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Concluded in compliance with the provisions of the Code No. 90/2012 Coll. (“Zákon o obchodních korporacích”) of Czech law, as later amended, (hereinafter referred to as the Code), On the below-mentioned day, month and year,

between:

MediTox s.r.o.

Address: Pod Zámkem 279, 281 25 Konárovice, Czech Republic

Identification number: 25926713

Tax identification number: CZ25926713

Registered in Commercial Register at Municipal Court in Prague, section C, insert 103101

Represented by: Jan Zábský, MBA, LLM 
Person responsible for technical aspects, who is not authorised to make changes in the Master Service Agreement: Mgr. Jakub Sadílek
(hereinafter only “CONTRACTOR”)

and
Ústav živočišné fyziologie a genetiky AV ČR, v. v. i. Liběchov

Address: Rumburská 89, 277 21 Liběchov, Czech Republic
Identification number: 67985904
Tax identification number: CZ67985904
Registered at: Register of public research institutions, No. 67985904
Represented by: Ing. Michal Kubelka, CSc., director
(hereinafter only “CLIENT”)

Collectively referred to as “the Parties” and individually as “Party”,

The Parties of this Service Agreement agreed on the following:
I. Definitions

In this Service Agreement, the following words shall have the following respective meanings, unless another or different meaning or intent shall be clearly indicated by the context:
‘Applicable Laws’ means the requirements of all relevant statutes, regulations, codes and guidance notes in force from time to time applicable to the Services (as defined in this Article and further defined in Article II. Preamble, section 1 and section 2), including without limitation, European Medicines Agency (‘EMEA’) guidelines and regulations, OECD Principles of Good Laboratory Practice C (97)186/Final ENV/MC/CHEM (98) 17; Directive 2004/9/EC and Directive 2004/10/EC, US Food and Drug Administration (‘FDA’) Good Laboratory Practice (GLP) Regulations (21 CFR Part 58); and Decree of Ministry of Health and Ministry of Agriculture of the Czech Republic No. 504/2000 Collections of laws, and all laws relating to the protection of personal data.

‘Effective Date’ means the date upon which this Service Agreement is executed by an authorized representative of each of the Parties;
‘Ethical Approval’ means a 2-step approval procedure for any study by Institutional Animal Care and Use Committee (IACUC) and the Committee for Animal Protection of the Ministry of Health of the Czech Republic. 

 ‘Fee’ means the amount agreed upon between the Parties for performance of the Services.

‘GLP’ means Good Laboratory Practice.

‘GMO’ means genetically modified organism.

‘GMO Handling Information’ means the form in which the CLIENT will provide requested data related to the Product (as defined below in this Article)
‘Information’ means any information of a confidential or proprietary nature, including but not limited to information that relates to CLIENT´s technology, research, processes, business, operations, Products, or plans that either is marked as “Confidential,” or “Proprietary” at the time of disclosure to CONTRACTOR or that a reasonable person would believe to be confidential and/or proprietary based on the circumstances of its disclosure.  Information shall include any data and results generated under this SA, including any raw data as well as any Reports. Information will not include information that (i) is or becomes part of the public domain through no fault of CONTRACTOR; (ii) was in CONTRACTOR’s rightful possession prior to execution of this Service Agreement, as evidenced by written or other tangible evidence; (iii) is rightfully disclosed to the CONTRACTOR by a third party with the right to disclose the information; or (iv) is independently developed by the CONTRACTOR without use of the Information, as evidenced by written or other tangible evidence.
‘Intellectual Property’ means intellectual property rights, including (without limitation) patents, supplementary protection certificates, petty patents, utility models, trademarks, database rights, rights in designs, copyrights (whether or not any of these are registered or capable of being registered), and including all applications and the right to apply for registered protection of the foregoing, and all inventions, discoveries, ideas, improvements, trade secrets, know-how, techniques and confidential information and other proprietary knowledge and information, and all rights and forms of protection of a similar nature or having equivalent or similar effect to any of these which may subsist anywhere in the world, in each case for their full term and together with any renewals or extensions; 
‘Parties’ means CLIENT and CONTRACTOR.
‘Party’ means CLIENT or CONTRACTOR as appropriate.
‘Product/Products’ means pharmaceutical products and/or biological materials provided to CONTRACTOR by CLIENT in the course of the Service/Services. 
‘QAU/QAU Statement’ means Quality Assurance Unit and the statement of QAU that the Services for which GLP conditions were requested do comply with GLP. 
 ‘Report (Draft)’ means an audited, pre-final version of the Services/Final Report prepared by CONTRACTOR for comments of CLIENT. This report does not include a QAU Statement. The time agreed for comments are 3 (three) weeks after Report (Draft) delivery to CLIENT.

