THIS AGREEMENT is made by and between

€)) PAREXEL International (IRL) Limited,
70 Sir John Rogerson's Quay
Dublin 2
Ireland
(Company number 541507)
Authorized by: Deirdre McCabe
(hereinafter CRO)

and

2 Krajska zdravotni, a.s.
Socialni péce 3316/12a
Severni Terasa
400 13 Usti nad Labem
Czech Republic
Organization ID No.: 25488627
Tax ID No.: CZ25488627
Authorized by: Ing. Petr Fiala, director
(hereinafter Institution)

regarding

Protocol No: (hereinafter Protocol)

” (hereinafter Study)
(hereinafter Study Drug)

of

SPONSOR:
Merck KgaA
Frankfurter Str. 250
64293 Darmstadt, Germany

hereinafter SPONSOR

WHEREAS, SPONSOR is the sponsor of the multi-center/multi-centre Study to clinically evaluate the
Study Drug and CRO (or its Affiliate) has been retained by SPONSOR (under a separate written
agreement) to act as SPONSOR’s contractor and designee in managing the Study for SPONSOR; and

WHEREAS Institution shall Fully Cooperate with CRO and shall permit CRO to perform any and all of the
SPONSOR'’s Study obligations and to exercise any and all of SPONSOR’s Study rights that lie with
SPONSOR on the basis of Applicable Law and GCP regulations as though such rights were CRO’s own
rights, as has been delegated by SPONSOR to CRO; and

WHEREAS, Institution has the Resources and space sufficient to properly conduct the Study; and

WHEREAS | (/< cinaftcr Investigator) will conduct the Study in the Institution at
Krajska zdravotni, a.s. - Nemocnice Teplice, 0.z., Neurologické oddéleni, Duchcovska 53, 415 29 Teplice,
Czech Republic, and all Study Personnel will conduct the Study under the supervision of Investigator; and

WHEREAS, this Agreement explains the respective obligations of Institution and CRO; and
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WHEREAS, under this Agreement CRO does not act, or purport to act, as SPONSOR's contractual agent,
but rather as SPONSOR's appointed designee for managing the Study.

1. DEFINITIONS

Definitions for terms used in this Agreement are in Exhibit B.

2. PROVISION OF RESOURCES AND SPACE TO CONDUCT THE STUDY AND STUDY
CONDUCT
2.1 Institution agrees, and commits itself to CRO, to provide and create all necessary conditions allowing the

Investigator to use the Resources and premises to conduct the Study.

2.2 Institution agrees, and commits itself to CRO, to allow Investigator and other Study Personnel to conduct
the Study at Institution. Institution, as the employer of Investigator, further warrants, that it has granted consent in
accordance with Section 304, paragraph 1 of Act No. 262/2006 Coll., to the Investigator conducting the Study
according to this Agreement upon his sole responsibility and for a separate fee from the SPONSOR.

Institution agrees to provide prompt advance notice to Sponsor and CRO if the Investigator will be leaving the
Institution or is otherwise no longer able to perform the Study. The Institution shall appoint the new Investigator
immediately (no longer than 30 days after the date of the Investigator’s resignation) with a prior written approval of
the Sponsor and CRO.

23 Institution acknowledges and agrees that CRO will conclude a separate agreement with the Investigator
concerning the obligations of the Investigator in relation to the Study. Institution further confirms that it has
received a copy of that agreement or has been otherwise satisfactorily informed as to its terms and that such
agreement may include fair compensation.

2.4 Institution acknowledges that SPONSOR is the sponsor of the Study, and as such is an intended third-party
beneficiary of this Agreement, whereas SPONSOR transfers any or all of the SPONSOR's Study-related functions to
CRO in compliance with ICH-GCP, sec. 5.2.1. In addition to the foregoing, Institution agrees that CRO may
disclose any and all Information and/or documents relating to this Agreement, and/or relating to Investigator’s and
Institution’s participation in the Study (including without limitation any Reports or other documents or materials
provided by Investigator or Institution to CRO hereunder), to SPONSOR. All references to SPONSOR herein
(whether in the context of delivery of Information, submission of applications, financial terms, or anything else)
derive from SPONSOR’s status as such, and Institution agrees to all such instances. Institution will Fully Cooperate
with CRO’s requests relating to SPONSOR.

2.5 Institution acknowledges that CRO is the recipient of Services described in this Agreement and, for the
avoidance of any doubt, that SPONSOR is not the recipient of Services described in this Agreement.

2.6 Institution agrees, and commits itself to CRO, that the Study shall be conducted in a diligent, efficient, and
skilful manner, in strict compliance with the terms and conditions of this Agreement, the Protocol including
subsequent amendments, any specific Study Instructions, Applicable Law and any other professional standards
applicable to their professional industries and fields. Institution shall not commit any negligent acts or any willful
misconduct in connection with the Study. Institution shall not make any unauthorized warranties to any person
(including Subjects) concerning the product being tested in the Study.

2.7 If required by Applicable Law, CRO shall, or procure that SPONSOR, make(s) the necessary submissions
or notifications to the regulatory authorities. The Study may not commence until the Investigator and Institution has
been informed by CRO that such authorization has been granted.

2.8 Institution understands that Investigator, shall agree or has agreed to enroll the number of duly qualified
(according to the Protocol) Subjects for the Study as set forth in Exhibit A and shall do so according to the timetable
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set forth in Exhibit A. Notwithstanding the foregoing, Institution also understands that Investigator shall agree or has
agreed that SPONSOR or CRO may unilaterally revise the number of Subjects that Investigator shall enroll, and/or
the timeframe for such enrollment, via Study Instructions at any time.

2.9 Institution is not presently under any agreement or obligation which conflicts with the duties and
obligations owed to SPONSOR or CRO under this Agreement, and further agree not to undertake any such
obligation or agreement during the course of the Study.

2.10 Institution hereby acknowledges and agrees that it has received sufficient Information regarding the
provision of its Services.

2.11 Institution shall, throughout the duration of the Study, provide, keep available to the Investigator and Study
Personnel and maintain all necessary Resources for the adequate performance of the Study. Institution shall inform
CRO promptly in writing (including by email) about all changes impacting the Resources.

2.12 Institution shall ensure the prompt, complete, and accurate collection, recording and classification of the
Medical Records, Study Results and that Institution will support Investigator who shall (a) keep a detailed and
written inventory of all clinical supplies, equipment and Study Drug provided by SPONSOR or CRO or its Affiliates
and shall store such materials according to the Protocol or Study Instructions

Institution shall :

(i) maintain and store Medical Records and Study Results in a secure manner with physical and electronic
access restrictions, as applicable and environmental controls appropriate to the applicable data type and in
accordance with Applicable Laws, regulations and industry standards; and

(i) protect the Medical Records and Study Results from unauthorized use, access, duplication, and disclosure.
If directed by Sponsor or CRO, Institution will submit Study Results using the electronic system provided
by Sponsor or CRO or their designated representative and in accordance with Sponsor’s instructions for
electronic data entry. Institution shall prevent unauthorized access to the Study Results by maintaining
physical security of the electronic system and ensuring that Study Personnel maintain the confidentiality of
their passwords. Institution confirms that Investigator is allowed to collect all Study Results in Medical
Records prior to entering it into the eCRF/CRF. Institution confirms Investigator shall ensure the prompt
submission of eCRFs/CRFs; and

(iii) take measures to prevent accidental or premature destruction or damage of these documents, for as long as
agreed herewith.

2.12 a) The Medical Records and Study Data shall be retained for a minimum of twenty five (25) years from the
completion or termination of the Study. In compliance with Sponsor’s obligations under ICH GCP, Sponsor shall
notify the Institution in writing if the Medical Records and Study Data are no longer needed before the completion
of the minimum retention period agreed herewith. After the completion of the retention period the Medical Records
and Study Data will be destroyed. In case Sponsor is interested in further retention of the Medical Records and
Study Data, Sponsor must notify Institution in writing no longer than two months before the completion of the
retention period agreed herewith and Institution shall ensure further retention at the sole expense of Sponsor, or hand
the Medical Records and Study Data over to Sponsor. In case Institution will be closed or no longer available for
record retention for any reason, Institution must notify Sponsor in writing at least sixty (60) days in advance and
perform any instruction to transfer the Medical Records and Study Data as provided by Sponsor. Any inquiries or
requests regarding record retention can be sent at any time during the retention period to the email address

, but in no circumstance shall Institution be allowed to destroy or permit the destruction of the
Medical Records and Study Data before the minimum retention period unless Institution receives express written
instruction from Sponsor in this regard.

2.12b) If the Investigator leaves the Institution, then responsibility for maintaining Medical Records and Study
Results shall be determined in accordance with applicable regulations but Institution will not in any case be relieved
of its obligations under this Agreement for maintaining the Medical Records and Study Results.

2.12¢) Institution shall retain ownership of Medical Records. The Institution hereby assigns to Sponsor all of
their rights, title and interest, including intellectual property rights, to all Confidential Information (as defined
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below). For the avoidance of doubt, the Study Results and Study Data shall be and remain the sole and exclusive
property of the Sponsor or of such party as the Sponsor may designate, as the case may be. Subject to
Applicable local Laws and regulations Sponsor shall be the sole owner of any biological samples ("Samples").
Institution shall collect, retain, analyze and use such Samples solely according to the Protocol and in a manner
consistent with the informed consent forms. At the completion or termination of the Study, or sooner at the request
of the Sponsor, Institution shall, as instructed by Sponsor, either return all Samples to the Sponsor or destroy the
Samples in accordance with Sponsor's instructions and Applicable Laws and regulations.

2.13 The Protocol, including any amendments thereto, constitutes an integral part of this Agreement by reference. In
case of any inconsistency between this Agreement and the Protocol, the Protocol shall take precedence on matters of
medicine, science and conduct of the Study; otherwise the terms of this Agreement shall prevail.

2.14 Institution agrees to compensate CRO and SPONSOR as applicable, for all costs arising out of Institution’s
breach of this Agreement.

2.15 Institution agrees that if Investigator or any Study Personnel is a government employee, official and/or
performing a governmental function, such relationship may be disclosed to the SPONSOR.

2.16 Institution warrants that neither it, nor any Study Personnel are officials, agents, or representatives of any
government or political party or international organization where they may be in positions of authority to be able to
improperly help CRO or SPONSOR obtain a business advantage. Institution further warrants that neither it nor any
Study Personnel shall make any payment, either directly or indirectly, of any money or other consideration
(hereinafter Payment), to government or political party officials, officials of international organizations, candidates
for public office, or representatives of other businesses or persons acting on behalf of any of the foregoing
(hereinafter collectively Officials) where such Payment would constitute violation of any law, including the U.S.
Foreign Corrupt Practices Act. In no event shall Institution or any Study Personnel make any Payment either directly
or indirectly to Officials if such Payment is for the purpose of influencing decisions or actions with respect to the
subject matter of this Agreement or any other aspect of CRO’s or SPONSOR’s business. Institution shall report any
violation of this warranty promptly to CRO and agree to respond to any CRO inquiries about any potential
violations and make appropriate records available to CRO or SPONSOR upon request. At any time upon the request
of CRO, Institution agrees to promptly certify in writing their ongoing compliance (and the compliance of all other
Study Personnel) with the warranties contained in this Section 2.16.

217 If CRO or SPONSOR requests Institution to source marketed/comparator drug, CRO will reimburse Institution
according to Exhibit A. Institution warrants that it will only source drug products that comply with the specifications of
the Protocol.

The Institution shall support the Investigator to be able to report adverse events and serious adverse events as
directed in the Protocol and by Applicable Laws and regulations. The Institution shall cooperate with Sponsor in its
efforts to follow-up on any adverse events. Institution confirms Investigator shall comply with its EC reporting
obligations.

Sponsor will promptly report to the Institution, the Institution’s /EC, and CRO, any finding that could affect the
safety of participants or their willingness to continue participation in the Study, influence the conduct of the Study,
or alter the Institution’s IEC approval to continue the Study.

2.18 Use and Return of Investigational Product and Equipment

SPONSOR or the SPONSOR’s designee shall ensure appropriate and timely supply of the Study Drug necessary for
the performance of the Study and in necessary intervals.

The Study Drug shall be supplied free of charge to Institution’s pharmacy. Institution hereby undertakes to ensure
that the Study Drug be stored separately from other medication in the pharmacy, and its preparation, inspecting,
preserving and dispensing (hereinafter only “Study Drug Handling”) be performed in compliance with Protocol and
Study Instructions, and the Applicable Law, as well as the terms and conditions stipulated by LEK-12 Directive
issued by State Institute for Drug Control.

Institution shall appoint agent/agents meeting professional qualification criteria for the medical position of a
pharmacist or pharmaceutical assistant pursuant to Applicable law, who shall be responsible for Study Drug
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Handling and keeping full records thereon. Immediately after appointing such agent, Institution shall notify CRO in
writing of the name and surname of the appointee(s) along with the appropriate contact details, if applicable.

SPONSOR/CRO shall deliver free of charge the Study Drug to the Institution’s Pharmacy, where it will be received
and examined by the appointed pharmacist (in the same manner as any other shipment, i.e. whether the package is
intact, and in case of specific requests for the transportation, whether such requirements have been duly followed,
and the receipt of shipment will be confirmed). Investigator shall take over the Study Drug against a request form
from the Pharmacy and becomes fully responsible for the Study Drug.

The Institution hereby undertakes to perform/ensure safe liquidation/disposal of unused Study Drug (as hazardous
waste) at sole expense of Sponsor in accordance with the Applicable Law, if requested to do so by SPONSOR or
CRO. Institution shall comply with all Applicable Laws and regulations governing the disposition or destruction of
Investigational Product and any instructions from CRO or the Sponsor that are not inconsistent with such laws and
regulations.

