CLINICAL INVESTIGATION STUDY AGREEMENT 

	THIS CLINICAL INVESTIGATION STUDY AGREEMENT (this “Agreement”) made and effective as of this [***] day of [***], 2022 (the "Effective Date"), by and between _______ Ltd. (the "Sponsor"), a company duly incorporated under the laws of the State of Israel having its registered office at _____________ and [***] (“Institution”), a [***]  having an office at [***].

	BACKGROUND

	WHEREAS, Sponsor is a for-profit company that engaged in the development and/or manufacture and/or distribution of pharmaceutical and/or medical products , and desires Institution to conduct a clinical study pursuant to the terms of this Agreement; 
	WHEREAS, Institution is engaged in the treatment of patients and clinical research, has appropriate facilities and personnel with the required qualification, training, knowledge and experience necessary to conduct such a clinical study;

	WHEREAS [***] will be the “Principal Investigator” for this study and will be responsible for conducting the study in accordance with the relevant regulatory requirements and the terms of the Protocol.
 
	WHEREAS, Sponsor desires Principal Investigator and Institution to conduct, and Principal Investigator and Institution desire to conduct for Sponsor, a clinical study of investigating method for growing organoids and assessing response to therapy (the “Study”), pursuant to the terms and conditions of this Agreement and according to the protocol entitled “_____” and any future amendments to the protocol set out in Exhibit A attached hereto (the “Protocol”) and in line with all applicable laws and regulations; and  

