THIS AGREEMENT is made by and between

(€))] PAREXEL International (IRL) Limited,
70 Sir John Rogerson's Quay
Dublin 2
Ireland
(Company number 541507)

(hereinafter CRO)
and

2) Fakultni nemocnice Hradec Kralove
Sokolska 581
500 05 Hradec Kralove — Novy Hradec Kralové
Czech Republic
Organization ID No.: 00179906
Tax ID No.: CZ00179906
Represented by: prof. MUDr. Vladimir Palicka, CSc., dr.h.c. director
(hereinafter Institution)

and

N
Clinic of Neurology of the Fakulni Nemocnice Hradec Kralove
Sokolska 581
500 05 Hradec Kralove — Novy Hradec Kralové
Czech Republic

(hereinafter Investigator)

regarding

Protocol No: | NN hc:cinafter Protocol)
@ |
I (hcrcinafter Study)

B - investigational medicinal product in accordance with Act No. 378/2007 Coll. (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 and Investigator 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
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WHEREAS, Investigator is an employee of Institution; and
WHEREAS, Institution and Investigator each desires to participate in the Study as described in this Agreement; and

WHEREAS, this Agreement explains the joint and several obligations and rights of Institution and Investigator, and the
obligations and rights of CRO with respect to the performance of the Study; and

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. CONDUCT OF THE STUDY

2.1 Institution agrees, and commits itself to CRO, to allow Investigator and other Study Personnel to conduct the Study at
Institution, and warrants that Investigator and other Study Personnel are employed by Institution, however their participation in
the Study must not cause any serious operating issues.

Estimated duration of the Study: until

2.2 Investigator agrees, and commits itself to CRO, to conduct the Study at Institution and warrants that he/she is
employed by Institution. Investigator shall personally supervise the conduct of the Study by the Study Personnel to the full
extent contemplated by the Protocol and by Applicable Law. Institution and Investigator agree to provide prompt advance
notice to Sponsor and CRO if Investigator will be leaving the Institution or is otherwise no longer able to perform the Study.
The appointment of a new Investigator must have the prior approval of Sponsor and CRO.

23 Investigator and Institution acknowledge 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, Investigator and Institution agree 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, as set out
by Applicable Law and GCP regulations, and Investigator and Institution agree to all such instances. Investigator and
Institution will Fully Cooperate with CRO’s requests relating to SPONSOR.

24 Investigator and Institution acknowledge 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.

2.5 Institution and Investigator specifically agree, and commit themselves to CRO, to (and warrant that Study Personnel
will) conduct the Study 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, all requirements
of the Institution or facility, and any other professional standards applicable to their professional industries and fields. Neither
Institution nor Investigator nor any Study Personnel shall commit any negligent acts or any wilful misconduct in connection
with the Study. Neither Institution nor Investigator nor any Study Personnel shall make any unauthorized warranties to any
person (including Subjects) concerning the product being tested in the Study. Institution and Investigator accept responsibility
for the acts and omissions of all Study Personnel in the Study.

2.6 CRO or Sponsor shall obtain the written approval of the appropriate Ethics Committee (EC) prior to commencement
of the Study and will furnish Investigator with the EC’s letter of approval.
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2.7 If required by Applicable Law, CRO shall make, or procure that SPONSOR makes, the necessary submissions or
notifications to the regulatory authorities. The Study may not commence until the Investigator has been informed by CRO that
such authorization has been granted.

2.8 Investigator shall, prior to a Subject’s participation in the Study, obtain the prior Subject's written informed consent to
participate in the Study as well as for processing of Personal Data from the Subject including the public disclosure, transfer and
processing of data collected in accordance with the Protocol, in compliance with Applicable Law, especially data protection
law. Each Subject’s written informed consent shall be in a form that is in accordance with the Protocol, the Applicable Law
and as agreed upon with the Sponsor and handed over by CRO. Sponsor or CRO, as the case may be, undertake to inform
Institution and Investigator in time of the newly approved Study documents.