Sponsor, CRO or a duly authorized agent of Sponsor/CRO, may provide Institution with equipment for use by
Institution in the conduct or reporting of the Study. Institution may use Equipment only for purposes of this Study
(or upon Sponsor approval also for other Studies of Sponsor at the Institution). The following equipment will be

irovided to the Institution/Investigator:

Any equipment and material shall remain the sole and exclusive property of Sponsor, CRO or a duly authorized
agent of Sponsor as the case may be. After completion of Study conduct or at an earlier time specified by CRO or
Sponsor, Institution will arrange for return of any equipment or materials at Sponsor’s expense, to Sponsor/CRO or
a location designated by CRO or Sponsor.

2.19 At the end of the Study, approximately 12 months after the last Subject last visit for the overall study
Sponsor will develop a summary of the Study results to be shared with Subjects. The summary will translate the
technical results into easy to understand language. Sponsor will consult with the Institution to confirm the number
of copies required and translations. Based on the information provided by the Institution and/or Investigator,
Sponsor will mail the Study result summaries to the Institution and/or Investigator. Institution accepts the fact that
Investigator or designee will be responsible to mail the Study result summary to the Subjects or provide to the
Subjects directly if applicable.

3. MONITORING AND COOPERATION

3.1 Institution shall Fully Cooperate with CRO and will meet representatives of CRO, or its designee at
mutually convenient times for monitoring visits, consultations and to allow direct inspection at reasonable times and
during usual working hours, for the period of validity of this Agreement. Access for the purpose of direct inspection
of all Study related records, including Subject medical files as well as for any other documents and documentation,
as requested by CRO and for any other purposes relating to the Study as deemed necessary by CRO and in order to
monitor compliance with this Agreement will only be permitted to rooms, where the Study is being performed.
Upon completion of the Study, CRO will only be allowed to enter the premises designated by Institution for the
purpose of reviewing the Study documentation. Before any inspection, CRO shall notify the Institution and the
Investigator of the date and time of the inspection.

4. AUDITS AND REGULATORY INSPECTIONS

4.1 Institution shall Fully Cooperate with audits or inspections, applicable to the Study, performed by
SPONSOR or CRO during or after completion of the Study. Institution shall allow SPONSOR, CRO and
governmental or regulatory authorities, including but not limited to the U.S. Food and Drug Administration, access
to Resources used to perform tasks related to the Study, shall make all requested documents available to them and
shall provide them with any further Information as may be requested.

4.2 In the event the audit or regulatory inspection identifies a lack of compliance with this Agreement on the
part of Institution, CRO may terminate this Agreement in accordance with Section 14.1 (a).
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4.3 Institution shall immediately notify CRO by telephone, email or fax if a governmental or regulatory
authority, including but not limited to the State Institute for Drug Control (Statni ustav pro kontrolu leciv —
SUKL)requests to carry out an inspection of Institution’s facilities, or does so. Institution shall allow SPONSOR and
CRO to be present during such inspection, and shall provide to SPONSOR and CRO copies of all materials,
correspondence, statements, forms and records that Institution receives, obtains or generates pursuant to or in
connection with any such inspection.

S. CONFIDENTIAL INFORMATION

5.1 Institution agrees that any and all Confidential Information that is received from CRO, SPONSOR or
otherwise in connection with this Agreement shall be received and maintained by it in strict confidence and not
disclosed to any third party (other than SPONSOR) during the conduct of the Study and for fifteen (15) years
thereafter. Furthermore, Institution agrees to use the Confidential Information only for the purposes of this
Agreement except as otherwise specifically provided for herein.

5.2 Institution may disclose Confidential Information only to (a) Investigator and Study Personnel, or other
employees or staff who require access thereto for the purposes of this Agreement provided, however, that prior to
making any such disclosures Institution binds such Investigator and Study Personnel, employees or staff in writing
to the same obligations as are contained herein to maintain Confidential Information in confidence and not to use
such Confidential Information for any purpose other than in accordance with the terms of this Agreement, (b) to the
appropriate EC having jurisdiction over the performance of the Study at Institution and ¢) to State Institute for Drug
Control.

53 The terms of this Agreement, including but not limited to the financial terms, are the Confidential
Information of SPONSOR and CRO, and shall be maintained in confidence by Institution in accordance with
Section 5.1 above. If, however, Institution is required by Applicable Law to disclose such Confidential Information,
it may do so without breaching its obligations under this Section provided, in advance of disclosure, it notifies CRO
of the Confidential Information to be disclosed, the reason for disclosure, and the date of disclosure.

5.4 Nothing contained herein will in any way restrict or impair any party’s right to use, disclose, or otherwise
deal with any Confidential Information which at the time of its receipt:

(a) s generally available in the public domain or becomes available to the public through no act of the
party receiving said Confidential Information; or

(b) s independently known by the party receiving the Confidential Information, prior to receipt thereof,
which said party can demonstrate by documented proof; or

(c)  is lawfully given to the receiving party by a third party who is not bound by any obligation to
preserve it as confidential.

6. RIGHTS TO INFORMATION AND INVESTIGATIONAL PRODUCT

6.1 All Information provided to Institution for purposes of the performance of the Services and Investigational
Product(s) are and will remain SPONSOR's property. Institution shall not acquire any rights of any kind whatsoever
with respect to the Investigational Product(s) or such Information as a result of performance under this Agreement or
otherwise.

6.2 Institution shall deliver all Information, unused Investigational Product(s) and clinical specimens to
SPONSOR, CRO or their respective designee(s) in a timely manner throughout the performance of the Study, as
provided in the Protocol or Study Instructions, and in no event later than ten (10) business days after (i) the date of
termination of this Agreement or (ii) the date on which SPONSOR or CRO otherwise requests delivery of
Information, unused Investigational Product(s) and clinical specimens except for the processes stated under clause
2.12.c) regarding destruction of Samples and clause 2.18 regarding destruction of Study Drug.
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6.3 The Information and Study Results (including publication) may be used by SPONSOR in any manner it
deems appropriate to comply with its business interests, both during, and following termination of, this Agreement.

7. PUBLICATION USE OF NAME, REGISTRY AND REPORTING

7.1 Institution agrees that it shall have no right to publish or present the Study Data following from their own
activities conducted under this Agreement. Institution acknowledge and agrees that Study Results that is not
published, presented or otherwise disclosed by the Sponsor or the Investigator shall be subject to the provisions on
the Confidential Information according to section 5 of this Agreement.

7.2. Institution shall not engage in interviews or other contacts with the media including but not limited to
newspapers, radio, television and the Internet, related to the Study, the Investigational Product, Inventions or Study
Results.

7.3 No Party hereto shall use any other Party’s name, or Sponsor’s name symbols, trademarks, image or logo, in
connection with any advertising, publication or promotion without prior written permission, except that the Sponsor
and CRO may use the Institution’s name in Study publications and communications, including clinical trial websites
and Study newsletters. Sponsor will register the Study with a public clinical trials registry in accordance with
applicable laws and regulations and will report the results of the Study publicly when and to the extent required by
Applicable Laws and regulations.

7.4 The Section 7.1 and 7.2 shall survive termination or expiration of this Agreement

8. INTELLECTUAL PROPERTY

8.1 Any and all Study Results and Information, material or assets relating to the Study Drug, the Protocol or the
Study, including any and all existing or future rights therein (hereinafter collectively referred to as Assets), whether
patentable or not, conceived by Institution under this Agreement, shall be, and remain, at all times the sole and
exclusive property of SPONSOR and SPONSOR shall own, to the widest extent possible under Applicable Law, any
and all Intellectual Property Rights thereto (subject to the rights expressly reserved for CRO under Section 8.3). To
the extent required for SPONSOR to obtain, secure and perfect said rights and legal positions under Applicable Law,
the Assets shall automatically vest in SPONSOR and to the extent required, Institution hereby assigns all rights, title
and interests in any and all Assets to SPONSOR, and shall perform any and all other acts necessary to assist
SPONSOR in obtaining, securing and perfecting the rights to said Assets. In the event that SPONSOR, according to
Applicable Law, cannot obtain or secure ownership of any of said Assets, Institution hereby grants SPONSOR
worldwide, exclusive, unlimited and royalty-free rights of use, exploitation and utilization and/or licenses regarding
said Assets. Institution warrants by the execution of this Agreement, that ithas not entered into, and will not enter,
into any contractual agreement or relationship which would in any way conflict with or compromise SPONSOR’s
proprietary interest in, or rights to, any Assets existing at the time of the execution of this Agreement or arising out
of or related to its performance thereunder.

8.2 Institution shall disclose to CRO (who will disclose to SPONSOR) all Study Results, Information and in
particular all inventions, findings, discoveries and other creative ideas and developments (hereinafter referred to as
Inventions) conceived or reduced to practice as a direct result of the Study. Such disclosure shall/must be made
fully and promptly in writing to an authorized/authorised representative of CRO (who will disclose to SPONSOR).

83 All parties to this Agreement and SPONSOR shall retain all right, title and interest in any Intellectual
Property that was owned by such party or SPONSOR prior to or apart from the commencement of this Agreement.
No license grant or assignment, express or implied, by estoppel or otherwise, is intended by, or shall be inferred
from, this Agreement except to the extent necessary for each party to fulfill its obligations under this Agreement or
otherwise give effect to this Agreement.

9. DATA PROTECTION & PRIVACY
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9.1 Study Personnel Member Personal Data

Both prior to and during the course of the Study, Study Personnel may be called upon to provide Personal Data. This
data falls within the scope of the law and regulations relating to the protection of "Personal Data" as defined in data
protection laws applicable to Sponsor ("Applicable Data Protection Laws").

This Personal Data may include names, contact information, work experience and professional qualifications,
publications, resumes, educational background and information related to potential conflict of interest, and payments
made to payee(s) under this Agreement. Sponsor, its affiliates, CRO or collaboration parties and agents working
with the Sponsor will process such personal data of the Study Personnel or other relevant personnel for the
following purposes:

(1) the conduct of clinical trials;
(i1) verification by governmental or regulatory agencies, the Sponsor, CRO, and their agents and Affiliates;
(iii) compliance with legal and regulatory requirements;

(iv) publication on www.clinicaltrials.gov, other public websites and public portals for clinical documents of EMA
and other relevant agencies that inform about clinical trials and participating investigators and corresponding study
results;

v) storage in databases to facilitate the selection of investigators for future clinical trials; (vi) sharing of
Study reports and other Study documents with third parties for research purposes in accordance with responsible
data sharing and transparency obligations; and

(vii) anti-corruption compliance.

Institution shall provide its Personnel with the information required about processing by Sponsor so that Sponsor
complies with its information requirements under Applicable Data Protection Laws towards Personnel. To this end,
Institution can use the template attached as Exhibit D.

For purposes of this Section 9.1 (iv), Institution use reasonable efforts to obtain consent from Personnel that is
eligible to be published; Personnel can provide their consent by signing Exhibit E. Institution shall inform Sponsor
and CRO which eligible Personnel did not provide its consent and shall provide a copy of provided consents to
Sponsor or CRO upon request of Sponsor or CRO.

9.2 Compliance with Data Protection Laws

Institution shall at all times comply with Applicable Data Protection Laws when processing Personal Data in
connection with this Agreement.

Institution shall notify CRO immediately in writing (but in no event later than five (5) days from the date) of any
Data Security Breach related to the Study.

9.3 Data Controller
The Sponsor shall be the data controller for such Personal Data except that, if CRO deals with any personal data
under this Section 9 in the manner of a data controller, CRO shall be the data controller of such Personal Data to the
extent of such dealings. In such cases, Institution shall provide Study Personnel with the information required about
processing by CRO so that CRO complies with its information requirements under data protection laws applicable to
CRO towards Personnel.

9.4 This Section 9 “Data Protection & Privacy” shall survive termination or expiration of this Agreement.

10. INDEMNIFICATION

10.1 Institution shall immediately notify CRO in writing of any claim of illness or injury that is claimed to be
due to an adverse reaction to the Study Drug or any of the clinical intervention or procedures that are provided for or
required by the Protocol to which the Subjects would not have been exposed but for their participation in the Study.
Institution shall allow SPONSOR to handle such claim (including, if applicable, settlement negotiations), and shall
cooperate fully with SPONSOR in its handling of the claim.

10.2  Sponsor shall indemnify Institution against any liability or loss resulting from judgements or claims against
them arising out of the physical illness, injury or death of a Study Subject as a direct result of treatment of such
Subject in accordance with the terms of the Protocol and this Agreement.
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10.3  Except as stated above, Sponsor undertakes to reimburse Institution for the cost of treatment of a Study
Subjects in the event of its injury as a direct result of the administration of the Study Drug or the investigational
procedure during the Study which are not covered by the public health insurance of the Study Subject. The liability
of Sponsor to indemnify Institution under this provision shall not be limited to the amount payable under any
insurance concluded by Sponsor but shall cover the full amount of actual damage to the Institution based on the
actual claim of the Study Subject or his/her lawful representative, successfully applied under Czech law.

10.4 Institution acknowledges that SPONSOR has no obligation to indemnify or be responsible for any loss,
claim, cost (including reasonable attorney fees) or demand if and to the extent such losses, claims or demands arise
from any breach of Personal Data protection obligations under this Agreement and any injuries or damages resulting
from Institution’s, Investigator’s or the Study Personnel’s negligence, breach of this Agreement, failure to adhere to
the Protocol, failure to obtain signed informed consent forms, failure to follow Applicable Law, misuse of the Study
Drug, unauthorized warranties, or willful misconduct.

10.5 Institution shall be liable under this Agreement for damages resulting from negligence or wilful misconduct
in the execution of its Services.

10.6 CRO shall be liable under this Agreement for damages resulting from its negligence or wilful misconduct
in the execution of its obligations hereunder.

11. INSURANCE

11.1 Institution represents that it has concluded a liability insurance agreement to cover damages caused during
providing health care in accordance with §45 sec. 2 n) of the Act No. 372/2011 Coll., On Healthcare Services. This
insurance is concluded to the extent required by the law. According to § 45. 2 n) of the Act No. 372/2011 Coll.,
insurance must be maintained in full force and effect for the whole period during which Institution provides health
care.