	WHEREAS, the clinical study contemplated by this Agreement is of mutual interest and benefit to the Institution and to the Sponsor.
NOW, THEREFORE, in consideration of the foregoing premises and the mutual covenants contained herein, and for other good and valuable consideration, the receipt and sufficiency of which are hereby acknowledged, the parties hereto agree as follows: 
1. [bookmark: _Ref94832423]SCOPE OF WORK
1.1 Conduct of the Study. The Institution shall carry out the Study in accordance with the terms of this Agreement, the Protocol, [the Time and Events Schedule attached as Exhibit B hereto (“T&E Schedule”)]. Any deviation(s) from and/or amendment(s) to the Protocol shall be subject to the prior written approval of the Sponsor.
1.2 [bookmark: _Ref53657212]Condition Precedent. It is a condition precedent to the validity of this Agreement that this Agreement shall come into effect only after approval is received from the Helsinki Committee (the "Committee") and, to the extent required, the competent national authority where the Study is to be conducted as well as the applicable Institution authorities. The performance of the Study shall commence only after the foregoing bodies approve the Protocol. 
1.3 Compliance with Law. In performing the Study, Institution and the Principal Investigator agree to fully comply with all applicable laws and regulations, including without limitation, the ethical principles of the World Medical Association Declaration of Helsinki regarding “Ethical Principles for Medical Research Involving Human Subjects” as amended and modified from time to time (the “Declaration of Helsinki”); the ICH Harmonized Tripartite Guideline for Good Clinical Practice as amended from time to time; the Israeli Ministry of Health guidelines entitled “Clinical Trials of Human Subjects” issued in 2016, last amended on 1 July 2020 and as amended from time to time or superseded by successor laws, rules, regulations or guidelines (the “MOH Guidelines") and/or any other valid version as amended from time to time; any instructions and terms specified in the approval of the Helsinki Committee; and all applicable laws, regulations, guidelines and generally accepted standards of good clinical practice in respect to the performance of the Study, including any applicable data protection and privacy laws and regulations (collectively, the “Rules and Regulations”); 
1.4 Personal and Equipment. Research Institution agrees to provide such qualified personnel, equipment, materials (except as otherwise may be provided herein) and facilities necessary to perform the Study.  Research Institution and Principal Investigator agree to comply with all applicable laws and regulations relating to the use of such equipment, materials and facilities and to the employment of such personnel and the Rules and Regulations.
1.5 Changes in Study. Sponsor may, from time to time, make changes to the Protocol. Any such changes may not be implemented before approval by the Committee. If these changes will affect the cost of the Study, Institution will provide Sponsor with a written confirmation of the change in Study cost and Sponsor may either withdraw from a request for change or accept such confirmation in which case the consideration due hereunder to Institution will be adjusted accordingly.
1.6 Informed Consents; Enrollment. Institution and Principal Investigator (as defined below) shall ensure that each and all of the participants (or their authorized legal guardian) (the “Participants”) have given their written informed consent to participate in the Study, prior to their participation, as required by Rules and Regulations. The Institution further agrees that it and/or Principal Investigator shall obtain any appropriate consent in connection with this Agreement and the Protocol (including without limitation, consent with respect to the use, transfer, processing and maintenance of the data and information by Company and further processing and analysis of such data by Company and/or the Institution), in compliance with the Rules and Regulations. Institution will not enroll Participants in the Study until the Protocol has been reviewed and approved by the Committee. The form to be used for this purpose shall be drafted by Institution and the Committee; provided, however, that Institution shall be solely responsible for the content thereof as part of the Study’s documents. The Principal Investigator agrees that the consent form shall be granted only under circumstances that provide the prospective Participants (or his/her legal representative) with sufficient opportunity to consider whether or not to Participants in the Study and minimize the possibility of coercion or undue influence.  
1.7 Study Site. The Study shall be carried out at the Institution’s site located at [***]. Sponsor has the right to conduct an evaluation of the planned facilities to be used by Institution for the Study before the performance of the Study and before implementation of the Study.
1.8 Use of CRO. Sponsor has the right to enlist the services of a contract research organization (“CRO”) as its representative agent to design, develop, manage, oversee, and otherwise perform functions related to Sponsor’s responsibilities for the Study as permitted by applicable law. If Sponsor elects to utilize a CRO as its representative agent, the terms and conditions of this Agreement shall apply to the CRO and the CRO is bound by the responsibilities, liabilities and obligations as an agent of Sponsor.  [Irit: do you have CRO? If not, this section should be deleted]
2. 	PRINCIPAL INVESTIGATOR
2.1 Principal Investigator. The Principal Investigator will be responsible for, inter alia, the direction of the Study in accordance with the Protocol, the terms of this Agreement, applicable Institution policies, generally accepted standards of good clinical practice, and all applicable local, state and federal laws and regulations governing the performance of clinical investigations. Without limiting the generality of the foregoing, the work to be performed hereunder shall be performed by the Institution solely under the direct supervision of the Principal Investigator. 
2.2 Replacing the Principal Investigator. If for any reason, the above named individual is unwilling or unable to continue to serve as the Principal Investigator, the Institution shall immediately cease Study activities, promptly notify Sponsor in writing of the foregoing within five (5) days, and propose a reasonable successor. Sponsor may or may not approve any individual as the successor of the Principal Investigator in its sole and absolute discretion, and may terminate this Agreement with immediate effect without any compensation being due to Institution or Principal Investigator pursuant to such termination, except the payment of all amounts due to Institution with respect to the period prior to such termination date subject to duly receipt of all relevant Reports (as defined below) for the period until termination date. 
2.3 [Sub-Investigators. Institution and the Principal Investigator may appoint collaborating investigators (“Sub-Investigators”) to participate in the Study, subject to the Sponsor’s right to approve any such Sub-Investigator. Such Sub-Investigators shall work under the direct supervision of the Principal Investigator and shall otherwise agree to be bound by the same terms which bind the Principal Investigator hereunder. The Institution and the Principal Investigator shall be responsible for ensuring that all Sub-Investigators who assist with or participate in the Study in any capacity comply with all conditions specified in the Protocol, terms of this Agreement and the Rules and Regulations.  Prior to commencing their participation in the Clinical Study, all Sub-Investigators shall execute the attached Sub-Investigator Acceptance Form attached hereto as Exhibit B2 and deliver the same to the Sponsor, together with a signed and dated copy of such Sub-Investigator’s current curriculum vitae.]