‘Report (Final)’ means any final report from the studies and Services, including a final report and a QAU statement (in case of GLP-compliant studies), prepared by CONTRACTOR in a written or electronic format, in the English language.

’Report (Final, Translation)’ means any report from the studies and Services prepared by CONTRACTOR in written or electronic format, the text part of which is written in English language.  
‘Report (Interim)’ means, usually, electronic or written reporting on the progress of Services. It does not include any final evaluation of the results or final formal version of texts. A Report (Interim) includes only those results which are available at the date of the Report (Interim). Request for any Report (Interim) must be included into the Study Plan.

‘Service Agreement’ or ‘SA’ means the present Service Agreement between the Parties constituted by this document, including all annexes and exhibits attached hereto.
‘Services’ means the services defined in this SA. 
‘Study/Studies’ means the pre-clinical study(ies) that is/are the subject of the Services as described.

‘Study Package’ means a set of Studies.

‘Study Plan’ means a written description of an individual Study, specifying experimental details and timelines for the performance of the respective Study. The Study Plan also specifies deliverables to be provided by CONTRACTOR to CLIENT in relation to the respective Study (e.g., Reports).

‘Test Item Data Sheet’ means the form in which the CLIENT will provide requested data related to the Product 
‘Test Site means an entity other than CONTRACTOR, which CONTRACTOR selects and with which CONTRACTOR contracts for the provision of parts of the Services
II. Preamble

1. CLIENT is dealing with the research and development of pharmaceutical and biological Products and wishes CONTRACTOR to co-operate within pre-clinical stage activities in relation to such Product(s) by providing the Services. In the course of the Services, CLIENT will provide the Products to CONTRACTOR enabling CONTRACTOR to perform the Services. CONTRACTOR acknowledges and agrees that CLIENT is and shall remain the sole owner of the Products, including all Intellectual Property and know-how relating to the Products, and including all progeny and unmodified derivatives thereof. CONTRACTOR shall use the Products only for conducting the Services described in this SA

2. Based on the mutual intention, CLIENT wishes CONTRACTOR to perform preclinical studies (Services).

3.  CONTRACTOR agrees to perform the Services for CLIENT on the terms and conditions set out in this SA (as hereinafter defined).
4. CONTRACTOR declares that it knows the CLIENT´s intentions given in the previous paragraph, which form the purpose for which this SA is concluded and that it has necessary knowledge, experience and competent staff and is ready to carry out the Services covered by the SA in a professional and timely manner in the quality corresponding to the stated purpose.
III. Subject-matter of this Service Agreement

1. CLIENT desires CONTRACTOR to perform the following Services: 
Study 1: Spinal subpial gene delivery, optimal dosing and safety, non-GLP
according to Proposal/Quotation PQ/050/2018 from 4th April, 2018 (attached).
If there is any conflict between the Proposal/Quotation referred to above and this Service Agreement, this Service Agreement prevails. 