11.2 CRO procures that SPONSOR shall, to the extent required by law, maintain in full force and effect
throughout the performance of the Study clinical trials liability insurance in accordance with local regulations. In
particular, prior to the commencement of the Study, SPONSOR concluded a liability insurance within the meaning
of § 52 paragraph 3 letter f) of the Act no 378/2007 on pharmaceuticals and on amendments to certain related Acts
(the Pharmaceuticals Act), covering the liability of both the SPONSOR and the Investigator. This liability insurance
shall also provide indemnification in the event of death of Study Subjects or injury caused to Subjects as direct result
of the administration of the Study Drug or the investigational procedure during the Study. The insurance certificate
is attached to this Agreement.

12. DEBARMENT

12.1 Institution hereby certifies that neither Institution nor any person employed by Institution to perform the
Services (including any subcontractor permitted pursuant to Section 15.2) has been:

(a) debarred by any relevant authorities, pursuant to any Applicable Law, including but not limited to
Section 306(a) and (b) of the US Federal Food, Drug and Cosmetic Act, or disqualified as a

clinical investigator under Applicable Law;

(b) threatened to be debarred or indicted for a crime or otherwise engaged in conduct for which a
person can be debarred under Applicable Law;

() disciplined by and/or banned by a relevant authority from carrying out clinical trials.
For purposes of this Section, any of the foregoing shall be deemed to constitute being “debarred”.

In addition, Institution agrees that no debarred person will in the future be employed or otherwise engaged
(including on a contract basis) by Institution to perform the Services. If during the course of the Study, Institution or
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any person employed by Institution to perform the Services becomes debarred or learns that any person connected
with the Study is debarred, or that there is a threat of debarment of any such person, then Institution must
immediately notify SPONSOR and CRO. CRO may immediately terminate this Agreement in the event any of the
foregoing occurs.

13. PAYMENT TERMS AND CONDITIONS

13.1 In full consideration for the Services of Institution rendered in compliance with this Agreement, CRO agrees to
pay the fees and expenses set forth in Exhibit A. Such fees and expenses will be paid solely to the Institution, except as
otherwise expressly set forth in Exhibit A. The parties agree that Exhibit A — Payment Schedule is part of this
Agreement clarifying the schedule of payments associated with this Agreement and that the fees and expenses set
forth in Exhibit A represent the fair market value for the Services provided by Institution. Payments shall be made in
accordance with the provisions set forth in Exhibit A, with the last payment being made after Institution completes
all of its obligations under this Agreement and any Exhibits thereto. Payments include the fee for Study Drug
Handling according to Sec. 2.18 above. Institution shall not seek reimbursement for any medical services or
Investigational Product from any third party payers if such costs are already covered by payments made under this
Agreement.

13.2 Institution shall comply with all obligations with respect to taxes and social security contributions, if applicable,
which relate to the subject matter of this Agreement.

13.3 Institution acknowledges and agrees that its judgment with respect to its advice to and care of each Subject
is not and shall not be affected by the compensation Institution receives in accordance with the Study. Institution
further represent and warrant that neither they nor any of their respective owners, directors, employees, agents, or
consultants, nor any payee under this Agreement, will, in order to assist Sponsor or CRO to secure an improper
advantage or obtain or retain business, directly or indirectly pay, offer or promise to pay, or give any Items of value
to any person or entity for purposes of (i) influencing any act or decision; (ii) inducing such person or entity to do or
omit to do any act in violation of their lawful duty; (iii) securing any improper advantage; or (iv) inducing such
person or entity to use influence with the government or instrumentality thereof to affect or influence any act or
decision of the government or instrumentality. In addition to other rights or remedies under this Agreement or at
law, CRO may terminate this Agreement if Institution breaches any of the representations or warranties contained in
this Section or if CRO or Sponsor learns that improper payments are being or have been made to or by Institution or
any individual or entity acting on its or their behalf.

13.4 Institution hereby consents to provide the EC of the Institution and the central EC for multicentre clinical
trials with this Agreement in substantiation of the Study conditions, including funding, as according to the
Applicable Law.

13.5 Institution agrees that SPONSOR and CRO may disclose the fees and expenses payable or paid under this

Agreement to any governmental, regulatory authorities or compliance associations according to Applicable Law,
compliance codes and regulations.

14. TERMINATION

14.1 This Agreement will become valid upon the date it is fully executed by all parties and effective upon the
date of publishing in the registry of contract according to the Act No. 340/2015 Coll. Institution will ensure the
publishing and will inform about it CRO promptly. The Agreement shall continue in effect for the full duration of
the Study according to the Protocol unless sooner terminated in accordance with the provisions of this Section. CRO
may terminate this Agreement immediately upon written notice to Institution for any reasons, including without
limitation upon any of the following occurrences:

(a) Institution has failed to cure a breach to this Agreement within thirty (30) days of receipt of written
notice given by SPONSOR or CRO, specifying such breach; or

(b) Investigator becomes personally unavailable to conduct the Study and a CRO- approved
replacement has not been identified by Investigator; or
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(©) two months after shipment of the Investigational Product, Investigator has failed to meet the
enrolment target for Subjects set forth in Exhibit A, or has recruited such a low number of Subjects
that it can be reasonably assumed by CRO that the agreed number of Subjects will not be reached
in accordance with the schedule set forth in Exhibit A; or

(d) the authorization/authorisation and approval to perform the Study is withdrawn by the regulatory
authority governing Institution; or

(e) the audit or regulatory inspection identifies a serious breach or lack of compliance with this
Agreement on the side of the Institution; or

® if any of the circumstances permitting termination pursuant to Section 12.1 occur.
14.2 This Agreement may be terminated by Institution, upon sixty (60) days’ prior written notice to CRO , for
breach of this Agreement by CRO if the breach is not cured within thirty (30) days of notification given by

Institution.

14.3  If this Agreement is terminated prematurely in accordance with Section 14.1 or 14.2, Institution shall/must
use its best efforts to:

(a) minimize further costs while maintaining good medical care of the Subjects
14.4 Termination of this Agreement by any party shall not affect the rights and obligations of the parties accrued
prior to the effective date of termination of this Agreement. Any provision of this Agreement that should survive

expiration or termination of this Agreement in order to give proper effect to its intent, shall survive expiration or
termination of this Agreement.

15. INDEPENDENT CONTRACTOR

15.1 The relationship of Institution to CRO is that of independent contractor. Institution commits itself to
perform the Services only as independent contractor and nothing contained herein shall be construed to be
inconsistent with that relationship or status. Institution shall not be considered as an employee or agent of CRO and,
as such, shall not be entitled to any benefits available to employees of CRO.

15.2 Institution shall not retain any subcontractor to perform any of its obligations under this Agreement without
the prior written consent of CRO. Any such consent shall not relieve Institution of its obligations hereunder, and
Institution shall remain fully liable for all acts and omissions of any such subcontractor. CRO shall be permitted to
assign in whole or in part the discharge of obligations it assumed under this Agreement to any of its Affiliates (or
adequately qualified third party subcontractors), without releasing CRO from its responsibility for the appropriate
performance of such assigned obligations towards Institution.

15.3 This Agreement shall not constitute, create or in any way be interpreted as, a joint venture, partnership, or
business organization of any kind.

16. CONTRACTUAL

16.1 Titles to the Sections of this Agreement are solely for convenience and do not constitute a substantive part
of this Agreement.

16.2 If any provision of this Agreement is held illegal, invalid or unenforceable by a court of law, the remainder
of this Agreement shall not be affected thereby.

16.3 Failure to insist upon compliance with any of the terms and conditions of this Agreement shall not
constitute a general waiver or relinquishment of any such terms or conditions, and the same shall remain at all times
in full force and effect.
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16.4 Institution understands and agrees that, as set forth in Section 2.3, SPONSOR is an intended third-party
beneficiary of this Agreement

16.5 The respective signatories of the parties to this Agreement represent and warrant that they have the
authority and ability to enter into the terms, provisions and conditions of this Agreement on behalf of their
respective parties.

16.6  The performance by either party of any obligation on its part to be performed hereunder shall be excused by
floods, fires or any other act of God, accidents, wars, riots, embargoes, delay of carriers, inability to obtain
materials, failure of power or natural sources of supply, acts, injunctions, or restraints of government or other force
majeure preventing such performance, whether similar or dissimilar to the foregoing, beyond the reasonable control
of the Party bound by such obligation, provided, however, that the Party affected shall exert its reasonable efforts to
eliminate or cure or overcome any of such causes and to resume performance of its obligations with all possible
speed.

16.7 This Agreement may not be assigned by Institution without the prior written consent of CRO and Sponsor.

16.8 CRO may assign this Agreement to any of its subsidiaries, Affiliates or to any third party; CRO will
immediately notify Institution and Investigator in writing about the assignment of the Agreement.

16.9 This Agreement constitutes the entire agreement and final understanding of the parties with respect to the
subject matter hereof and supersedes and terminates all prior and/or contemporaneous understandings and/or
discussions between the parties, whether written or verbal, express or implied, relating in any way to the subject
matter hereof. This Agreement may not be altered, amended, modified or otherwise changed in any way except by a
written agreement, signed by all parties.

16.10  All notices necessary or appropriate to be given pursuant to this Agreement shall be effective when
delivered to the appropriate party at the address below:

To CRO:
For scientific matters:

For legal matters:

Contracts Team Responsible for ||| | | | | |

PAREXEL International (IRL) Limited
One Kilmainham Square

Inchicore Road

Kilmainham

Dublin 8

Ireland

To Institution:

Address

Krajska zdravotni, a.s.

Socialni péce 3316/12a

Severni Terasa

400 13 Usti nad Labem Kralové
Czech Republic
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16.11  Any party may change its address or number for notice by giving notice in accordance with Section 16.10
and 16.12.

16.12  Any delivery that is called for under this Agreement shall be complete when made by personal delivery,
fax, email, registered post, certified post or courier, in each case with confirmation of delivery/receipt.

16.13  The parties agree that this Agreement shall be governed by the laws of Czech Republic, without regard to
the conflicts of law provisions thereof. In case a dispute is brought before a court of law, the courts of Usti nad
Labem will have sole jurisdiction over the litigation.

16.14 This Agreement is executed in both English and Czech language. In case of any incoherence, contradiction
or discrepancy between the English and the Czech version of this Agreement, the terms of the Czech version will
prevail.

16.15 This Agreement is executed in four (4) counterparts, with one (1) counterpart for the Institution, one (1) for
Sponsor and two (2) for the CRO. Each counterpart shall be deemed to be an original, and all of such counterparts
shall together constitute one and the same Agreement.
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IN WITNESS WHEREQOF, the parties hereto have set their hands in quadruplicate with the intention that this is a
binding agreement as provided herein.

(D PAREXEL International (IRL) Limited:

(Signature of Authorized Official)

(Typed or Printed Name) Date

2) Krajska zdravotni, a.s.:

(Signature of Authorized Official)

Ing. Petr Fiala, generalni feditel Date
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TATO SMLOUVA se uzavira mezi

2 PAREXEL International (IRL) Limited
70 Sir John Rogerson’s Quay
Dublin 2
Irsko
(identifikacni ¢islo 541507)
Zastoupena:
(dale jen CRO)

a

2 Krajska zdravotni, a.s.
Socialni péce 3316/12a
Severni Terasa
400 13 Usti nad Labem Ceska republika
IC: 25488627
DIC: CZ25488627
Zastoupena Ing. Petrem Fialou, generalnim feditelem

(dale jen Poskytovatel zdravotnich sluZeb)

a tyka se

Protokolu ¢islo:

(dale jen Protokol)

(dale jen Klinické hodnoceni)
(dale jen Studijni 1é¢ivo)

firmy

ZADAVATEL:
Merck KgaA
Frankfurter Str. 250
64293 Darmstadt, Némecko

daile jen ZADAVATEL

VZHLEDEM K TOMU, ZE ZADAVATEL je sponzorem multicentrického Klinického hodnoceni
zam&feného na klinické posouzeni Studijniho 1é¢iva a CRO (nebo jeji Sesterska spolecnost) byla
ZADAVATELEM (na zaklad¢ samostatné pisemné slouvy) povétena, aby pro ZADAVATELE zajistovala
vedeni Klinického hodnoceni; a

VZHLEDEM K TOMU, ZE Poskytovatel zdravotnich sluzeb se zavazuje pln& spolupracovat s CRO a
umoznit CRO plnit vSechny povinnosti ZADAVATELE v souvislosti s Klinickym hodnocenim, vcetné
vykonu vsech prav ZADAVATELE, ktera ZADAVATELI na zaklad¢ platnych zakonu a zasad spravné
klinické praxe piislusi v rozsahu, ve kterém byla CRO ZADAVATELEM k jejich vykonu povéiena, a to ve
stejné mife, jako by tyto povinnosti a prava nalezely pfimo CRO; a

VZHLEDEM K TOMU, ZE Poskytovatel zdravotnich sluzeb méa zdroje a prostory dostate¢né pro fadné
provedeni Klinického hodnoceni; a

vZHLEDEM K TOMU, ZE | (dile jen Zkousejici) bude provadét Klinické hodnoceni u
Poskytovatele zdravotnich sluzeb v Krajské zdravotni, a.s. - Nemocnice Teplice, 0.z., Neurologické
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oddgleni, Duchcovska 53, 415 29 Teplice, Ceska republika, a viechny osoby podilejici se na provadéni
Klinického hodnoceni, budou toto Klinické hodnoceni provadét pod dohledem Zkousejiciho; a

VZHLEDEM K TOMU, ZE tato Smlouva popisuje povinnosti Poskytovatele zdravotnich sluzeb a CRO; a

VZHLEDEM K TOMU, ZE na zakladé této Smlouvy CRO nejedna jako zplnomocnény zistupce
ZADAVATELE, nybrz jako subjekt poveéteny ZADAVATELEM k fizeni Klinického hodnoceni

1. DEFINICE

Definice pojmi pouzivanych v této Smlouvé jsou uvedeny v Ptiloze B.