3. 	PRODUCTS AND MATERIALS.
3.1 Supply of Product and Materials. Sponsor agrees to provide the Institution with such number of units of [___________] (the “Product”) and other Product related material required for the conduct of the Study as Sponsor determines in its sole discretion, free of charge. 
3.2 Use of Product. The Product(s) and any other Sponsor equipment and materials may only be used in the conduct of the Study, in a careful manner and in compliance with all manufacturer instructions. Institution will maintain the Product(s) and other Sponsor equipment and materials and will not make, and will not permit anyone else to make, any alterations, additions, repairs, replacements, or substitutions to them, or reverse engineer, decompile, disassemble, encumber, pledge or transfer them to third parties without Sponsor’s prior written consent. 
3.3 Ownership and Return of Product. All tangible property provided to Institution or prepared in connection with this Agreement, including without limitation, all samples, case report forms, records, reports, communications or analyses produced in connection with this Agreement, The Product(s) and other Sponsor equipment and materials (the “Sponsor Property”) shall remain the exclusive property of Sponsor at all times. Institution will return Sponsor Property to Sponsor within 14 days of Sponsor’s written request or upon the termination or expiry of this Agreement, the earlier of them, in the same condition received, except for ordinary wear and tear and except for disposables, which will be properly disposed of by Institution after use. 
4. ADVERSE EVENTS AND SAFETY CONSIDERATIONS 
4.1 Adverse Events Reporting. In the event that one or more of the Participants sustain any adverse event related to the Study (the “Adverse Event”), the Principal Investigator shall inform the Sponsor and the Institution’s management and relevant committees and, to the extent applicable and required pursuant to the Rules and Regulations, the relevant national health authorities. Additionally, the Institution and Principal Investigator will immediately cease the performance of the Study unless ceasing the Study is not required in Institution’s and Principal Investigator’s reasonable expert opinion and the Sponsor has approved such decision in writing. Principal Investigator will notify the Sponsor in writing within twenty-four hours of the occurrence of adverse event and further undertakes to document such events in writing and submit to Sponsor a written report describing in detail such events and the reason(s) for them within forty-eight hours after any such occurrence.
4.2 Evaluation of Risk. In the event of a Serious Adverse Event, as such term is defined in the MOH Guidelines, Sponsor and the Institution upon occurrence will take all measures at their disposal to evaluate the risk to the other Participants and will agree on which measures to take in order to mitigate that risk. 
4.3 Safety Considerations. In the event that Sponsor, Institution, Principal Investigator and/or any personal of the Study becomes aware of any information that may potently affect the safety and/or well-being of the Participants, Sponsor, Institution and/or Principal Investigator, as applicable, will advise the other party in writing and Institution’s Committee thereof and will abide by its instructions. Sponsor shall be notified of such instructions.
5. 	DOCUMENTATION; RECORDKEEPING; AND REPORTS
5.1 Pre-Study Documents. Institution shall submit the following documents to Sponsor within thirty (30) days of the date hereof, but in any event before commencing patient enrollment in the Study: (i) documentation of the Committee approval of the Protocol; (ii) Principal Investigator’s signed and dated current curriculum vitae and the signed and dated curriculum vitae of any [Sub-Investigators] participating in the Study; (iii) a copy of the Protocol signed by the Principal Investigator and any [Sub-Investigator], and (iv) documentation of Committee’s approval of the patient informed consent form, to be accepted and approved by Sponsor in writing.	
5.2 Records and Reports. The Institution and the Principal Investigator shall prepare and maintain records, reports and data as provided in the Protocol, Committee's requirements, and in accordance with the Rules and Regulations (the "Reports") 
5.3 Reporting and Access. Institution and the Principal Investigator shall complete source documents and case report forms, as stipulated in the Protocol, for each Participant and complete and maintain all other patient records, lab test records, follow-up reports and other records as are required by the Protocol, Institution’s standard patient documentation practices, the Committee, and the Rules and Regulations. Institution shall cooperate with Sponsor in making all records, reports and data developed under this Agreement available to the Sponsor upon reasonable notice during Institution’s normal business hours. For each Participant, Principal Investigator shall prepare and submit to Sponsor all original case report forms patient records, including lab test records, follow-up reports and other records as are required by the Protocol, Institution’s standard patient documentation practices, the Committee, the Rules and Regulations and such other reports and information as reasonably requested by Sponsor. Such case report forms shall be the property of Sponsor. The Principal Investigator shall meet with the representatives of the Sponsor, insofar as this shall be required by Sponsor, during the customary working hours and to a reasonable extent, in order to report to the Sponsor on an ongoing and consecutive basis, and in order to update the Sponsor in all matters related to the performance of the Study, its progress, difficulties, solutions, etc. 
5.4 Access to Personal. Institution agrees to allow Sponsor or its designee reasonable access to Principal Investigator’s personnel and records for the purpose of progress reviews, monitoring, internal reporting and other matters related to the Study, including without limitation, monitoring visits and meetings with the applicable regulatory authority’s representatives. Sponsor shall promptly report to Institution any findings from monitoring or safety reporting of this Study or studies using the same or similar Study/ Product or treatment regimen that could affect the safety of Participants. The Institution and Principal Investigator shall obtain all releases required under the Institution's policy and/or applicable laws with respect to medical records to be disclosed to Sponsor in connection with the Study. [Irit: please advise if any specific reports required]
5.5 [bookmark: _Ref499233329]Safekeeping of Materials. All the data related to the Study or prepared in connection thereto shall be maintained by the Institution in a secured and suitable storage conditions for a period of at least 7 years (or such longer period if and as required under applicable law or professional guidelines) after the later to occur of: (i) the termination of this Agreement, and (ii) the termination or completion of the Study. Notwithstanding the above, the Principal Investigator and Institution will not at any time permit the disposal of any data relating to the Study without first giving Sponsor a prior written notice of at least 180 days and an opportunity to arrange alternative storage for such data.