2. CONTRACTOR will carry out the Services himself or with its partners/subcontracts, but at its own expenses and risk.  CONTRACTOR may use Test Sites to perform part of the Services, provided that the CONTRACTOR ensures that its contracts with respective Test Sites are consistent with the terms of this Service Agreement, including but not limited to all terms regarding confidentiality and regarding ownership of Intellectual Property.  CONTRACTOR shall be responsible for the performance of Services by any Test Site as if it performed these Services itself. 
3. CONTRACTOR undertakes to carry out the Services with professional care and not to do anything that could harm the CLIENT’s reputation and/or legitimate interests during performance of the Services
4. For this purpose, CLIENT undertakes to provide the CONTRACTOR with necessary cooperation consisting in following points:

a) CLIENT will provide the Test Item Data Sheet containing detailed information about the Product/Products necessary for Ethical Approval Application at least 40 (forty) days before the proposed start of the Study.

The CLIENT acknowledges that the Ethical Approval procedure takes up to 40 working days and agrees to deliver all requested information and documents in advance.
b) In case of GMO involved in the Service/Services, the CLIENT will provide the GMO Handling Information containing detailed information about the Product/Products necessary for GMO Handling Approval Application at least 40 (forty) days before the proposed start of the Study.

The CLIENT acknowledges that the GMO Handling Approval procedure can take up to 30 working days and agrees to deliver all requested information and documents in advance.
c) CLIENT will provide free of charge the Products and test items in the amount necessary for the Study without unnecessary delay, 7 (seven) days before the start of the study at the latest. 
d) If there is any delay in fulfilling of above mentioned CLIENT obligations, the Parties agree that the term of completing of the Services will be adequately prolonged to account for such delay.

5. CLIENT undertakes to take over the properly completed Service without any delay after being informed by CONTRACTOR that the Service have been completed, and to pay the CONTRACTOR the agreed sum of money for properly completed and handed-over Service.
IV. Performance of the Service

1. The CONTRACTOR will execute each Study in compliance with the present SA and in conformity with the agreed terms fixed in the applicable Study Plan, unless agreed otherwise by the Parties in writing, and:

-
According to CLIENT’s reasonable oral and/or written instructions, on condition that the oral instruction will be consequently confirmed in writing;

-
According to all Applicable Laws and regulations.
2. The CLIENT agrees that a specific part of the Study (e.g. some specific laboratory analyses) may be performed out of the CONTRACTOR’s workplace, at a Test Site. If there is a request for specific analyses that cannot be performed at the Test Site certified in conformity with GLP, the CLIENT agrees that according to the GLP rules, such parts of the Studies will be removed from the GLP regime without impacting integrity of those Studies. The quality check at such a Test Site is on the CONTRACTOR’s responsibility.
3. CONTRACTOR shall perform or procure the performance of the Service professionally, with skill and care and shall ensure that the Services will be performed by employees who possess appropriate skills, qualifications and experience. CONTRACTOR shall not, at any time, do anything that may harm CLIENT’s reputation and/or legitimate interests.

4. The CLIENT shall provide the CONTRACTOR with written documents and relevant information including Information necessary to perform the Services in adequate quantities and sufficiently in advance to timely start executing the Study. If the CLIENT is in delay with fulfilling that condition, the CONTRACTOR is entitled to postpone agreed terms of fulfilment in a corresponding way.
5. The CONTRACTOR shall use the delivered documents and Information for the sole purpose of performing the Services and for no other purpose whatsoever. The CONTRACTOR shall ensure that those written documents and Information are accessible only by the CONTRACTOR’s employees in cooperating laboratories who have a need to access these documents and Information for the purpose of performing the Services. The CONTRACTOR is not allowed to give the written documents and Information to any third party out of the CONTRACTOR’s workplace and out of the cooperating laboratories without the CLIENT’s preliminary written agreement, nor is the CONTRACTOR’s allowed to use those written documents and/or Information otherwise than for doing the Service/Services.
6. In case this SA is executed and necessary information on the Test Item Data Sheet (‘TIDS’), GMO Handling Information and/or the Test item is not delivered in time to commence performing the Services in accordance with this SA, and therefore all or part of the Study will have to be re-scheduled, 15% of the amount budgeted for the portion of the individual test/Study affected by such late delivery will be requested as an additional cost for re-scheduling the Study/individual test. In case the study is cancelled by the CLIENT within 2 (two) months before agreed start of the Study, the CLIENT will refund the animal purchase cost and 15 % of the amount budgeted for the portion of the individual test/Study as a cost of study preparation.
7. The Services are considered to be completed on the day of being thoroughly taken over by the CLIENT by receipt and approval of the respective Report (Final) by CLIENT.
8. If the CONTRACTOR is in unjustified delay with handing over the Services, the CLIENT is entitled to account for a contractual penalty amounting to 0.05% of the total price for the Services for each day of delay.
9. The CONTRACTOR will archive and store written documents, primary data, statements with results and Reports (Final) for a period of 10 years after terminating the Services; and will archive and store other materials and samples until their date of expiry.
10. The CONTRACTOR will continuously inform the CLIENT about the status of executing the Services based on the CLIENT’s reasonable requirement. 