2. POSKYTNUTI ZDROJU A PROSTOR K PROVADENI KLINICKEHO HODNOCENI A
VLASTNI PROVADENI KLINICKEHO HODNOCENI

2.1 Poskytovatel zdravotnich sluzeb se vici CRO zavazuje vytvorit a zajistit takové podminky, které umozni
Zkousejicimu vyuzivat prostfedky a prostory potfebné k provadéni Klinického hodnoceni.

2.2 Poskytovatel zdravotnich sluzeb se vi¢i CRO zavazuje umoznit Zkousejicimu a ostatnim osobam
podilejicim se na provadéni Klinického hodnoceni, provedeni Klinického hodnoceni u Poskytovatele zdravotnich
sluzeb. Poskytovatel zdravotnich sluzeb, jako zaméstnavatel Zkousejiciho, v souladu s ustanovenim ¢lanku 304,
odstavce 1 zékona ¢islo 262/2006 Sb., udé€luje timto Zkousejicimu souhlas, aby provedl Klinické hodnoceni dle této
Smlouvy na svou vyluénou odpovédnost a za samostatnou odménu od ZADAVATELE.

Poskytovatel zdravotnich sluzeb se zavazuje neprodlené a s pfedstihem informovat Zadavatele a CRO v piipadé,
kdy Zkousejici hodla odejit od Poskytovatele zdravotnich sluzeb nebo se stane z jakéhokoli diivodu nezptisobilym
dale provadét Klinické hodnoceni. Poskytovatel zdravotnich sluzeb se zavazuje neprodlené¢ jmenovat nového
Zkousejiciho (nejpozdéji do 30 dni po rezignaci stavajiciho Zkousejiciho), a to na zaklad¢é predchoziho pisemného
souhlasu Zadavatele a CRO.

2.3 Poskytovatel zdravotnich sluzeb bere na védomi a souhlasi s tim, ze CRO uzavie se Zkousejicim
samostatnou dohodu tykajici se povinnosti Zkousejiciho v souvislosti s Klinickym hodnocenim. Poskytovatel
zdravotnich sluzeb dale potvrzuje, Ze obdrzelo kopii této Smlouvy nebo bylo jinym zpusobem uspokojivé
informovano o jejich ustanovenich a soucasné si je védomo toho, Ze tato smlouva mtze obsahovat spravedlivou
odménu.

2.4 Poskytovatel zdravotnich sluzeb bere na védomi a souhlasi, z2 ZADAVATEL je sponzorem Klinického
hodnoceni a z tohoto titulu je pro ucely této Smlouvy povazovan za tieti stranu této Smlouvy a rovnéz vzhledem k
tomu, ze ZADAVATEL na CRO pievadi vSechny své povinnosti tykajici se Klinického hodnoceni, v souladu se
zasadami spravné klinické praxe (ICH-GCP), ¢lanek 5.2.1. Kromé& shora uvedeného, souhlasi Zkousejici a
Poskytovatel zdravotnich sluzeb s tim, Ze CRO muze Zadavateli pfedavat jakoukoli informaci a/nebo dokumenty
tykajici se této Smlouvy a/nebo ucasti ZkousSejiciho ¢i Poskytovatele zdravotnich sluzeb v klinickém hodnoceni
(v€etné, mimo jiné vSech hldSeni, jinych dokumentd nebo materiald, které ZkousSejici a/nebo Poskytovatel
zdravotnich sluzeb na zaklad€ této Smlouvy poskytli CRO). Veskeré odkazy na Zadavatele v této smlouve (jak v
souvislosti s pfedavanim informaci, podavanim zadosti, finanénimi podminkami ¢i jinak) tak vychazi ze shora
uvedeného statutu Zadavatele a Poskytovatel zdravotnich sluzeb s timto bezvyhradné souhlasi. Poskytovatel
zdravotnich sluzeb se zavazuje poskytnout CRO plnou soucinnost v souvislosti s pozadavky tykajicich se
Zadavatele.

2.5 Poskytovatel zdravotnich sluzeb bere na védomi, ze CRO je pfijemcem sluzeb popsanych v této smlouvé a
pro odstranéni vSech pochybnosti plati, ze ZADAVATEL neni piijemcem sluzeb popsanych v této smlouve.

2.6 Poskytovatel zdravotnich sluzeb se dale vyslovné zavazuje a ru¢i CRO za to, Ze bude provadét Klinické
hodnoceni peclivym, hospodarnym a odbornym zpisobem, v pifisném souladu s ustanovenim této Smlouvy,
protokolu, v€etné vSech jeho budoucich dodatki, konkrétnich pokynil pro provadéni Klinického hodnoceni, vSech
platnych zédkonti a vSech ostatnich profesnich pfedpisti a norem, které se vztahuji na dané odbornosti, ve kterych
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provadi svou ¢innost. Poskytovatel zdravotnich sluzeb se nesmi v souvislosti s klinickym hodnocenim dopustit
nedbalosti nebo imyslného pochybeni. Poskytovatel zdravotnich sluzeb nesmi zddné osobé (vcetné subjekti
hodnoceni) poskytnout jakékoli neopravnéné zaruky tykajici se produktu, ktery je v ramci Klinického hodnoceni
testovan.

2.7 Pokud je to vyzadovano platnymi zdkony, CRO se zavazuje provadét nebo zajistit, aby ZADAVATEL
provedl veskera nezbytna podéani nebo oznameni regulacnim ufadim. Klinické hodnoceni nesmi byt zahajeno
dokud CRO Zkousejiciho a Poskytovatele neinformuje o ziskani vsech potfebnych povoleni.

2.8 Poskytovatel zdravotnich sluzeb bere na védomi, Ze Zkousejici se zavazuje nebo se zavazal do Klinického
hodnoceni zatadit fadné zpilisobilé subjekty hodnoceni (v souladu s ustanovenim protokolu), a to dle ustanoveni
Prilohy A a zavazuje se tento nabor provést v souladu s ¢asovym harmonogramem uvedenym v Pfiloze A. Bez
ohledu na vyse uvedené Poskytovatel zdravotnich sluzeb bere na védomi, Ze Zkousejici souhlasi nebo souhlasil, ze
zadavatel a CRO mohou jednostranné kdykoli zménit pocet subjektd hodnoceni, které Zkousejici do Klinického
hodnoceni mtze zatadit a/nebo ¢asovy harmonogram nédboru, a to prostiednictvim vydani pfislusného pokynu ke
klinickému hodnoceni.

2.9 Poskytovatel zdravotnich sluzeb prohlasuje, ze nema v soucasné dob€ uzavienou zadnou smlouvu ¢i
zavazek, ktera by mohly negativné ovlivnit plnéni povinnosti vi¢i Zadavateli nebo CRO, na zaklad¢ této Smlouvy a
soucasné se zavazuje po celou dobu prubéhu Klinického hodnoceni Zadnou takovou smlouvu neuzavtit ani zadny
takovy zavazek nepiijmout.

2.10 Poskytovatel zdravotnich sluZzeb timto bere na védomi a potvrzuje, Ze obdrzel dostate¢né informace tykajici
se poskytovani jeho sluzeb .

2.11 Poskytovatel zdravotnich sluzeb se zavazuje po celou dobu trvani Klinického hodnoceni mit k dispozici
vSechny nezbytné pomtcky a zdroje pro fadné provedeni Klinického hodnoceni a poskytnout je Zkousejicimu a
Clentim tymu, ktery Klinické hodnoceni provadi. Poskytovatel zdravotnich sluzeb je povinen neprodlené pisemné
informovat CRO (a soucasné tuto informaci odeslat elektronickou postou) o vSech zménach, které maji vliv na
dostupnost zdroji.

2.12 Poskytovatel zdravotnich sluzeb zajisti neprodleny, Uplny a piesny odbér, zaznamenavani a tfidéni
zdravotnickych zdznami, Vysledkt Klinického hodnoceni a soucasné Poskytovatel zdravotnich sluzeb zajisti
podporu Zkousejiciho, ktery je povinen (a) vést podrobny a pisemny seznam vSech klinickych dodavek, vybaveni a
Studijniho 1é¢iva poskytnutého ZADAVATELEM nebo CRO nebo jejich Sesterskymi spole¢nostmi a zavazuji se
tyto materialy uchovavat v souladu s ustanovenim Protokolu nebo Pokyny k provadéni Klinického hodnoceni.

Poskytovatel zdravotnich sluzeb se zavazuje:

(i) uchovavat a archivovat lékaiské zaznamy a data z Klinického hodnoceni bezpe¢nym zplsobem,
zalozenym na fyzickém i elektronickém omezeni pfistupu osob. Tyto zdznamy musi byt archivovany a
uchovavany s vyuzitim vhodnych technologii pro dany format dat v souladu s ustanovenim Platnych
zékont, predpisu a oborovych standardd; a

(il) chranit lékafské zaznamy a vysledky Klinického hodnoceni pfed neopravnénym pouzitim, piistupem,
duplikovanim a zvefejnénim. Na zaklad¢ pokynu Zadavatele nebo CRO, se Poskytovatel zdravotnich
sluzeb zavazuje zaznamenat vysledky Klinického hodnoceni do elektronického systému poskytnutého
Zadavatelem, CRO nebo jejich opravnénymi zastupci, a to v souladu s pokyny Zadavatele pro elektronické
zadavani udaju. Poskytovatel zdravotnich sluzeb se zavazuje zabranit neopravnénému pfistupu k
vysledktiim Klinického hodnoceni, a to fyzickym zabezpecenim elektronickych systémt a zajisténim toho,
aby pracovnici podilejici se na provadéni Klinického hodnoceni zachovavali mlcenlivost o svych
ptistupovych udajich a heslech. Poskytovatel zdravotnich sluzeb potvrzuje, Ze Zkousejici ma opravnéni
shromazd’ovat vSechny vysledky Klinického hodnoceni ze vSech lékaiskych zdznami pied jejich zapsanim
do eCRF/CRF. Poskytovatel zdravotnich sluzeb potvrzuje, ze ZkousSejici je povinen zajistit neprodlené
vyplnéni eCRF/CRF; a

(iii) pfijmout opatieni k zabranéni ndhodného nebo piedcasného zniceni ¢i likvidace téchto dokumentt, a to na
dobu uvedenou v této smlouve.
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2.12  a) Lékarské zaznamy a Gdaje z Klinického hodnoceni musi byt uchovavany nejméné dvacet pét (25) let od
fadného nebo predcasného ukonceni Klinického hodnoceni u Poskytovatele zdravotnich sluzeb. V souladu s
povinnostmi Zadavatele, které piedepisuji Zasady spravné klinické praxe (ICH-GCP), je Zadavatel povinen pisemné
Poskytovatele zdravotnich sluzeb vyrozumét, pokud jiz pied uplynutim doby minimalni doby archivace sjednané v
této Smlouvé, nejsou Zdravotnické zdznamy a Udaje z Klinického hodnoceni dale potieba. Na konci archivaéniho
obdobi budou zaznamy skartovany. V piipad¢€, ze zadavatel ma zajem na del$im uchovavani zdznamt, je povinen
svij pozadavek uplatnit pisemné u zdravotnického zafizeni nejméné dva mésice pfed uplynutim sjednané doby
archivace a zdravotnické zafizeni dal$i archivaci na néklady zadavatele zajisti, popf. mu dokumentaci vyda. V
pripadé, ze Poskytovatel zdravotnich sluzeb bude z jakéhokoli divodu uzavieno nebo neschopno nadale uchovavat
tyto zaznamy, musi o této skutecnosti pisemné informovat Zadavatele, a to nejméné Sedesat (60) dni predem a
dodrzet pfisluiné pokyny Zadavatele ohledné prevodu téchto Zdravotnickych zaznami ¢i Udaji z Klinického
hodnoceni. Veskeré dotazy a zadosti ohledné uchovavani zaznamti mohou byt béhem doby uchovavani zasilany na
e-mailovou adresu ||| || | AN, 2v3ak Poskytovatel zdravotnich sluzeb neni za zadnych okolnosti opravnéno
zlikvidovat nebo povolit likvidaci Zdravotnickych zdznamti ani Udaji z Klinického hodnoceni pred uplynutim
minimalni doby uchovavani, pokud k tomu neobdrzi ptedchozi vyslovny pisemny pokyn od Zadavatele.

2.12 b) Pokud Zkousejici opusti Poskytovatele zdravotnich sluzeb, bude odpovédnost za uchovavani zdravotnickych
zaznamt a vysledkt Klinického hodnoceni stanovena v souladu s ustanovenim platnych zakont, ale Poskytovatel
zdravotnich sluzeb v zadném piipadé nebude zbaveno svych povinnosti uchovavat zdravotnické zdznamy a vysledky
Klinického hodnoceni vyplyvajicich z ustanoveni této Smlouvy.

2.12 c) Poskytovatel zdravotnich sluzeb si zachovava vlastnicka prava ke zdravotnickym zaznamtm. Poskytovatel
zdravotnich sluzeb timto na Zadavatele pfevadi veskera sva prava, vcetné vlastnickych prava a podild a prav
dusevniho vlastnictvi ke vSem divérnymi informacim (ve smyslu definovaném nize). Pro vylouceni pochybnosti
plati, ze vysledky Klinického hodnoceni a tdaje z Klinického hodnoceni jsou a za vSech okolnosti zlstavaji
vyhradnim vlastnictvim Zadavatele nebo tfeti strany, kterou zadavatel urci. S ohledem na ustanoveni platnych
zakont a predpistl je zadavatel vyhradnim vlastnikem vsech biologickych vzorkd (dale jen "Vzorky"). Poskytovatel
zdravotnich sluzeb se zavazuje shromazd’ovat, uchovavat, analyzovat a pouzivat tyto Vzorky vyhradné v souladu s
ustanovenim Protokolu a zplisobem, ktery je v souladu s informovanym souhlasem. Po dokonceni nebo pied¢asném
ukonceni Klinického hodnoceni nebo kdykoli diive na zakladé Zzadosti Zadavatele, se Poskytovatel zdravotnich
sluzeb zavazuje, podle pokynu Zadavatele, bud’ vratit vS§echny Vzorky Zadavateli nebo tyto Vzorky zlikvidovat v
souladu s pokyny Zadavatele a platnych zakond a predpist.