5.6 Final Report Cooperation. Upon conclusion of the Study or particular stages of the Study, Principal Investigator shall prepare and deliver to the Sponsor final reports summarizing the Study or a particular stage of the Study and its results. Principal Investigator shall give the Sponsor full cooperation in connection with the Sponsor’s efforts to seek approvals for marketing of the Study Product including, but not limited to CE Mark and the United States Food and Drug Administration (“US FDA”). 
6. COMPENSATION
6.1 Consideration. As consideration for performance under the terms of this Agreement, Sponsor shall pay the Institution the consideration set out in Exhibit C, pursuant to the terms thereof. All payments are subject to the receipt of all forms and reports contemplated by this Agreement and the receipt of Protocol in a form acceptable to Sponsor. 
6.2 Invoicing and Payments. Duly submitted tax invoices shall be settled on a ‘net 60 end of month’ basis and sent to:
[Sponsor's info]
Or to such other address or entity as Sponsor shall specify in writing. Payment will be made by wire transfer to the bank account designated by the Institution at least 5 business days before date of payment or by cheque. Invoices will be submitted pursuant to the terms of Exhibit C. 
6.3 [bookmark: _Ref499233404]Payment for Labor and Materials. ‎ Institution agree to pay for all labor services and materials contracted for by it ‎and for the costs of all appliances and equipment rented by it on account of the work to ‎be performed hereunder, except to the extent expressly set forth in ‎Exhibit C.‎
6.4 Entire Consideration; Taxes. Institution shall solely bear any and all taxes, levies and charges of whatever nature applicable to payments received by it hereunder. To the extent relevant, Sponsor will withhold from payments due to Institution any taxes it is required to withhold under applicable law. The consideration and costs set out in Exhibit C shall remain unchanged for the duration of the Study, are the final and entire consideration due to the Institution (and/or any other party) hereunder, and include all charges, costs and expenses of any nature, out of pocket or otherwise. Subject to Section ‎1.2, other than as set out in Exhibit C, Sponsor shall not be liable for any consideration or other payment whatsoever to Institution, Principal Investigator or any other party. 
7. [bookmark: _Ref499233447]	CONFIDENTIAL INFORMATION
7.1 Confidential Information. Sponsor and Institution recognize that conducting the Study may require the transfer of confidential or proprietary information of Sponsor between the parties. All documents, information, materials and data provided to Institution by Sponsor, including the Study results, information relating to the Product and Sponsor Property, any development whatsoever as part of the Study and the utilization of the Study results, as well as all other information regarding Sponsor’s (or its affiliated entities’) past, present or future research technology, designs, products, know-how, ideas, concepts, protocols, prototypes, business plans, processes, drawings, specifications, compositions of matter, product applications, methods, operations, trade secrets and any knowledge, whether disclosed orally, in writing or otherwise, and all derivatives, notes, documents and summaries incorporating or based on such information (collectively, “Confidential Information”), will be confidential and proprietary information of Sponsor. Confidential Information will be maintained by Institution in strict confidentiality, not disclosed to any third party and will not be used by it for any other purpose other than for performing its obligations hereunder. The foregoing obligations do not apply to information which: (i) is or becomes publicly available through no fault of Institution; (ii) is disclosed to Institution by a third party except disclosure in breach of confidentiality undertakings towards Sponsor; (iii) is already known to the Institution at the time of disclosure; or (iv) is developed by Institution without reference or use to the Confidential Information, as evidenced in written records.
7.2 Permitted Disclosure. Confidential Information may be disclosed by Institution (i) to its employees, service providers and professional consultants, on a “need to know” basis and provided that such persons or entities are bound in writing towards such party by confidentiality and no-use obligations at least as restrictive as the obligations contained herein; and (ii) as required to be disclosed under applicable law, provided that to the extent permissible reasonable prior notice shall be delivered to the disclosing party to enable it to seek appropriate protection for its Confidential Information, and if no such protection is obtained, only such Confidential Information shall be disclosed and in such scope as is required to be disclosed under law. Institution shall remain liable for any breach of the confidentiality and no-use obligations hereunder by its employees, service providers and professional consultants.
7.3 Return of Confidential Information. Institution will promptly (and in any case within 7 days) return or surrender to Sponsor (or at Sponsor’s request, destroy) any Confidential Information upon termination of this Agreement or otherwise upon request by Sponsor and confirm in writing it has returned or destroyed all Confidential Information that was in their possession.
7.4 Health Information; Information Disclosed by Institution. Subject to applicable law relating to protected health information, Institution’s disclosure of any information to Sponsor will be with the understanding that such information is not confidential to Institution or any other party and that Sponsor is free to use that information without restriction. Institution will not disclose to Sponsor any confidential or proprietary information belonging to any third party without the written consent of such party, and will not represent as being unrestricted any designs, plans, models, samples, writings or products that Institution knows are covered by valid patent, copyright or other form of intellectual property protection. Both parties shall hold in confidence the identity of any subject and shall comply with all applicable law(s) regarding the confidentiality of such subject’s records.
7.5 Survival. The obligations set forth in this Article ‎7 shall be valid during the term of this Agreement and shall survive termination or expiration of this Agreement. 
8. [bookmark: _Ref499233471]	PUBLICATIONS
8.1 [bookmark: _Ref94833897]Publication. The parties hereto shall be free to publish and present the results and data from the Study, provided that publications, including manuscripts or abstracts, by the Institution shall require the Sponsor’s prior written consent. [Irit: in case we will have a multi-center study and in case the hospital shall amend the above wording. Applicable wording shall be added regarding each institutions right to publish]
8.2 Acknowledgements. Subject to the provisions of Section ‎8.1, any publication or presentation by either Institution and/or Principal Investigator on the one side or by the Sponsor on the other side, shall acknowledge, as appropriate, the contributions of the other party, its employees, agents and representatives as scientifically appropriate.
9. [bookmark: _Ref499233482]	INTELLECTUAL PROPERTY