29 Investigator shall 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 set forth in Exhibit A. Notwithstanding the foregoing, Investigator agrees
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.

2.10  Investigator and Institution shall ensure the prompt, complete, and accurate collection, recording and classification of
the Medical Records, Study Results and 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 and in accordance with Applicable
Law.

Institution and Investigator shall:

@) 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 and Investigator 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 and
Investigator 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. Investigator agrees to collect all Study
Results in Medical Records prior to entering it into the eCRF/CRF. Institution and 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.

2.10 a) The Medical Records and Study Data shall be retained for a minimum of twenty five (25) years from the Institution’s
close out visit or for the duration required by Applicable Law, whichever is longer. 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. Institution shall ensure archiving for free for the
period of 5 years, in accordance with the Act no. 378/2007 Coll., and paid archiving for further 20 years for the fee of
. An invoice shall be issued for paid archiving after the execution of this Agreement.

If Sponsor insists on extension of the archiving period, it shall notify Institution in advance, no later than 6 months prior the
expiry of the archiving period and shall pay the associated costs.

In the event that within the aforementioned period Sponsor does not notify Institution of its request to extend the archiving
period or does not pay the fee for extended archiving, Institution is entitled to destroy all the archived documents of the Study.

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 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 Study
Data before the minimum retention period, as it is stated above, unless Institution receives express written instruction from
Sponsor in this regard.

2.10b) If the Investigator ends his employment relationship withInstitution, 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.
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2.10¢) Institution shall retain ownership of Medical Records. It is understood that Study Subject’s Medical files kept in
the Institution in the normal course of business irrespective of the Study are not the property of Sponsor, but shall be made
available to CRO and Sponsor for review to the extent and in accordance with the law of the Czech Republic and in accordance
with the Subject’s informed consent. The Institution and the Investigator hereby assign to Sponsor all of their rights, title and
interest, including intellectual property rights, to all Confidential Information (as defined 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 and Investigator 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.

2.11 Institution and Investigator agree that they are not presently under any agreement or obligation which conflicts with
the duties and obligations owed to CRO or SPONSOR under this Agreement, and further agree not to undertake any such
obligation or agreement during the course of the Study. Investigator warrants that no Study Personnel are presently under any
agreement or obligation which conflicts with the duties and obligations owed to SPONSOR or CRO under this Agreement, and
shall ensure that no Study Personnel will undertake any such obligation or agreement during the course of the Study.

2.12 Institution and Investigator hereby acknowledge and agree that each has received sufficient Information regarding
their respective participation in the Study. In addition, Investigator further warrants (i) that he/she has distributed all relevant
Information to the Study Personnel who have a need to know such Information in order to perform their assigned tasks on the
Study, and (ii) that he/she, and all Study Personnel (as applicable), has read and understands such Information.

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

2.14 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.

2.15 Institution and Investigator agree that if any Study Personnel is a government employee, official and/or performing a
governmental function, such relationship may be disclosed to the SPONSOR and any compensation that such individual receives
with respect to the Study may be disclosed to the Institution and is hereby approved.

2.16 Institution and Investigator warrant that neither they, 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 and Investigator further warrant that neither they
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, Investigator, 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 and Investigator 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 and Investigator agree 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 and/or Investigator to source marketed/comparator drug, CRO will reimburse
Institution and Investigator according to Exhibit A. Institution and Investigator warrant that they will only source drug products that

comply with the specifications of the Protocol.

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

Sponsor will promptly report to the Institution and Investigator, 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.

2.19 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.

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. The Study Drug shall be delivered to the building of Institution’s Pharmacy on Mon-Fri from 7:00 am to 2:00 pm.
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 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.

Investigator hereby undertakes to draw the Study Drug from Institution’s pharmacy in compliance with the Protocol and in
doses required for each individual Study subject visit.