2.13 Protokol, v¢etné¢ jeho zmén a dodatkl, tvoii odkazem nedilnou souast této Smlouvy. V piipadé
jakéhokoli rozporu ¢i nesouladu mezi ustanovenim této Smlouvy a Protokolu, plati ustanoveni Protokolu ve vécech
tykajicich se zdravotnictvi, védeckého vyzkumu a provadéni Klinického hodnoceni. V ostatnich pripadech plati
ustanoveni Smlouvy.

2.14  Poskytovatel zdravotnich sluzeb se zavazuje uhradit CRO a Zadavateli vSechny naklady, které jim
vzniknou v dusledku poruseni ustanoveni této Smlouvy ze strany Poskytovatele zdravotnich sluzeb.

2.15 Poskytovatel zdravotnich sluzeb souhlasi s tim, ze pokud je Zkousejici nebo néktery z Clend tymu
provadéjiciho Klinické hodnoceni statnim zaméstnancem, ufednikem a/nebo zastava jakoukoli funkci v organech
statni spravy, mize byt tato informace pfedana Zadavateli.

2.16  Poskytovatel zdravotnich sluzeb ruci za to, Ze ani Poskytovatel zdravotnich sluzeb, ani zadny jiny clen
tymu provad¢jiciho Klinické hodnoceni nejsou ufedniky, zastupci ¢i piedstaviteli organt statni spravy, politickych
stran ¢i mezinarodnich organizaci, ve kterych by mohli mit pravomoc nezdkonné pomahat CRO a Zadavateli k
ziskani konkurencnich vyhod. Poskytovatel zdravotnich sluzeb dale ruci za to, ze ani Poskytovatel zdravotnich
sluzeb ani zadny ¢len tymu provadéjici Klinické hodnoceni nesmi pfimo ¢i nepfimo vyplatit Zadnou financni ¢i
jinou odménu (dale jen "vyplata") statnim ufedniktim, ptedstavitelim politickych stran, pfedstavitelim zahrani¢nich
organizaci, kandidatim na politické funkce, predstavitelim jinych firem ¢i osobam jednajicim ve jménu shora
uvedenych orgént (dale jen v textu souhrnné oznacovani jako "ufednici"), pokud by takova vyplata byla v rozporu s
platnymi zakony, v€etné¢ mimo jiné Zakona USA o korupCnich praktikdch v zahrani¢i. Poskytovatel zdravotnich
sluzeb ani zadny z ¢lent tymu provadéjiciho Klinické hodnoceni nesmi v zadném piipadé pfimo ¢i nepiimo vyplatit
zadnou finan¢ni ¢i nefinanéni odménu zadnému ufednikovi, pokud je smyslem vyplaty této odmény ovlivnéni
rozhodnuti nebo poskytnuti jakéhokoli jiného plnéni v souvislosti s pfedmétem této Smlouvy nebo v souvislosti s
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jakymkoli aspektem podnikani CRO nebo Zadavatele. Poskytovatel zdravotnich sluzeb se zavazuje neprodlené
informovat CRO o ptipadném poruseni shora uvedenych ustanoveni a rovné€z se zavazuje fadné odpovidat na
jakékoli dotazy CRO ohledné piipadného poruseni shora uvedenych ustanoveni a zptistupnit CRO a/nebo Zadavateli
na jejich zadost pfislusné zaznamy. Na zakladé zadosti CRO se Poskytovatel zdravotnich sluzeb zavazuje
neprodlen¢ pisemné potvrdit, ze stadle dodrzuje (a téZ ze vSichni ¢lenové tymu provadéjiciho Klinické hodnoceni
dodrzuji) vSechny zaruky a ustanoveni tohoto ¢lanku 2.16.

2,17 Pokud CRO nebo zadavatel pozadaji Poskytovatel zdravotnich sluzeb o nakoupeni na trhu
dostupnych/srovnavacich 1é¢iv, zavazuje se CRO tento nakup Poskytovateli zdravotnich sluzeb uhradit v souladu s
ustanovenim Pfilohy A. Poskytovatel zdravotnich sluzeb ruci za to, ze bude nakupovat pouze takova 1écCiva, kterd
spliyji ustanoveni Protokolu.

Poskytovatel zdravotnich sluzeb se zavazuje poskytnout Zkousejicimu podporu pfi plnéni jeho povinnosti
neprodlen¢ hlésit vyskyt nezadoucich reakci a zadvaznych nezadoucich reakei v souladu s ustanovenim Protokolu a
Platnych zakont a ptedpist. Poskytovatel zdravotnich sluzeb se zavazuje poskytnout Zadavateli soucinnost v jeho
usili ohledné dal$iho sledovani nezddoucich reakci. Poskytovatel zdravotnich sluzeb potvrzuje, ze Zkousejici se
zavazuje plnit oznamovaci povinnosti vici Etické komisi.

Zadavatel je povinen neprodlené ozndmit Poskytovateli zdravotnich sluzeb, etické komisi Poskytovatele
zdravotnich sluzeb a CRO veskeré informace, které by mohly ovlivnit bezpe¢nost G¢astnikti Klinického hodnoceni,
jejich ochotu pokracovat ve své Gc¢asti na klinickém hodnoceni nebo vést k prehodnoceni souhlasu kontrolni komise
Poskytovatele zdravotnich sluzeb/etické komise s provedenim Klinického hodnoceni.

2.18 Pouzivani a vraceni Hodnoceného pfipravku a Vybaveni

ZADAVATEL nebo jim urCeny zéstupce se zavazuji zajistit fadné a v€asné dodavky studijniho 1é¢iva nutné pro
fadné provedeni Klinického hodnoceni v potiebnych casovych intervalech.

Studijni 1é¢ivo bude zdarma dodavano do lékarny Poskytovatele zdravotnich sluzeb. Poskytovatel zdravotnich
sluzeb se timto zavazuje zajistit uskladnéni studijniho 1é¢iva oddélené od ostatnich 1é¢iv v 1ékarn¢ a provadeét
pripravu, kontrolu a distribuci Studijniho 1éCiva (dale jen "Manipulace se Studijnim lé¢ivem") v souladu s
ustanovenim protokolu, pokynt pro provadéni Klinického hodnoceni, platnych zakond a v souladu se vSemi
ustanovenimi a podminkami Smérnice LEK-12 Statniho tstavu pro kontrolu 1é¢iv (SUKL).

Poskytovatel zdravotnich sluzeb se zavazuje jmenovat jednoho nebo vice zastupcd, ktefi spliuji kvalifikacni
pozadavky na vykon povolani farmaceuta nebo farmaceutického asistenta ve smyslu ustanoveni platnych zakonu.
Tito zastupci budou odpovédni za manipulaci se studijnim 1éivem a za vedeni souvisejicich zadznami a
dokumentace. Thned po jmenovani tohoto zastupce/zastupcl, oznami Poskytovatel zdravotnich sluzeb CRO
pisemné jméno a piijmeni povérené osoby (povéienych osob), spolu s pfislusnymi kontaktnimi informacemi.

ZADAVATEL/CRO zajisti distribuci zasilky hodnoceného Studijniho 1é¢iva do 1€ékarny Poskytovatele zdravotnich
sluzeb, kde je odpovédny farmaceut pfevezme a zkontroluje (jako jiné zasilky - tzn., neni-li poSkozena, v piipadé
zvlastnich pozadavki na transport, byly-li tyto pozadavky dodrZeny a piijem zésilky potvrdi), nasledné si Zkousejici
na zadanku Studijni lé¢ivo pfevezme a je za né€ pln¢ zodpovédny.

Poskytovatel zdravotnich sluZzeb se i zavazuje na zdklad¢ zadosti ZADAVATELE nebo CRO provést/zajistit
bezpecnou likvidaci nevyuzitého studijniho 1éCiva (jako nebezpecny odpad) v souladu s ustanovenim platnych
zékonl na vyhradni naklady Zadavatele. Poskytovatel zdravotnich sluzeb se zavazuje dodrzovat vSechny Platné
zakony a predpisy, které se tykaji manipulace a likvidace Hodnoceného piipravku a také veskeré pokyny CRO nebo
Zadavatele, které nejsou s témito zakony a predpisy v rozporu.

Zadavatel, CRO nebo opravnény zastupce Zadavatele/CRO mohou Poskytovateli zdravotnich sluzeb poskytnout
vybaveni pro pouziti v souvislosti s provadénim Klinického hodnoceni nebo zpracovavanim vykazt z Klinického
hodnoceni. Poskytovatel zdravotnich sluzeb smi toto Vybaveni pouzivat vylucné pro ucely tohoto Klinického
hodnoceni (a na zakladé predchoziho souhlasu Zadavatele téz pripadné i pro dalsi Klinické hodnoceni Zadavatele
provadéna u Poskytovatele zdravotnich sluzeb).

Veskeré vybaveni a materidly ziistdvaji vyhradnim vlastnictvim Zadavatele, CRO nebo opravnénych zastupct
Zadavatele. Po ukonceni Klinického hodnoceni nebo dfive, dle rozhodnuti CRO nebo Zadavatele, se Poskytovatel
zdravotnich sluzeb zavazuje zajistit vraceni veskerého vybaveni a materiali Zadavateli/CRO na misto ur¢ené CRO
nebo Zadavatelem, a to na nédklady Zadavatele.
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2.19  Po ukonceni Klinického hodnoceni, zhruba 12 mésici po uskutecnéni posledni navstévy posledniho
Subjektu hodnoceni v ramci celého Klinického hodnoceni, vypracuje Zadavatel souhrn vSech Vysledkti Klinického
hodnoceni, které budou sdileny se Subjekty hodnoceni. Tento souhrn bude vypracovan tak, ze technické vysledky
budou pfevedeny do jednoduse srozumitelného jazyka. Zadavatel projedna s Poskytovatelem zdravotnich sluzeb
pocet pozadovanych kopii a pfekladi. Na zéklad¢ informaci poskytnutych Poskytovatelem zdravotnich sluzeb
a/nebo Zkousejicim, odesle Zadavatel poStou Poskytovateli zdravotnich sluzeb a/nebo ZkouSejicimu souhrny
Vysledkii Klinického hodnoceni. Poskytovatel zdravotnich sluzeb souhlasi s tim, Zze Zkousejici nebo jeho zastupce
budou odpovédni za odeslani souhrnu vysledkt Klinického hodnoceni Subjektiim hodnoceni postou nebo jim je
mohou ptedat pfimo osobné.

3. MONITORING A SOUCINNOST

31 Poskytovatel zdravotnich sluzeb se zavazuje poskytnout CRO plnou soucinnost, ucastnit se schiizek se
zastupci CRO nebo subjekty, které CRO k tomuto tcelu zmocni, a to v terminech stanovenych na zakladé vzajemné
dohody a v souladu s ¢asovym harmonogramem monitorovacich navstév, ktery je uvedeny v pokynech k provadéni
Klinického hodnoceni. Poskytovatel zdravotnich sluzeb se déle zavazuje umoznit CRO pfistup do svych prostor v
pfiméfenych terminech a béhem bézné pracovni doby po dobu platnosti této Smlouvy. Pfistup za ucelem provedeni
kontroly vSech zaznamt tykajicich se Klinického hodnoceni, v¢etn¢ zdravotnické dokumentace pacienti (subjektd
hodnoceni) a veetné veskeré dalsi dokumentace a dokumentl, které si CRO muze na zakladé svého vlastniho
uvazeni, a také pro ostatni Gi€ely souvisejici s provadénim Klinického hodnoceni, které CRO povazuje za nezbytné
nebo které slouzi pro sledovani dodrzovani ustanoveni této Smlouvy bude umoznén pouze do mistnosti, ve kterych
se Klinické hodnoceni provadi. Po ukonceni Klinického hodnoceni bude CRO opravnéno vstupovat pouze do
mistnosti urenych Poskytovatelem zdravotnich sluzeb za ucelem kontroly dokumentace tykajici se Klinického
hodnoceni. Pfed jakoukoli kontrolou bude Poskytovatel zdravotnich sluzeb a Zkousejici informovan CRO o datu a
Case kontroly.

4. AUDITY A KONTROLA ORGANU STATNiHO DOZORU

4.1 Poskytovatel zdravotnich sluzeb se zavazuje poskytnout ZADAVATELI a/nebo CRO plnou soucinnost pii
auditech a kontrolach tykajicich se Klinického hodnoceni, provadénych béhem Klinického hodnoceni nebo po jeho
ukonceni ZADAVATELEM a/nebo CRO. Poskytovatel zdravotnich sluzeb se zavazuje umoznit Zadavateli, CRO,
statnim Gfadiim a/nebo organtim statniho dozoru, véetné mimo jiné Ufadu USA pro kontrolu 1é¢iv a potravin (FDA -
U.S. Food and Drug Administration), pfistup ke zdrojim a prostfedkim uzivanym k plnéni ukonti v ramci
Klinického hodnoceni a poskytnout jim vSechny pozadované dokumenty a dal$i jimi pozadované informace.

4.2 V pfipad€, ze beéhem auditu nebo kontroly organti statniho dozoru bude zjisténo poruseni ustanoveni této
Smlouvy ze strany Poskytovatele zdravotnich sluzeb, ma CRO pravo tuto smlouvu vypoveédét v souladu s
ustanovenim ¢lanku 14.1 (a).