9.1 Inventions; Results; and Reports. Institution and Principal Investigator shall promptly and fully disclose to Sponsor in writing all improvements, developments, discoveries and inventions, whether or not patentable, conceived or reduced to practice, either alone or with others, in performance of the Study or relating to Sponsor’s Confidential Information, Product of Sponsors Property (“Inventions”). Research Institution and the Principal Investigator further agree to disclose and deliver to Sponsor all results of the Study in a timely manner (“Results”) and all reports, records and other material prepared by Institution or the Principal Investigator, either alone or with others, in connection therewith or relating to Sponsor’s Confidential Information (“Reports”). 
9.2 Intellectual Property. All intellectual property, including without limitation, all copyrightable material, notes, records, reports, protocols, drawings, designs, inventions (whether patentable or not), technology, materials, methods, processes, know how, source and object code, algorithms, ideas, improvements, developments, discoveries and trade secrets (collectively, “Intellectual Property”) developed, conceived of, made, or discovered, or reduced to practice by Principal Investigator and/or Institution, and/or Institution’s employees, sub-contractors or any other associated staff, alone or jointly with others, or occurring in the course of, or which result from or arise in connection with the Study and/or the Product and related to the Product, the Results, Inventions and the Reports and any and all patents, patent rights, copyrights, mask work rights, trade secret rights and other intellectual property rights associated therewith anywhere in the world (collectively “Rights”) shall be the sole property of the Sponsor (or its designee), and Principal Investigator and/or the Institution (and any employee, sub-contractor or any other associated staff) shall have no rights with respect thereto. 
9.3 Assignment; Waiver of Consideration. Institution and Principal Investigator agree to assign (or cause to be assigned) and do hereby assign fully to the Sponsor (or to any other designated entity as the Sponsor may direct) all Intellectual Property and Rights, without, and expressly waiving, any consideration for such assignment (royalties or otherwise). Without limiting any of the foregoing, Sponsor shall own and have the exclusive right to use all the results derived from the Study in any manner. 
9.4 Assistance. If and to the extent required, Institution and Principal Investigator will take all necessary measures and fully cooperate with the Sponsor, during and after the conduct of the Study and/or the termination of this Agreement, in order to perfect, enforce, or defend the proprietary rights, as described above, and effectuate the Sponsor’s (or its designee’s) title and interest therein, including without limitation, as follows: (i) to promptly, and in any event not later than three (3) days after it was developed, conceived of, made, or discovered, or reduced to practice, disclose to the Sponsor in writing any and all Intellectual Property and/or Rights and all results of the Study and all reports, records and other material prepared by Institution or the Principal Investigator, either alone or with others, in connection therewith or relating to Sponsor’s Confidential Information (as defined below); (ii) to keep accurate records relating to the conception and reduction to practice of all Intellectual Property and/or Rights. Such records shall be considered Confidential Information hereunder and shall be the sole and exclusive property of the Sponsor and shall be surrendered to the possession of the Sponsor, immediately upon their creation; and (iii) to provide the Sponsor with all information documentation, and assistance, including the preparation or execution, as applicable, of documents, declarations, assignments, drawings and other data to evidence the above ownership of Sponsor and (iv) assist in the preparation, prosecution and procurement of patents, copyrights or other forms of protection in connection therewith, all at Sponsor’s request and expense.
9.5 Intellectual Property Agreements. Institution will obtain patent and copyright agreements to effectuate the purposes of this Agreement from all persons who perform any part of the Study, including assignment to the Sponsor (or its designee) all right, title and interest to any Intellectual Property and Right developed, discovered or reduced to practice by them in connection with the Study and/or the Product.
10. USE OF THE INSTITUTION'S OR SPONSOR'S NAME
10.1 	Each party shall obtain prior written consent from the other party before using the other party’s name, symbols or marks in any form of publicity in connection with this Agreement or the Study. However, Sponsor may use the name, symbols and/or marks of Institution, or names of Institution's employees, solely to identify Institution as the Study site and the Study staff as participants in the Study, and may reference the Study in its presentations and marketing materials. 
11. 	NO WARRANTIES
[bookmark: _Hlk94830068]IT IS UNDERSTOOD AND AGREED THAT THE PRODUCT AND ANY OTHER MATERIALS PROVIDED ARE INVESTIGATIONAL IN NATURE.  SPONSOR MAKES NO WARRANTIES, EXPRESS OR IMPLIED, INCLUDING AND WITHOUT LIMITATION (I) ANY OF THE IMPLIED WARRANTIES OF MERCHANTABILITY, FITNESS FOR A PARTICULAR PURPOSE AND NON-INFRINGEMENT, REGARDING THE PRODUCT OR ANY OTHER SUBJECT MATTER OF THIS AGREEMENT; OR (II) THE SAFETY OR EFFICACY OF THE PRODUCT OR ANY OTHER SUBJECT MATTER OF THIS AGREEMENT.
12. [bookmark: _Ref499233507]INDEMNIFICATION
12.1 Indemnification by Sponsor. Sponsor shall indemnify, defend and hold harmless Institution from and against any and all liabilities, damages, losses, claims or expenses (collectively “Losses”) actually incurred by or imposed upon the Institution in connection with the Study, to the extent such Losses derive directly from the negligence or willful misconduct of Sponsor, except to the extent such Loss is attributable to (a) prior treatment giving rise to the condition for which the Product is used, (b) the negligence, reckless or willful misconduct of the Institution (or anyone on its behalf), (c) any failure of the Institution the Principal Investigator and the Study personal performing the Study (or anyone on their behalf) to adhere strictly to the terms of the Protocol or to follow good clinical practice requirements, or (d) a breach of the Rules and Regulations by Institution, the Principal Investigator and the Study personal performing the Study (or anyone on their behalf). Sponsor’s indemnification liability hereunder shall be limited to the amounts of insurance purchased by Sponsor under Section ‎13 below.
12.2 Indemnification by Institution. Institution shall indemnify, defend and hold harmless Sponsor from and against any and all Losses actually incurred by or imposed upon the Sponsor, in connection with the Study, to the extent such Loss is attributable to (a) prior treatment giving rise to the condition for which the Product is used; (b) the negligence, reckless or willful misconduct of the Institution (or anyone on its behalf), (c) any failure by the Institution (or anyone on its behalf) to adhere strictly to terms of the Protocol or to follow good clinical practice requirements, or (d) a breach of the Rules and Regulations by the Institution (or anyone on its behalf).
