

14.2. Publicity & Use of Names. The use by any party of the name, trademark, trade name, logo, or any adaptation thereof, of any other party in any press release, advertisement, promotional material, or promotional activity relating to the Study requires the prior written consent of the other party, subject, however, to the following:

o. Sponsor may, without prior consent, identify Site as the entity that conducted the Study, and identify Investigator as conducting the Study at the site. This paragraph does not apply to information of Subinvestigators or other study personnel.

p. Site and Investigator may, without prior consent, disclose their participation in the Study (including the name of the sponsor, name of the study, protocol number, funding amount, and any information available in a public registry) as required by federal or state laws or regulations, Court order, or state regulation; or in (1) C.V.s, (2) their website, (3) industry directories, (4) brochures and marketing materials, (5) internal reports, (6) publications and presentations, (7) grant applications to non-commercial funding sources, (8) government reports and filings, and (9) conflict-of-interest reports. This paragraph applies to Subinvestigators and other study personnel.

14.3. Entire Agreement; Modifications. This Agreement, together with any attachments or exhibits, sets forth the entire understanding among the Parties about the Study. Any prior agreements, promises or representations, whether oral or written, such as agreements of confidentiality, have no force or effect. Any modification or waiver to this Agreement must be in writing and signed by all Parties to this Agreement. 
14.4. Counterparts. This Agreement may be executed in two or more counterpart copies, each of which constitutes an original and all of which together constitute the Agreement. Execution will be complete when each party holds a copy of this Agreement signed by the other party.

14.5. Authority. The Parties represent that they have the right to enter into this Agreement, that existing obligations do not materially interfere with their duties and responsibilities under this Agreement, and that the terms of this Agreement are valid and binding. Each signatory to this Agreement personally represents that, to the best of his/her knowledge, he/she has authority to legally bind his/her respective party to this Agreement. The signatories are not otherwise parties to this Agreement.

14.6. Assignment. Any assignment of this Agreement, and the associated rights and obligations, requires the prior written consent of the other party.
14.7. Relationship of the Parties. Site is an independent contractor to Sponsor, and not a partner, agent, employee, representative or joint-venturer of Sponsor. Except as set forth in this Agreement, no party, or its employees, agents or subcontractors, has any right or authority to bind or act on behalf of the other party. This Agreement creates no legal rights for any third-party.
14.9. Severability. If a court of competent jurisdiction finds any provision of this Agreement legally invalid or unenforceable, such finding will not affect the validity or enforceability of any other provision of this Agreement and the parties agree to negotiate to revise the provision to make it valid and enforceable.
14.10. Remedies and Waivers. In case of breach or default of this Agreement, the Parties may pursue all contractual and other remedies, both legal and equitable.  Any waiver of a provision of this Agreement will be in writing. Failure to enforce any provision will not constitute a general waiver of that provision.

14.11. Conflict between Agreement and Protocol. If a provision of the Study Conduct section of this Agreement conflicts with a provision of the Protocol, the Protocol takes precedence on matters of medicine, science and conduct of the study. This Agreement takes precedence in any other conflicts.
14.12. Force Majeure. No party will be liable for failure or delay in performing its obligations under this Agreement if the failure or delay is required to (a) comply with a government law, regulation or order (not the result of its own conduct), or (b) is caused by other circumstances beyond the reasonable control of such party, that could not have been avoided by that party’s due care, and are not specified elsewhere in this Agreement. A party claiming force majeure will notify the other party in writing and will use its reasonable efforts to resume performance of its obligations under this Agreement. If it is unable to resume performance within 30 days after the force majeure event ends, the other party may terminate this Agreement. If reasonable efforts will not enable resumption or completion, the non-performing party may terminate this Agreement.

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

Name
 





Title 







Date






BOARD OF REGENTS OF THE UNIVERSITY OF WISCONSIN SYSTEM

Name
 





Title 






Date






Read and Acknowledged:

Name
 





Title 
Investigator
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