4.3 Poskytovatel zdravotnich sluzeb se zavazuje neprodlené telefonicky, e-mailem nebo faxem informovat
CRO v pripadé, kdy statni ufad nebo organ statniho dozoru, véetné mimo jiné Statniho tstavu pro kontrolu 1é¢iv
(SUKL) naiidi provedeni kontroly v prostorach Poskytovatele zdravotnich sluzeb nebo takovou kontrolu zahaji.
Poskytovatel zdravotnich sluzeb se zavazuje umoznit Zadavateli a CRO ucast pfi té€chto kontrolach a zavazuji se
poskytnout Zadavateli a CRO kopie vSech materidlti, korespondence, prohlaseni, formulafi a zédznami, které
Poskytovatel zdravotnich sluzeb obdrzi, ziska nebo vytvofi na zdkladé nebo v souvislosti s kontrolou.

5. DUVERNE INFORMACE

5.1 Poskytovatel zdravotnich sluzeb bere na védomi a souhlasi s tim, ze vSechny didvérné informace, které
obdrzi od CRO, ZADAVATELE nebo jiné strany v souvislosti s touto smlouvou, musi byt uchovavany v tajnosti a
nesmi byt po celou dobu provadéni Klinického hodnoceni a dalSich patnact (15) let po jeho dokonceni sdélovany
zadnym tfetim strandm (s vyjimkou ZADAVATELE). Poskytovatel zdravotnich sluzeb se dale zavazuje pouzivat
duveérné informace vyhradné pro tcely plnéni ustanoveni této Smlouvy, pokud neni v této smlouvé pro konkrétni
ptipady uvedeno jinak.
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5.2 Poskytovatel zdravotnich sluzeb muze divérné informace pfedavat pouze (a) Zkousejicimu a ¢lenim tymu
provadgjiciho Klinické hodnoceni nebo ostatnim zaméstnancim ¢i pracovnikiim, kteti musi mit k témto informacim
pristup za GiCelem plnéni ustanoveni této Smlouvy, za piedpokladu, Ze pfed preddnim téchto informaci Poskytovatel
zdravotnich sluzeb a/nebo Zkousejici pisemné zavazi tyto cleny tymu provadéjiciho Klinické hodnoceni a/nebo
ostatni zaméstnance ¢i pracovniky, ke stejnym povinnostem ohledné naklddani s divérnymi informacemi jaké
predepisuje tato smlouva a ke stejnym povinnostem jako piedepisuje tato smlouva ohledné vyuzivani téchto
davérnych informaci vyluéné pro Gcely plnéni jejich ustanoveni; (b) pfislusné etické komisi, kterda ma provadéni
Kli’nického hodnoceni u Poskytovatele zdravotnich sluzeb na starosti a (c) Statnimu ustavu pro kontrolu léciv
(SUKL).

53 Vsechna ustanoveni této Smlouvy, v€etné mimo jiné ustanoveni tykajici se financovani a finan¢nich
podminek, jsou divérnymi informacemi Zadavatele a CRO a Poskytovatel zdravotnich sluzeb je povinen s témito
informacemi nakladat v souladu s ustanovenim shora uvedeného ¢lanku 5.1.  Nicméné¢ pokud Poskytovatel
zdravotnich sluzeb ma, dle platnych zakonti, povinnost poskytnout divérné informace tfetimu subjektu, mtze tak
ucinit bez poruseni svych povinnosti dle tohoto ¢lanku této Smlouvy za predpokladu, ze pred poskytnutim téchto
informaci pisemné sdéli CRO které diveérné informace budou danému subjektu poskytnuty, uvedou dtévod jejich
poskytnuti a datum kdy budou poskytnuty.

54 Zadné z ustanoveni této Smlouvy neomezuje pravo smluvnich stran této Smlouvy pouzivat, predavat &
jakymkoli jinym zptisobem nakladat s Duvérnymi informacemi, které v dobé jejich ziskani:

(a) byly vSeobecné vetejné znamé nebo se stanou vefejné znamymi bez prispéni smluvni strany ktera tyto
duvérné informace obdrzela; nebo

(b) strana, kterd tyto informace obdrzela, jiz znala z dfivéjska a mize to prikaznym zptsobem dokazat;
nebo

(c) strana, kterd tyto informace obdrzela, jiz diive zakonnym zptsobem ziskala od jiné tieti strany, ktera
neni vdzana povinnosti mléenlivosti ve vztahu k témto divérnym informacim.

6. PRAVA K INFORMACIM A HODNOCENEMU PRiIPRAVKU

6.1 Vsechny informace a hodnocené piipravky poskytnuté Poskytovateli zdravotnich sluzeb pro tcely tohoto
Klinického hodnoceni jsou a zlstavaji vlastnictvim Zadavatele. Poskytovatel zdravotnich sluzeb neziskava v
duasledku poskytnuti plnéni dle této Smlouvy ¢i jinak k hodnocenym pfipravkiim a informacim zadna prava.

6.2 Poskytovatel zdravotnich sluzeb se zavazuje po celou dobu provadéni Klinického hodnoceni predavat
veskeré informace, nevyuzité hodnocené ptipravky a klinické vzorky Zadavateli, CRO nebo jimi uréenym osobam, a
to ve lhtitach uvedenych v protokolu nebo pokynech pro provadéni Klinického hodnoceni. V kazdém ptipadé musi
byt vSechny informace, nevyuzité Studijni 1é¢ivo a klinické vzorky vraceny nejpozdéji do deseti (10) pracovnich dni
od (i) data ukonéeni platnosti této Smlouvy; nebo (ii) data kdy si zadavatel nebo CRO vyzadali ptedani téchto
informaci, nevyuzitych hodnocenych ptipravk a klinickych vzorkt vyjma postupu podle bodu 2.12 ¢) ohledné
likvidace vzorkl a bodu 2.18 ohledné likvidace Studijniho 1é¢iva.

6.3 ZADAVATEL smi vyuzivat (véetn¢ publikovani) Informace a Vysledky Klinického hodnoceni jakymbkoli

zpusobem, ktery uzna za vhodné a ktery je v souladu s obchodnimi zdjmy ZADAVATELE, a to jak po celou dobu
platnosti této Smlouvy, tak po jejim ukonceni.

7. ZVEREJNENI, POUZIVANI NAZVU, REGISTRY A PODAVAN{ ZPRAV

7.1 Poskytovatel zdravotnich sluzeb souhlasi s tim, Ze nema 7adné pravo zvefejnit nebo prezentovat Udaje z
Klinického hodnoceni ziskané na zaklad€ své vlastni Cinnosti provadéné na zakladé této Smlouvy. Poskytovatel
zdravotnich sluzeb bere na védomi a souhlasi s tim, ze na Vysledky Klinického hodnoceni, které Zadavatelem nebo
Zkousejicim nebudou zvefejnény, prezentovany ¢i jakymkoli jinym zplisobem zptistupnény, se vztahuji ustanoveni
o Duvérnych informacich dle ¢lanku 5 této Smlouvy.
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7.2 Poskytovatel zdravotnich sluzeb nesmi médiim, véetné mimo jiné novindm, radiim, televizim ¢i
internetovym médiim poskytovat zadné rozhovory ani se do nich zadnym zptisobem vyjadiovat ve vécech tykajicich
se Klinického hodnoceni, Hodnocenych ptipravkt, Objevil ¢i Vysledki Klinického hodnoceni.

7.3 Z4dna ze Smluvnich stran této Smlouvy nesmi pouZivat nézev, loga, symboly, obchodni znamky ¢&i grafiky
druhé Smluvni strany ani Zadavatele v reklamé, publikacich ¢i propagacnich aktivitach bez pfedchoziho pisemného
souhlasu dotcené Smluvni strany, s vyjimkou pro Zadavatele a CRO, ktefi smi pouzit nazev Poskytovatele
zdravotnich sluzeb v publikacich tykajicich se Klinického hodnoceni a v dal$i komunikaci, véetné zvetfejnéni na
webovych strankach klinickych hodnocenich nebo ve zpravodajich ke Klinickému hodnoceni. Zadavatel zaregistruje
Klinické hodnoceni do vefejného registru klinickych hodnoceni, v souladu s platnymi zédkony a ptedpisy a zvefejni
vysledky Klinického hodnoceni v souladu s terminy a pozadavky platnych zakont a predpisa.

7.4 Ustanoveni ¢lankt 7.1 a 7.2 plati i po fadném ¢i pfedcasném ukonceni platnosti této Smlouvy.
8. Prava duSevniho vlastnictvi
8.1 Veskeré¢ vysledky Klinického hodnoceni, véetné vSech informaci, materialtl a dalSich aktiv tykajicich

studijniho 1é¢iva, protokolu nebo Klinického hodnoceni, véetné vsech stavajicich i budoucich prav k nim (dale jen
"vysledky Klinického hodnoceni"), bez ohledu na to zda jsou patentovatelné ¢i nikoli, které Poskytovatel
zdravotnich sluzeb ziska ¢i odvodi na zakladé¢ své Cinnosti dle této Smlouvy, jsou a vzdy budou vyhradnim a
vyluénym vlastnictvim ZADAVATELE a ZADAVATEL k nim ma a bude mit, v maximalni mife povolené
platnymi zékony, vSechna prava duSevniho vlastnictvi (s vyjimkou prav vyslovné vyhrazenych CRO na zakladé
ustanoveni ¢lanku 8.3). Pro ucely ziskani a zajisténi shora uvedenych prav a pravnich narokd ve smyslu platnych
zakont ZADAVATELEM, piechazi automaticky veSkerd prava k vysledkim Klinického hodnoceni na
ZADAVATELE, a poskytovatel zdravotnich sluzeb timto v pozadovaném rozsahu ptevadi vSechna prava, zajmy a
podily na vsSech vysledcich Klinického hodnoceni na ZADAVATELE a zavazuje se poskytnout ZADAVATELI
nezbytnou soucinnost k ziskani, zajisténi a dokonceni pfevodu prav k témto vysledktim Klinického hodnoceni na
ZADAVATELE. V ptipadé, ze ZADAVATEL na zéklad¢ platnych zakonli nemiize k nékterym shora uvedenym
vysledktim Klinického hodnoceni ziskat nebo si zajistit vlastnickd prava, Poskytovatel zdravotnich sluzeb timto
ud€luje ZADAVATELI celosvétova, vyhradni, neomezena a bezplatnda prdva na vyuzivani téchto vysledku
Klinického hodnoceni a/nebo celosvétovou, vyhradni, neomezenou a bezplatnou licenci na jejich vyuzivani.
Poskytovatel zdravotnich sluzeb svym podpisem této Smlouvy ruci za to, ze nema uzavieny ani neuzavie zadny
smluvni vztah, ktery by jakymkoli zptisobem mohl negativné ovlivnit prava ¢i zajmy ZADAVATELE ve vztahu k

ey e

vzniknou v budoucnu na zaklad¢€ plnéni poskytnutého dle této Smlouvy.

8.2 Poskytovatel zdravotnich sluzeb se zavazuje predat CRO (ktera je pfeda ZADAVATELI) vSechny vysledky
Klinického hodnoceni, informace a zejména pak vSechny vyndlezy, zjisténi, objevy a dalsi kreativni napady a
navrhy (dale jen "objevy") ziskané nebo uvedené do praxe v pfimé souvislosti s klinickym hodnocenim. Toto
predani se musi uskutecnit neprodlené a musi byt provedeno pisemnou formou do rukou opravnéného
zastupce/opravnénych zastupcti CRO (ktera je pfeda ZADAVATELI).

8.3 Vsechny strany této Smlouvy a ZADAVATEL si zachovavaji vSechna prava, podily a zdjmy k DusSevnimu
vlastnictvi, které tyto strany a/nebo ZADAVATEL vlastnily pfed zahajenim plnéni této Smlouvy nebo které byly
ziskany nezavisle na této Smlouvé. Touto Smlouvou se nepfevadi zadné licence, a to ani vyslovng, ani domnéle ¢i
na zékladé zakonné piekazky ¢i jinak, nad ramec povinnosti jednotlivych smluvnich stran dle této Smlouvy.

9. OCHRANA DAT A OSOBNICH UDAJU

9.1 Osobni udaje Osob podilejicich se na provadéni Klinického hodnoceni

Pred zapocetim Klinického hodnoceni i v jeho pribéhu muaze byt vic¢i Osobadm podilejicim se na provadéni
Klinického hodnoceni vznesen pozadavek na poskytnuti svych osobnich udajii. Na tyto udaje se vztahuji ustanoveni
platnych zakont a piedpisii na ochranu "Osobnich udaji" ve smyslu definovaném v zédkonech na ochranu osobnich
udaju, které se tykaji Zadavatele (dale jen "Platné zdkony na ochranu osobnich udaji").

I Cz: M 1ostitution CSA NN 20180727 1.0

Page 22 of 29



Tyto Osobni tdaje mohou zahrnovat jména, kontaktni informace, pracovni zkuSenosti a odborné kvalifikace,
publikace, zivotopisy, vzdélani, informace tykajici se mozného stietu z4jml a informace o platbach provadénych
pfijemctim odmén na zaklad€ této Smlouvy. Zadavatel, jeho sesterské spolecnosti, CRO a spolupracujici strany a
zastupci, ktefi spolupracuji se Zadavatelem budou osobni udaje Osob podilejicich se na provadeéni Klinického
hodnoceni ¢i ostatni dotéenych pracovnikti, zpracovavat pro nasledujici ucely:

(1) k provadeéni klinickych hodnoceni;

(i1) pro ucely kontrol ze strany statnich fadl, organt statniho dozoru, Zadavatele, CRO, jejich zastupct a
Sesterskych spole¢nosti;

(1ii) pro ucely plnéni zakonem danych pozadavkt a pozadavkt organti statniho dozoru;

(iv) pro ucely zvefejnéni na webovych strankach www.clinicaltrials.gov nebo na jinych vetejnych webovych

strankach ¢i portalech pro klinickd hodnoceni Evropské lékové agentury (EMA) ¢i ostatnich agentur s cilem
poskytnout informace o klinickych hodnocenich, jejich Zkousejicich a pfislusnych vysledcich;

v) ulozeni do databézi za uc¢elem usnadnéni vybéru Zkousejicich pro budouci klinickd hodnoceni; (vi) sdileni
zprav z Klinického hodnoceni a ostatni dokumentace tykajici se Klinického hodnoceni s tfetimi stranami pro
védecké ucely, a souladu s povinnostmi pro transparentni a odpovédné sdileni informaci; a

(vii) splnéni ustanoveni protikorup¢nich zakont a predpisi.