12.3 Conditions of Indemnity. Sponsor’s and Institution’s indemnity obligations are conditioned upon:  (a) the indemnified party permitting the indemnifying party to assume full responsibility for the investigation of, preparation for, and defense of, any claim for which indemnification is being sought, (b) the indemnified party assisting the indemnifying party, at the indemnifying party’s reasonable expense, in the investigation of, preparation for, and defense of, any such claim, and (c) the indemnified party not compromising or settling any such claim without the indemnifying party’s prior written consent (not to be unreasonably withheld or delayed). Sponsor’s agreement to indemnify Institution is further conditioned on Institution having obtained on time (i) all approvals (including regulatory approvals) required for the conduct of the Study, including without limitation the Protocol, and (ii) informed consent from each of the Participants in the Study. The indemnified party shall provide written notice to the indemnifying party of any claim for indemnification hereunder within seven (7) days after such party has knowledge of such a claim. All amounts indemnified hereunder shall be net of proceeds from insurance policies and any other indemnification.
12.4 [bookmark: _Ref95145047]Limitation of Liability. Neither Party shall be held liable for any indirect, incidental, special or consequential damages, including without limitation loss of profits, revenue, goodwill, shareholder confidence and similar remote damages incurred by the other Party, whether in a claim in contract or in tort, even if it has been advised in advance of the possibility of such damages. Notwithstanding any other provision of this Agreement, the Sponsor's liability according to this Agreement shall be restricted to direct damages, and shall be limited to an aggregate amount actually paid by the Sponsor pursuant to this Agreement. The limitations in this Section ‎12.4 shall not apply to or in any way limit the liability or responsibility of the Institution for: (i) breach of its confidentiality obligations in Section ‎7. 
13. [bookmark: _Ref53655825]	INSURANCE [Irit: this section should be approved by the company’s insurance consultant]
13.1 Insurance by Sponsor. Sponsor will maintain during the performance of this Agreement a clinical trial legal liability insurance an insurance policy having adequate limits of US$[***] per occurrence and US$[***] annual aggregate. Such insurance is written to cover claims for bodily injury of a research subject arising out of the Study conducted in accordance with the Protocol made during or 12 months after the expiration of this Agreement, and is not materially encumbered by existing claims. Upon request by Institution, Sponsor will provide Institution with certificate of insurance, signed by the insurance carrier, evidencing appropriate insurance coverage. Sponsor will notify Institution within 30 days of any notice of cancellation or non-renewal of its insurance coverage.
13.2 Insurance by Institution. Institution and Principal Investigator will maintain during the performance of this Agreement a general liability insurance policy in an amount of not less than US$[***] per occurrence and US$[***] in the aggregate and a professional liability insurance in an amount of not less than US$[***] per claim and US$[***] in the aggregate. Such insurances are written to cover claims incurred, discovered, manifested, or made during or after the expiration of this Agreement, and is not materially encumbered by existing claims. Upon request by Sponsor, Institution will provide Sponsor with certificate of insurance, signed by the insurance carrier, evidencing appropriate insurance coverage. Institution will notify Sponsor within 30 days of any notice of cancellation or non-renewal of its insurance coverage.
14. REPRESENTATIONS, WARRANTIES AND COVENANTS
14.1 Authorization; No Conflict.  Each party hereby represents and warrants to the other party that:  (a) it has full power and authority to enter into, execute and deliver this Agreement and to carry out its obligations under this Agreement; (b) this Agreement has been duly executed and delivered by, is the valid and binding obligation of, and is enforceable against such party in accordance with its terms; and (c) the execution, delivery and performance of this Agreement by such party does not conflict with or violate any other agreement to which it is a party or by which it is bound, or any applicable law or regulation to which it is bound or subject. During the period of this Agreement, neither Institution nor Principal Investigator will undertake any obligations that would prevent them from conducting the Study.
14.2 Conducting the Study. Institution represents and warrants to Sponsor that it has the requisite experience, skills, know-how and personnel required, and is able to, and will, conduct the Study in conformity with highest clinical standards and applicable law and generally accepted standards of good clinical practice.   
14.3 Prior and Future Conduct. Institution warrants that as of the date of this Agreement, it has not (nor has any of the other parties operating on behalf of the Institution in connection to the Study): (a) been found by any state or other authorized government official to have violated any statutes, rules, or regulations concerning the conduct of clinical investigations; (b) received any relevant FDA Form 483, including but not limited to a Form 483 issued to the Principal Investigator, the department conducting the Study, any laboratories providing testing services for the Study, the Institution’s internal review board, etc.; or (c) been terminated from any investigation or research project for reasons other than completion of the research project.  If Institution (or any other person operating on behalf of the Institution in connection with the Study), during the term of this Agreement, is:  (i) alleged or found by any federal, state or other authorized government official to have violated any statutes, rules, or regulations concerning the conduct of clinical investigations; (ii) issued an FDA Form 483, including but not limited to a Form 483 issued to the Principal Investigator, the department conducting the Study, any laboratories providing testing services for the Study, the Institution’s internal review board etc.; or (iii) terminated from any investigation or research project for reasons other than completion of the research project; it will notify Sponsor in writing within five business days of each such occurrence.
14.4 Disbarment. The Institution and Principal Investigator represent and warrant to the Sponsor that neither it nor any of its staff, including the Principal Investigator, has been debarred, disqualified or banned from conducting clinical studies. Institution will not use in any capacity, in connection with the Study, the services of any individual, corporation, partnership or association which is debarred under applicable law (including under 21 U.S.C. 335a) or  disqualified as a clinical investigator under applicable law (including under US 21 C.F.R. 312.70). In the event that Institution or Principal Investigator becomes aware of the debarment or disqualification of any such individual, corporation, partnership or association providing services under this Agreement, Institution or Principal Investigator, as the case may be, shall immediately notify Sponsor and cease using the services of such person in connection with the Study.
14.5 Protocol. Principal Investigator and Institution represent that they have each reviewed ‎the Protocol and have had the opportunity to ask questions and discuss any concerns ‎related thereto. Principal Investigator and Research Institution agree and undertake to ‎conduct the Study in accordance with this Agreement, the Protocol, and ‎applicable Rules and Regulations.  The Research Institution and the Principal Investigator, ‎will notify Sponsor within two (2) working days of any withdrawal of approval by the ‎Committee of Principal Investigator’s participation in the Study.‎