11. The CONTRACTOR shall allow the CLIENT to audit the workplace, primary data and written records concerning the Services following the CLIENT’s reasonable requirement, in the CONTRACTOR’s working hours.
12. The CONTRACTOR shall inform the CLIENT in writing without any undue delay about any and all facts that could adversely impact integrity of the Study or its part and all critical divergences from Applicable Laws.
13. The CONTRACTOR may provide the CLIENT with results of the Studies and the Study-related data acquired at first in the form of a Report (Draft), and the CLIENT is entitled to discuss the contents of the Report (Draft) with the CONTRACTOR. Following receipt of the Report (Draft) CLIENT shall have three weeks to provide comments. Within 3 weeks after receipt of CLIENT´s comments to the Report (Draft) CONTRACTOR shall issue the Report (Final).
14. The CONTRACTOR shall treat all the information and written documents delivered by the CLIENT, and all information and written documents generated, developed or otherwise obtained by CONTRACTOR in the course of performance of the Services and relating to the Studies, as being confidential Information of CLIENT.
V. Payment

1. The price for the thoroughly performed Service is as follows:

Study 1: ………………………………372.750,- CZK
The above price does not include VAT and shall be payable based on an invoice issued by the CONTRACTOR according to the payment schedule specified as follows:

1. 30 % of the amount for each study is due at the Service Agreement approval
2. 30 % of the amount for each study is due at the experimental start.

3. 30 % of the amount for each study is due at the experimental end (in-life phase).
4. 10 % of the amount for each study is due at the audited draft report approved by CLIENT.

2.  CONTRACTOR shall send invoices electronically to:

schwarzova@iapg.cas.cz
3. If CLIENT elects to cancel any Study, CLIENT shall pay the CONTRACTOR demonstrably spent costs and a pro rata amount based on the portion of the Study actually performed prior to cancellation. If CLIENT substantially modifies the Study’s experimental design, the price of such a modified Study will be recalculated in a corresponding way. Such a wording shall be defined in an Appendix to the present SA.

4. The price for the Services includes all the material, samples and animals used by the CONTRACTOR for doing the Services, as well as the insurance, and other costs relating to CONTRACTOR’s performing the Services. The price is considered to be settled on the day of crediting the relevant amount to the CONTRACTOR’s bank account. 
If the CLIENT is in a delay with settling the price for the Services actually performed in accordance with this Agreement, the CONTRACTOR is entitled to account for a surcharge amounting to 0.05% of the outstanding undisputed sums owed by CLIENT for each day of delay. Undisputed sums shall mean any invoiced amounts which have not been objected by CLIENT via email within two weeks after receipt of invoice.
5. The maturity of invoices is 30 days. Such an invoice shall comprise data requisite on tax documents in conformity with effective legal provisions. 