Poskytovatel zdravotnich sluzeb je povinen poskytnout Osobam podilejicim se na provadéni Klinického hodnoceni
pozadované informace o zpracovani jejich Osobnich informaci Zadavatelem tak, aby Zadavatel splnil svou
informaéni povinnost vici témto Osobam na zaklad¢ ustanoveni Platnych zdkonti o ochrané Osobnich tdaji. K
tomuto Gcelu Poskytovatel zdravotnich sluzeb miize vyuzit $ablonu, ktera tvofi Pfilohu D.

Pro t&ely tohoto Clanku 9.1 (iv) se Poskytovatel zdravotnich sluzeb zavazuje vynaloZit piiméfené Gsili k ziskani
souhlasu Osob podilejicich se na provadéni Klinického hodnoceni, kterych se zvetejnéni informaci mize tykat;
Osoby podilejici se na provadéni Klinického hodnoceni mohou sviij souhlas vyjadfit podpisem na Pfiloze E.
Poskytovatel zdravotnich sluzeb se zavazuje informovat Zadavatele a CRO o tom, které Osoby podilejici se na
provadéni Klinického hodnoceni sviij souhlas nedaly a na zéklad¢ zadosti Zadavatele nebo CRO se Poskytovatel
zdravotnich sluzeb zavazuje Zadavateli nebo CRO piedat kopie poskytnutych souhlasti od Osob podilejicich se na
provadéni Klinického hodnoceni.

9.2 Dodrzovéani zdkont o Ochrané osobnich tdaju

Poskytovatel zdravotnich sluzeb je za vSech okolnosti pii zpracovani Osobnich Udaji v souvislosti s touto
Smlouvou, povinno dodrzovat platné Zakony na ochranu osobnich tdaju.

Poskytovatel zdravotnich sluzeb je povinen neprodlené (v kazdém ptipadé nejpozdéji do péti (5) pracovnich dni od
zjisténi) pisemné informovat CRO o kazdém Poruseni bezpecnosti udajl, které se tyka Klinického hodnoceni.

9.3 Spravce udaju

Standardné je spravcem osobnich Udaji Zadavatel, s vyjimkou situaci, kdy CRO naklada s Osobnimi udaji dle
tohoto Clanku 9 zplisobem odpovidajicim jednani spravce. V takovém piipadé bude spravcem téchto Osobnich
udaji v prislusném rozsahu CRO. V takovém ptipadé je Poskytovatel zdravotnich sluzeb povinno poskytnout
Osobam podilejicim se na provadéni Klinického hodnoceni pozadované informace o zpracovani jejich Osobnich
informaci CRO tak, aby CRO splnila svou informaéni povinnost vi¢i Osobam podilejicim se na provadéni
Klinického hodnoceni, v souladu s ustanovenim ustanoveni Platnych zakonti o ochran€ Osobnich udajt.

9.4 Ustanoveni tohoto Clanku 9 "Ochrana osobnich udajii a ml¢enlivost" plati i po ukon&eni nebo vyprieni
platnosti této Smlouvy.

10. ODSKODNENI

10.1 Poskytovatel zdravotnich sluzeb se zavazuje neprodlené pisemn¢ informovat CRO o vsech narocich v
souvislosti s onemocnénim ¢i zranénim subjektd hodnoceni, které l1ze piipsat nezddoucim reakcim na studijni 1éCivo
nebo na klinickd vySeteni ¢i zdkroky provadéné v souladu s protokolem, kterym by doty¢ny subjekt hodnoceni
nebyl vystaven nebo se jim nemusel podrobit, kdyby se neucastnil Klinického hodnoceni. Poskytovatel zdravotnich
sluzeb se zavazuje umoznit ZADAVATELI fesit tyto naroky (véetn€, mimo jiné, vedeni jednani o vyrovnani) a
soucasné se zavazuje pln¢ se ZADAVATELEM spolupracovat pti feSeni takovych naroki.
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10.2  Zadavatel se zavazuje odskodnit Poskytovatele zdravotnich sluzeb za veskerou odpovédnost a Skody
vyplyvajici z rozsudkd ¢i narokdi proti nému z diivodu zranéni (v€etné¢ umrti) Subjektu hodnoceni v piimé
souvislosti s 1é¢bou doty¢ného Subjektu hodnoceni v souladu s ustanovenim Protokolu a této Smlouvy.

10.3 Vyjma uvedené¢ho se ZADAVATEL zavazuje nahradit Poskytovateli zdravotnich sluzeb naklady na 1écbu
Subjektu hodnoceni v piipad¢ Gjmy na zdravi Subjektu hodnoceni piimo spojené s podavanim Studijniho 1é¢iva
nebo s provedenim vySetieni v ramci Klinického hodnoceni, pokud nejsou hrazeny z vefejného zdravotniho pojisténi
Subjektu hodnoceni. Odpovédnost Zadavatele odSkodnit Poskytovatele zdravotnich sluzeb dle tohoto ustanoveni
nebude limitovana Castkou splatnou dle jakéhokoliv pojisténi uzavieného Zadavatelem, ale bude se vztahovat na
celou ¢astku skuteéné ijmy Poskytovatele zdravotnich sluzeb ve vysi naroku Subjektu hodnoceni nebo naroku jeho
zakonného zastupce tspé$né uplatnéného dle ceského pravniho fadu.

10.4  Poskytovatel zdravotnich sluzeb bere na védomi, ze ZADAVATEL nema povinnost odskodnit ani neni
odpovédny za zadné ztraty, naroky a naklady (vCetné pfimétenych nakladd na pravni pomoc) ¢i pozadavky, pokud
tyto ztraty, naroky, ndklady nebo pozadavky vznikly v diisledku poruSeni povinnosti tykajicich se ochrany Osobnich
udaju dle této Smlouvy a/nebo nedbalosti na strané Poskytovatele zdravotnich sluzeb, Zkousejiciho a/nebo Clenti
tymu provadéjiciho Klinické hodnoceni a/nebo v dusledku toho, ze Poskytovatel zdravotnich sluzeb, Zkousejici
a/nebo néktery ¢len tymu provadégjiciho Klinické hodnoceni porusili ustanoveni této Smlouvy, porusili ustanoveni
protokolu, nenechali subjekt hodnoceni podepsat informovany souhlas, porusili ustanoveni platnych zakoni,
chybnym zptisobem pouzili studijni 1é¢ivo Zadavatele, zpusobili $kodu itmyslnym zavinénim, poskytli neopravnéné
zaruky a/nebo se dopustili tmyslného zavinéni.

10.5  Poskytovatel zdravotnich sluzeb je na zakladé této Smlouvy odpovédné za Skody vzniklé v disledku jeji
nedbalosti nebo umyslného zavinéni pti poskytovani svych sluzeb na zéklad¢ této Smlouvy.

10.6 CRO je na zaklad¢ této Smlouvy odpovédna za Skody vzniklé v disledku jeji nedbalosti nebo umyslného
zavinéni pii plnéni svych povinnosti dle této Smlouvy.

11. POJISTENI

11.1 Poskytovatel zdravotnich sluzeb prohlasuje, Ze ma uzaviené pojisténi odpovédnosti na pokryti §kod v
souvislosti s poskytovanim zdravotni péfe v souladu s ustanovenim §45 odstavce 2 pismene n) Zakona ¢islo
372/2011 Sb. o zdravotnich sluzbach. Toto pojisténi je uzavieno v rozsahu piedepsaném platnymi zakony. V
souladu s ustanovenim § 45.2 n) Zakona c¢islo 372/2011 Sb. musi byt pojisténi udrzovano platné a uc¢inné po celou
dobu kdy Poskytovatel zdravotnich sluzeb bude poskytovat zdravotni sluzby.

11.2 CRO se zavazuje zajistit, aby ZADAVATEL po celou dobu provadéni Klinického hodnoceni, mél uzaviené
plné platné a uéinné pojisténi odpoveédnosti za klinickd hodnoceni, v souladu s mistnimi predpisy. Konkrétné
ZADAVATEL zajistil, Zze ptfed zahdjenim Klinického hodnoceni bude pro ného jako ZADAVATELE a
Zkousejiciho uzavieno pojisténi odpoveédnosti za Skodu ve smyslu § 52 odst. 3 pism. f) z. ¢. 378/2007, o 1é¢ivech a o
zménach nékterych souvisejicich zakont (zédkon o 1éCivech), jeho prostiednictvim bude zajisténo i odskodnéni v
piipadé smrti Subjektli hodnoceni nebo v piipadé ujmy vzniklé na zdravi Subjekti hodnoceni ptimo spojené s
podéavanim Studijniho 1éCiva nebo s provedenim vysetifeni v ramci Klinického hodnoceni. Potvrzeni o uzavieném
pojisténi je piilohou této Smlouvy.

12. ZAKAZ CINNOSTI

12.1 Poskytovatel zdravotnich sluzeb timto potvrzuje, Ze ani ono samo, ani zadnd osoba, angazovana
Poskytovatelem zdravotnich sluzeb k poskytovani sluzeb (vcetné vSech subdodavatelli angazovanych na zakladé
souhlasu dle ustanoveni ¢lanku 15.2 této Smlouvy):

(a) nemé piislusnymi organy, na zakladé Platnych zékontl, véetng, mimo jiné, na zakladé ustanoveni Clanku
306(a) a (b) zédkona US Federal Food Drug and Cosmetic Act (Federalni zakon USA o potravinach,
lécivech a kosmetickych ptipravcich) zakdzdn vykon funkce ZkouSejiciho ve smyslu ustanoveni
Platnych zakoni;
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(b) nejsou ohrozeni ztratou zpisobilosti nebo obvinénim ze zlo¢inu ani se jakymkoli zptisobem nezapojili do
chovani, na jehoz zdklad¢ by doty¢né osobé mohl hrozit zékaz ¢innosti na zaklad¢ ustanoveni Platnych
zakont.

(c) nemaji ulozen disciplinarni trest a/nebo nejsou opravnénymi ufady vylouceni z Ucasti na provadéni
klinickych hodnoceni.

Pro tigely tohoto Cléanku plati, Ze kterakoli ze shora popsanych situaci znamena "ztratu zptsobilosti".

Poskytovatel zdravotnich sluzeb dale souhlasi a zavazuje se nezaméstnat ani neangazovat (véetné angazovani na
zakladé Smlouvy) Zadnou osobu, kterd je zbavena zpusobilosti pro vykon jakékoli ¢innosti v souvislosti s
provadénim Klinického hodnoceni. Pokud se prub¢hu Klinického hodnoceni Poskytovatel zdravotnich sluzeb nebo
kterakoli jind osoba podilejici se na provadéni Klinického hodnoceni stanou nezptsobili k provadeéni Klinického
hodnoceni nebo pokud se Poskytovatel zdravotnich sluzeb dozvi, Ze nekterd z osob podilejicich se na provadéni
Klinického hodnoceni byla zbavena zptisobilosti k jeho provadéni nebo ji zbaveni zptisobilosti hrozi, je Poskytovatel
zdravotnich sluzeb povinno o této skute¢nosti neprodlené informovat Zadavatele a CRO. V ptipad¢, ze dojde ke
shora popsané situaci, miize CRO tuto Smlouvu vypoveédét s okamzitou platnosti.

13. PLATEBNI PODMINKY

13.1 Jako koneénou a uplnou tUplatu za fadné a v souladu s touto smlouvou poskytnuté sluzby ze strany
Poskytovatele zdravotnich sluzeb, se CRO zavazuje vyplatit odménu a zajistit thradu nakladii dle ustanoveni ptilohy
A této Smlouvy. Tato odména a naklady budou vyplaceny vyluéné Poskytovateli zdravotnich sluzeb, pokud neni v
priloze A této Smlouvy vyslovné uvedeno jinak. Smluvni strany berou na védomi a souhlasi s tim ze Ptiloha A -
Harmonogram plateb tvoii nedilnou soucést této Smlouvy a je v ni uveden platebni kalendar veskerych plateb
souvisejicich s touto smlouvou. Vyplata odmén bude probihat v souladu s ustanovenim této Pfilohy A s tim, ze
posledni odména bude vyplacena az poté, co Poskytovatel zdravotnich sluzeb splni vSechny své povinnosti dle
ustanoveni této Smlouvy a vSech jejich ptiloh. V odméné je zahrnut poplatek za manipulaci se studijnim 1é¢ivem, v
souladu s ¢lankem 2.18 vySe. Poskytovatel zdravotnich sluzeb se zavazuje nepozadovat platby za zdravotnické
sluzby ¢i studijni 1é¢ivo od tretich stran, pokud naklady na tyto sluzby ¢&i léCivo jiz byly hrazeny z plateb,
provadénych na zakladé této Smlouvy.

13.2 Poskytovatel zdravotnich sluzeb se zavazuje plnit veskeré povinnosti v oblasti odvodil dani, socialniho
pojisténi a dal§ich zakonnych odvodd, které souvisi s predmétem Smlouvy.