14.6 Disclosure of Information. Institution and Principal Investigator warrant that they have the unrestricted right to disclose any information submitted to Sponsor, free of all claims of third parties, and that such disclosures do not breach or conflict with any confidentiality provisions of any agreement to which either is a party.
15. 	TERM AND TERMINATION
15.1 Term. This Agreement shall become effective on the Effective Date until __________, unless prior to such date terminated in accordance with its terms, extended by mutual agreement by the parties or the Study has been completed. 
15.2 Termination. This Agreement may be terminated at any time by either party by giving written notice: (i) if the other party materially breaches this Agreement, and fails to cure such breach (if curable) within 10 days of receiving written notice to such effect; (ii)  if the other party becomes the subject of any action under any applicable bankruptcy or insolvency law, which is not dismissed or otherwise favorably resolved within forty five (45) days of such event; or (iii) if any licenses or permits required by the other party for the performance of this Agreement have been cancelled or have expired, unless renewed within 14 days. In addition, the Sponsor may terminate this Agreement at any time: (x) for convenience and without any liability and without obligation to compensate the Institution, by giving Institution 30 days’ prior written notice; or (y) if Principal Investigator is unable to continue to serve and a successor acceptable to both Institution and Sponsor is not available.  [בכפוף לתשלום]      
15.3 Consequences of Termination. Upon termination, the Institution shall (i) promptly terminate conduct of the Study to the extent medically permissible for all Participants, (i) promptly return to Sponsor all property of Sponsor; (iii) return (or destroy, at Sponsor’s request) all Confidential Information and confirm in writing it has done so. Termination of this Agreement by either party shall not affect the rights and obligations of the parties accrued prior to the effective date of the termination. Terms that by their nature survive termination or expiry of the Agreement, including Sections ‎5.5 (Safekeeping of Materials), ‎6.3 (Entire Consideration; Taxes), ‎7 (Confidential Information), ‎8 (Publications), ‎9 (Intellectual Property), ‎12 (Indemnification), and ‎16 (Miscellaneous) shall survive in accordance with their terms. Without derogating from the other provisions of this Agreement, each of the Institution and the Principal Investigator undertakes to assist the Sponsor and perform, even after the termination of this Agreement any actions required by any regulatory authorities.  These actions may include, but are not limited to, additional patient follow-up, additional clinical data collection and post-marketing studies.
16. [bookmark: _Ref499237869]	MISCELLANEOUS
16.1 Headings. The headings contained in this Agreement are for reference purposes only and shall not affect in any way the meaning or interpretation of this Agreement.
16.2 Governing Law and Venue. This Agreement shall be governed by the laws of the State of Israel, without regard to its principles of conflict of law. The competent courts of Tel Aviv, Israel shall have exclusive jurisdiction to adjudicate any dispute arising out of this Agreement. 
16.3 Entire Agreement; Amendments. This Agreement, together with the exhibits hereto, contains the entire understanding of the parties hereto with respect to the subject matter contained herein and supersedes all prior agreements and understandings, oral and written, with respect thereto. This Agreement may not be amended except by a written instrument executed by the parties hereto.
16.4 Force Majeure. Neither party shall be liable for any failure to perform as required by this Agreement to the extent such failure to perform is due to circumstances reasonably beyond such party’s control, such as strikes, civil disorders or commotions, acts of aggression, severe weather and acts of God, provided, however, that a party suffering such circumstance informs the other party promptly of such occurrence, makes best efforts to perform its obligations in spite of such event(s), and without derogating from the other party’s right to terminate this Agreement in accordance with its terms.
16.5 Waiver. No waiver of any term, provision or condition of this Agreement, whether by conduct or otherwise in any one or more instances, shall be deemed to be or construed as a further or continuing waiver of the same term, provision or condition, or of any other term, provision or condition of this Agreement. 
16.6 Order of Precedence. In the event of any inconsistency between this Agreement and the documents referenced or incorporated herein or any other agreement concerning the Study between the Parties and their employees, the terms of this Agreement will prevail.  
16.7 Severability. Whenever possible, each provision of this Agreement shall be interpreted in such manner as to be effective and valid under applicable law, but if any provision of this Agreement is held to be prohibited by or invalid under applicable law, such provision shall be ineffective only to the extent of such prohibition or invalidity, without invalidating the remainder of such provision or the remaining provisions of this Agreement, and the parties shall amend or otherwise modify this Agreement to replace any prohibited or invalid provision with an effective and valid provision that gives effect to the intent of the parties to the maximum extent permitted by applicable law. 
16.8 Benefit; Assignment. This Agreement shall inure to the benefit of and be binding upon the parties hereto. Neither this Agreement nor the rights or obligations hereunder shall be assignable or otherwise transferred or subcontracted by the Institution or the Investigator without the Sponsor’s prior written consent. Notwithstanding the foregoing, Sponsor may assign this Agreement to its affiliates and any spin-offs by providing Institution with a prior written notice.  
16.9 Independent Contractors. The parties are independent parties and not joint venturers, or partners, agents or representatives of the other party. In the performance of all services hereunder, the Institution shall be deemed to be and shall be an independent contractor and, as such, it and its respective employees and service providers (including Principal Investigator) shall not be entitled to any benefits applicable to employees of the Sponsor. The Institution alone shall be liable to the Principal Investigator for any consideration that Principal Investigator may be due for their performance under this Agreement.
16.10 Notices. Any notices or other documents to be given hereunder shall be delivered or sent by registered mail or by email or facsimile transmission to the address or to the facsimile number of the parties hereto set out in this Agreement (or such other address or numbers as may have been notified no later than five (5) days prior to the delivery of the relevant notice) and any such notice or other document shall be deemed to have been served one (1) business day after delivery by courier (and with respect to international delivery, three (3) business days), four (4) business days after delivery by registered mail (and with respect to international delivery, ten (10) business days) and one (1) business day after email or facsimile transmission and electronic confirmation receipt of such facsimile, or electronic mail, subject to confirmation by reply email. The parties’ initial addresses for the purpose of this Agreement shall be as follows: 
INSTITUTION:	