6. Both the Parties are entitled to suggest stopping execution of the Services if there are real, unanticipated prerequisites for fulfilling the task in question, found out while looking for a solution. In that case, the solution elaborated as of the date of submitting a written version of such a proposal for a solution is to be evaluated, and if the subject matter of the SA cannot be substantially fulfilled pursuant to such proposed solution, the CLIENT shall pay the CONTRACTOR demonstrably spent costs and a pro rata amount based on the portion of the Services actually performed prior to identification of such real, unanticipated prerequisites.
VI.
Substantially Violating the Service Agreement

1. The Parties agree upon considering the following facts as substantial violation of this SA:

a)
Not complying with the conditions of quality standards agreed upon in writing;

b)
Breaching duties stipulated in Article VII.
2. If the SA is violated in any of the above-mentioned ways, either the CLIENT or the CONTRACTOR (as applicable; the non-violating Party) is entitled to terminate this SA if the non-violating Party delivers written notice to the violating Party identifying the violation and demanding its cure within 30 (thirty) days. The termination will be effective if the violating Party has not cured the violation within thirty days from such written notice from the non-violating Party.

VII. 
Special Provisions

1. The data and results generated under this SA, whether or not subject to Intellectual Property rights, are the CLIENT’s sole and exclusive property. Without the CLIENT’s prior written consent, the CONTRACTOR is not authorised to publish or otherwise publicly disclose the CLIENT’s data and/or results in any way, to use them or to allow their use by any third party.
2. The information and the samples, including but not limited to Products, handed over by the CLIENT to the CONTRACTOR, as well as the knowledge, information and materials acquired by the CONTRACTOR in the performance of the Services, including without limitation the materials, data and results, and Intellectual Property rights generated under this SA, (together hereinafter referred to as the SERVICE INFORMATION) shall be CLIENT’s exclusive property.

3. The CONTRACTOR undertakes to keep the SERVICE INFORMATION in strict confidentiality, to take all reasonably required measures to prevent from any leaking SERVICE INFORMATION, particularly the CONTRACTOR undertakes not to give over (not to say or make available) any or all the SERVICE INFORMATION of any kind, provided in an oral or written form, to any third party, without CLIENT’s prior written consent (apart from any required disclosure to any inspection bodies of the Czech Republic, the EU and FDA). The CONTRACTOR further undertakes to protect the SERVICE INFORMATION in the same way as their own business secret, but at least with reasonable and professional care, to allow for the access to the SERVICE INFORMATION to only those of their employees who are authorised to perform the activities for which the SERVICE INFORMATION is provided, who have a need to access the SERVICE INFORMATION for performing their obligations under this SA and who are bound in the same way and to the same extent to maintain confidentiality about secret SERVICE INFORMATION; not to use the SERVICE INFORMATION for commercial purposes or any other purpose different from the purpose of performing its obligations under the present SA, either for their own profit or to the profit of any third party; and not to violate the SERVICE INFORMATION handed over. The obligations of the CONTRACTOR under this paragraph shall survive termination of the present SA.
4. The CONTRACTOR shall return to the CLIENT without any undue delay after terminating the Services of the present SA or terminating this SA in another way other than its completion, any unused Products any and all documents comprising the Information and the SERVICE INFORMATION including its copies, records, reports and notes comprising the SERVICE INFORMATION.
5. The provisions of paragraph VII/3 are not applied if the SERVICE INFORMATION is currently well-known in public or later becomes well-known to the public in a way other than due to violating the present SA by the CONTRACTOR or their employees, or the CONTRACTOR will be verifiably given it on a non-confidential basis by a third party who is authorized to disclose it on such basis in the future.  After prior written notice to CLIENT, CONTRACTOR may disclose SERVICE INFORMATION to the extent required by a court or administrative proceeding or legal provisions, being obliged to publish just the piece of the SERVICE INFORMATION required by any such decision of a relevant authority. If deflecting from that provision, the CLIENT may oppose or limit the extent of such disclosure, or the CLIENT has the right to take all measures necessary to protect the remaining part of the SERVICE INFORMATION.  CONTRACTOR will cooperate with CLIENT in its efforts to oppose or limit disclosure of SERVICE INFORMATION, and will not make any required disclosure of SERVICE INFORMATION until CLIENT has had a reasonable opportunity to so oppose or limit disclosure.