13.3 Poskytovatel zdravotnich sluzeb bere na védomi a souhlasi, Ze odména, kterou ziskava na zakladé této
Smlouvy za sluzby poskytované zadnym zpisobem nesmi ovlivnit jeho medicinsky tisudek a kvalitu zdravotni péce
poskytovanou pacientim. Poskytovatel zdravotnich sluzeb dale prohlasuje a ruci za to, Ze ani ono samotné ani zadny
z jeho vlastnikd, fediteld, zaméstnancil, zastupcti nebo poradct, ani zadny piijemce platby na zaklade¢ této Smlouvy
(s cilem pomoci Zadavateli nebo CRO ziskat nezdkonnou vyhodu nebo si udrzet ¢i ziskat zakazku) ptimo ¢i nepiimo
nevyplati, nenabidne ¢i nepfislibi platbu ani neposkytne zadnou hodnotnou véc zadné osobé ¢i subjektu, za ticelem:
(i) ovlivnéni rozhodovani ¢i skutkil takové osoby ¢i subjektu; (ii) pobidky pro doty¢nou osobu ¢i subjekt k tomu,
aby umyslné neprovedli ¢i provedli skutek, ktery je v rozporu s jejich zakonem stanovenymi povinnostmi; (iii)
zajisténi nezakonné vyhody; nebo (iv) pobidky pro doty¢nou osobu ¢i subjekt k tomu, aby vyuzili sviij vliv ve statni
spravé ¢i ufadu k ovlivnéni jejich skutkd ¢i rozhodnuti. Kromé ostatni prav a napravnych opatfeni na zakladé této
Smlouvy nebo platnych zakond, ma CRO pravo vypovédeét tuto smlouvu v pripade, kdy Poskytovatel zdravotnich
sluzeb porusi nékteré z ustanoveni nebo zaruk uvedenych v tomto Clanku nebo pokud se CRO nebo Zadavatel dozvi
o tom, ze Poskytovatel zdravotnich sluzeb nebo jakéakoli fyzicka ¢i pravnicka osoba jednajici jeho jménem provedli
nezakonnou vyplatu finan¢ni odmény a/nebo poskytnuti hodnotné véci tietimu subjektu.

13.4  Poskytovatel zdravotnich sluzeb timto souhlasi s tim, aby tato smlouva byla na zéklad¢ platnych zakont
poskytnuta etické komisi Poskytovatele zdravotnich sluzeb a centralni etické komisi pro multicentricka klinicka
hodnoceni, za Gcelem ovéteni podminek za kterych je Klinické hodnoceni provadéno, véetné jeho financovani.
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13.5  Poskytovatel zdravotnich sluzeb souhlasi s tim, ze ZADAVATEL a/nebo CRO mohou informace o
odménéch a nahradéach splatnych nebo vyplacenych na zakladé této Smlouvy, poskytnout statnim ufadtim, organim
statniho dozoru ¢i kontrolnim organtim v souladu s ustanovenim Platnych zédkond, norem a pfedpisi.

14. VYPOVED

14.1 Tato Smlouva nabyva platnosti k datu, kdy svijj podpis ptipojila posledni ze vSech jejich smluvnich stran a
ucinnosti dnem zvetejnéni v registru smluv v souladu se zdkonem 340/2015 Sb. Zvefejnéni zajisti Zdravotnické
zafizeni a bez prodleni o této skuteénosti bude informovat CRO. Jeji platnost a uéinnost trva po celou dobu
provadéni Klinického hodnoceni v souladu s ustanovenim Protokolu, pokud nebude pfedéasné ukoncena v souladu s
ustanovenim tohoto Clanku. CRO miZe tuto smlouvu vypovédét s okamzitou platnosti na zakladé pisemné
vypovédi zaslané Poskytovateli zdravotnich sluzeb, a to z jakéhokoli diivodu, véetné nasledujicich:

(a) Poskytovatel zdravotnich sluzeb nezjednalo napravu pii poruseni ustanoveni této Smlouvy do tficeti
(30) dnti od obdrzeni pisemného upozornéni na konkrétni poruseni Smlouvy od Zadavatele nebo
CRO:; a/nebo

(b) stavajici ZkousSejici neni schopen dale pokracovat v provadéni Klinického hodnoceni a Poskytovateli
zdravotnich sluzeb ani Zkousejicimu se nepodafilo ziskat nahradniho Zkousejiciho, kterého by CRO
schvalila; a/nebo

(©) pokud do dvou mésicti po dodavce hodnoceného piipravku nesplni Zkousejici cilovy pocet
zafazenych subjektti do Klinického hodnoceni dle ptilohy A nebo pokud do Klinického hodnoceni
zafadi tak nizky pocet subjektli, ze ZadavateL nebo CRO mohou divodné ptfedpokladat, ze se do
Klinického hodnoceni nepodaii zatadit cilovy pocet subjektd dle prilohy A; a/nebo

(d) organ statniho dozoru a/nebo etickd komise Poskytovatele zdravotnich sluzeb odvolaji své povoleni
nebo souhlas s provedenim Klinického hodnoceni; nebo

(e) pokud audit nebo kontrola ze strany organt statniho dozoru zjisti zavazné nedostatky v dodrzovani
ustanoveni této Smlouvy na strané Poskytovatele zdravotnich sluzeb; nebo

) pokud nastane néktera z okolnosti dle ¢lanku 12.1, umoznujici ukonceni této Smlouvy.

14.2 Poskytovatel zdravotnich sluzeb mtize tuto smlouvu vypovédét na zakladé pisemné vypovédi se Sedesati
(60) denni vypovédni lhitou zaslané CRO, a to v pfipadé poruSeni ustanoveni této Smlouvy CRO, pokud tato do
téiceti (30) dnti od obdrZeni upozornéni na takové poruseni od Poskytovatele zdravotnich sluzeb nezjedna napravu.

14.3 V pfipadé piedCasného ukonceni této Smlouvy v souladu s ustanovenim clankd 14.1 nebo 14.2 se
Poskytovatel zdravotnich sluzeb zavazuje vyvinout pfimétené usili ve smyslu:

(a) minimalizace dalSich nédkladi, avSak s ohledem na zachovani fadné zdravotni pée o subjekty
hodnoceni; a

14.4 Vypovézeni této Smlouvy kteroukoli smluvni stranou neovliviiuje prava a povinnosti smluvnich stran
vzniklé pfed datem nabyti iCinnosti vypovédi této Smlouvy. Vsechna ustanoveni této Smlouvy, kterd by méla mit
pretrvavajici platnost i po ukonceni platnosti této Smlouvy, aby byl naplnén jejich zamysleny pravni vyznam, maji
pretrvavajici platnost i po fadném ¢i predc¢asném ukonceni této Smlouvy.

15. NEZAVISLOST SMLUVNIHO VZTAHU

15.1 Vztah Poskytovatele zdravotnich sluzeb viici CRO je vztahem nezavislého dodavatele.  Poskytovatel
zdravotnich sluzeb se zavazuje poskytovat své sluzby na zakladé této Smlouvy jako nezdvisli smluvni partnefi a
z4dné z ustanoveni této Smlouvy neni s timto vztahem v rozporu. Poskytovatel zdravotnich sluzeb neni povazovano
za zameéstnance ani zastupce CRO a z tohoto diivodu nema narok na zadné zaméstnanecké vyhody nebo vyhody pro
zastupce, které Zadavatelem a/nebo CRO poskytuji.
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15.2 Bez piedchoziho pisemného souhlasu CRO nesmi Poskytovatel zdravotnich sluzeb vyuzit k plnéni svych
povinnosti dle této Smlouvy sluzeb zadného subdodavatele. Udé¢leni takového souhlasu vSak Poskytovatel
zdravotnich sluzeb nezprostuje jeho povinnosti dle této Smlouvy a Poskytovatel zdravotnich sluzeb nese plnou
odpovédnost za vSechny skutky ¢i pochybeni svych subdodavateld. CRO ma pravo postoupit veskeré své
povinnosti na zaklad¢ této Smlouvy nebo jejich ¢ast na kteroukoli ze svych sesterskych spolecnosti (nebo na jiné
fadné zpuisobilé treti subdodavatele), avsak za predpokladu, ze takové postoupeni CRO nezbavuje odpovédnosti za
fadné plnéni téchto postoupenych smluvnich povinnosti viici Poskytovateli zdravotnich sluzeb.

15.3  Tato Smlouva nezaklada, nepiedstavuje ani ji nelze vykladat jako zalozeni spole¢ného podniku, uzavieni
partnerstvi ¢i zalozeni obchodni organizace jakéhokoli druhu.

16. OSTATNIi USTANOVENI

16.1 Nadpisy jednotlivych Clanki této Smlouvy slouZi pouze k usnadnéni orientace a nepfedstavuji pravni
podstatu této Smlouvy.

16.2 Pokud bude nékteré z ustanoveni této Smlouvy soudem prohlaseno za nezakonné, neplatné nebo
nevymahatelné, nebude tim dotéena platnost a vymahatelnost ostatnich ustanoveni této Smlouvy.

16.3  V pripadé, Ze néktera ze smluvnich stran netrva ¢i nevymaha dodrzovani nékterych ustanoveni této
Smlouvy, neznamena to, Ze by se téchto ustanoveni vzdala nebo se jich ziekla a v§echna tato ustanoveni zlstavaji i
nadale plné platnd a ucinna.

16.4 Poskytovatel zdravotnich sluzeb bere na védomi a souhlasi, Ze na zakladé ustanoveni ¢lanku 2.3. je pro
ucely této Smlouvy zadavatel povazovan za obmysleny subjekt.

16.5 Osoby podepisujici za jednotlivé smluvni strany tuto Smlouvu prohlasuji a ruci za to, ze maji pravomoc a
opravnéni jménem pfislusnych smluvnich stran uzaviit tuto Smlouvu za zde uvedenych podminek.

16.6 'V pfipadé, ze né€kterou smluvni stranu postihnou zaplavy, pozary ¢i jiny zasah vy$§i moci, nehody, vale¢né
konflikty, spory, embarga, zpozdéni dopravct, nemoznost ziskat suroviny, vypadky dodavek energii, soudni ptikazy
¢i zakazy ze strany statnich organt ¢i jiné zasahy vys$si moci, které vzniknou nezavisle na vili postizené smluvni
strany, je tato smluvni strana do¢asné zprosténa plnéni svych povinnosti pokud vyvine pfiméfené tsili smétujici k
eliminaci ¢i napravé pricin tohoto stavu a pokud co nejrychleji obnovi své plnéni.

16.7  Poskytovatel zdravotnich sluzeb nesmi tuto smlouvu postoupit na zadny tfeti subjekt bez predchoziho
pisemného souhlasu CRO a Zadavatele.

16.8 CRO smi postoupit tuto Smlouvu svym sesterskym spole¢nostem, pobockam nebo libovolné tteti stran, o
postoupeni smlouvy bude CRO neprodlené pisemné informovat Zdravotnické zafizeni a Zkousejiciho.

16.9 Tato smlouva piedstavuje Uplné a konecné ujedndni mezi smluvnimi stranami ve véci pfedmétu této
Smlouvy a nahrazuje a ukoncuje vSechna piedchozi a/nebo stavajici pisemna i Gstni vyslovna ¢i domnéld ujednani
mezi smluvnimi stranami ve véci predmétu této Smlouvy. Tuto Smlouvu lze ménit ¢i upravovat pouze formou
pisemnych dodatkl, podepsanych vSemi smluvnimi stranami.

16.10  Veskera oznameni a korespondence v souvislosti s touto smlouvou budou povazovany za pravné zavaznym
zpisobem dorucené ptislusné smluvni strané, pokud budou doruceny na nize uvedené adresy:

CRO:
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Ohledné vedeckych zalezitosi:

Ohledné pravnich zalezitosti:

Contracts Team Responsible for Merck ||| | | | | NI
PAREXEL International (IRL) Limited

One Kilmainham Square

Inchicore Road

Kilmainham

Dublin 8

Irsko

K rukam: |

Poskytovateli zdravotnich sluZeb:
Adresa

Krajska zdravotni, a.s.

Socialni péce 3316/12a

Severni Terasa

400 13 Usti nad Labem

Ceska republika

ke rukam |

16.11 Kazda ze smluvnich stran miize zménit svou adresu zaslanim pisemného upozornéni ostatnim smluvnim
stranam v souladu s ustanovenim ¢lankd 16.10 a 16.12.

16.12  Veskeré dorucovani v souvislosti s touto Smlouvou je povazovano za tadné dokonéené, pokud bylo
u¢inéno formou osobniho doruceni, faxem, elektronickou postou, doporué¢enou postou s doruc¢enkou nebo kuryrem a
ovéteno potvrzenim o doruceni/prevzeti.

16.13 Smluvni strany se dohodly, Ze se tato smlouva ¥idi pravnim fadem Ceské republiky, bez ohledu na
konfliktni ustanoveni jednotlivych zakonl. V ptipadé¢, Ze bude spor pfedan soudu, jsou mistem soudni pfislusSnosti
vyhradné mistné pfislusné soudy v Usti nad Labem.

16.14 Tato Smlouva je vyhotovena v anglickém a cCeském jazyce. V piipadé nesouladu, rozporu nebo
nejednoznacnosti mezi anglickym a ¢eskym znénim této Smlouvy, plati ustanoveni v ¢eském jazyce.

16.15 Tato Smlouva je vyhotovena ve Ctyfech (4) stejnopisech, pfic¢emz jeden (1) stejnopis obdrzi Zdravotnické
zafizeni, jeden (1) Zadavatel a dva (2) CRO. Kazdy z téchto stejnopisti je povaZzovan za originalni dokument a
predstavuje tuto stejnou smlouvu.
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NA DUKAZ CEHOZ smluvni strany této Smlouvy vyjadfily svym podpisem sviij souhlas s uzavienim této zavazné
Smlouvy na vSech ctyiech stejnopisech za zde uvedenych podminek.

6} PAREXEL International (IRL) Limited

(Podpis Opravnéné osoby)

(Jméno tiskacim nebo natisténym pismem) Datum

?2) Krajska zdravotni, a.s.

(Podpis Opravnéné osoby)

Ing. Petr Fiala, generalni feditel Datum
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