PRINCIPAL INVESTIGATOR:			
	
SPONSOR:	
_________ Ltd. 
[Address]
[___], Israel 
Fax : +972.___________
Email: _________________
16.11 Counterparts. This Agreement may be executed in multiple counterparts, each of which will be deemed an original, but all of which will constitute one and the same Agreement, and the signature pages from any counterpart may be appended to any other counterpart to assemble fully executed counterparts. Counterparts of this Agreement also may be exchanged via facsimile and electronic PDF copy, and a facsimile or electronic PDF copy of any party’s signature will be deemed to be an original signature for all purposes.

[REMAINDER OF PAGE LEFT INTENTIONALLY BLANK]

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

SPONSOR:						
By:							
Name:					
Title:					
Date:					

INSTITUTION:

By:					   
Name:		
Title:		
Date:			

By:					   
Name:		
Title:		
Date:			



PRINCIPAL INVESTIGATOR:

I declare and confirm that I (i) have read and understood this Agreement; (ii) agree to be appointed as the Principal Investigator of the Study on behalf of the Institution; and (iii) agree to comply with all the conditions, stipulations, provisions and instructions of this Agreement as if I were a party thereto. 

ACKNOWLEDGED AND AGREED TO BY PRINCIPAL INVESTIGATOR

By:						
	(Signature)

Print:						

Date:						

	9

EXHIBIT A
PROTOCOL
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