VIII. Applicable Law 

1. The contractual relationships arising from the present SA, as well as the issues not specified in the present SA, shall namely conform to the Code and generally-binding relating regulations according to Czech laws. The same shall be applied in the issues of interpreting the present SA or the facts expressly not stipulated herein.
2. The Parties shall make efforts to settle any disputes, including the legal ones that might arise from executing and interpreting this SA, within their mutual understanding, goodwill, business habitual practice and a fair business relationship.
3. If there is a lawsuit, it shall be settled by the Municipal Court in Prague Czech Republic.
IX. Term of Validity
1. The present SA is concluded for a 2-year period of time or until the Services according to the Study Plan are completed and comes into force on the Effective Date.

2. Either Party is entitled to withdraw from the present SA based on a 30-day written notification to the other Party; provided, however, if the CONTRACTOR is the terminating Party, the CONTRACTOR shall complete the Study/Studies and Services according to each Study Plan that is in process.
3. If preliminarily terminating the SA, the CONTRACTOR undertakes to complete the Services according to the Study Plans agreed upon, and the CLIENT undertakes to pay the agreed price for such Services performed in accordance with this Agreement and the relevant Study Plan.
X. Warranties and liability

1. CONTRACTOR will perform its work with all care, diligence and skill required from a professional and the Services shall be rendered on time.

2. CONTRACTOR undertakes that all of its employees acting for or engaged by it shall have the appropriate degree of ability, knowledge, experience and skills needed to provide Services with due skill, care and obligations.
3. The Parties acknowledge that monetary damages may not be sufficient remedy for breach of any obligation under Article VII of this SA and agree that CLIENT shall be entitled, without waiving any other rights or remedies, to such injunctive or equitable relief as may be deemed proper by a court of competent jurisdiction.
XI. Final Provisions

1. The present SA may be modified or amended solely through written appendices agreed upon by authorized representatives of each of the Parties.

2. Unless stated otherwise, all notifications aimed at changes or terminating the validity of the SA shall be delivered in writing to the address of the other Party, specified herein. A Party shall inform the other Party within 7 working days about changing their address.

3. If any of the articles herein, which does not constitute substantial part of the present SA, becomes invalid or unenforceable as a whole or a part, or if it contains any inaccuracies or ambiguities or formal imperfections, it may be separated from other provisions of this SA and will have no impact on validity and enforceability of the SA as a whole.

4. If the provisions under the present SA, which constitute substantial part, are or become invalid or unenforceable as a whole or a part, the Parties undertake to substitute such invalid or unenforceable provision within 10 working days after having found that fact, using new effective and enforceable provisions whose sense shall correspond at most to the original provisions.

5. The Contractor is not entitled to delegate the rights or transfer receivables or obligations arisen therefrom to any third party without the CLIENT’s prior written agreement. As well, the Parties do not arrange for any transfer of rights and claims of the present SA to the Parties’ legal successors.  Notwithstanding anything to the contrary in the foregoing, CLIENT may assign this SA to an affiliated entity or in connection with the sale, license, or other transfer of all or substantially all of CLIENT’s business or assets to which this SA relates.
6. The present SA has been written up in the English language, in two counterparts of which either being valid as the original. A Party shall receive one counterpart.  Signatures on counterparts delivered by facsimile or in PDF format are treated as “original” signatures under this paragraph.

7. Both the Parties declare having thoroughly read the SA and understood its contents. In the witness thereof, the Parties put their authorized signatures hereinafter.
For and on behalf of Ústav živočišné fyziologie a genetiky AV ČR, v. v. i. Liběchov:





---------------------------------------------




Date:


For and on behalf of MediTox s.r.o.

---------------------------------------------




Date:


Jan Zábský, MBA, LLM

CEO
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