The Institution hereby undertakes to perform/ensure safe liquidation/disposal of unused Study Drug (as hazardous waste) at
Sponsor’s sole expense in accordance with the Applicable Law, if requested to do so by SPONSOR or CRO. Institution and
Investigator 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 or Investigator with equipment for use by
Institution or Investigator in the conduct or reporting of the Study. Investigator and/ or Institution may use Equipment only for
purposes of this Study (or upon Sponsor approval also for other Studies of Sponsor at the Institution).

Any equipment and materials 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. If any equipment is delivered to Institution, a separate loan agreement will be entered into.

2.20 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 the Subjects. The summary will translate the technical results into
easy to understand language. Sponsor will consult with the Institution and/or Investigator 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. The Investigator or designee will be responsible to mail the Study result
summary to the Subjects or provide to the Subjects directly if applicable.

3. REPORTS, MONITORING AND COOPERATION

31 Investigator shall submit to CRO, and CRO has a right to claim under this Agreement, all completed eCRFs or CRFs
resulting from the Study within a reasonable time period and in accordance with any Study Instructions. Investigator warrants
that all eCRFs or CRFs submitted to CRO are true, complete, correct and accurately reflect the results of the Study. Institution
and Investigator shall also provide CRO with copies of all Reports, and any updates that are required by the EC/.

3.2 Institution and Investigator shall Fully Cooperate with CRO and will meet with representatives of CRO, or its
designee, at mutually convenient times according to a schedule set forth in Study Instructions for monitoring visits,
consultations and to allow 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
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CRO, and in order to monitor compliance with this Agreement. Investigator shall ensure that all Study Personnel Fully
Cooperates with CRO, including meeting with personnel of CRO, or its designee, as set forth in the preceding sentence.”

4. AUDITS AND REGULATORY INSPECTIONS

4.1 Institution and Investigator shall Fully Cooperate with audits or inspections, applicable to the Study, performed during
or after completion of the Study, by SPONSOR or CRO. Institution and Investigator 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 or Investigator (or failure by any Study Personnel to act in accordance with the terms and conditions of this
Agreement), CRO may terminate this Agreement in accordance with Section 16.1 (a).

4.3 Institution and Investigator 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 and Investigator 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 and Investigator receives, obtains or generates pursuant to or in connection with any such
1spection.

S. FINANCIAL DISCLOSURE

51 During the conduct of the Study and for one (1) year after its completion, Investigator shall, and Institution shall cause
the Sub-Investigator(s) if applicable, and Study Personnel, to, execute and update such forms, disclosures and certifications
now or subsequently required by SPONSOR or any applicable regulatory bodies related to his/her financial interests in the
SPONSOR and/or the Study Drug. Institution and Investigator agree, and Institution shall cause Sub-Investigators and Study
Personnel to agree, that such completed forms may be subject to review by governmental or regulatory agencies, Sponsor,
CRO, and their Affiliates and agents, and the Institution consents to such review.

The Institution and Investigator further consent, and Institution shall cause Sub-Investigators and Study Personnel to consent,
to the transfer of its financial disclosure data to the Sponsor’s country of origin and to the U.S

Maximum estimated value of the performance: 2 508 226 CZK.

6. CONFIDENTIAL INFORMATION

6.1 Institution and Investigator agree that any and all Confidential Information that they receive from CRO, SPONSOR or
otherwise in connection with this Agreement shall be received and maintained by them 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 and Investigator agree to use the Confidential Information only for the purposes of this Agreement except as
otherwise specifically provided for herein.

6.2 Institution and Investigator may disclose Confidential Information only to (a) 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 and/or Investigator bind such 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 (c) to State Institute for Drug Control.

6.3 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 and Investigator in accordance with Section 6.1
above. If, however, Institution or Investigator is required by Applicable Law to disclose such Confidential Information, they
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may do so without breaching their obligations under this Section provided, in advance of disclosure, they notify CRO of the
Confidential Information to be disclosed, the reason for disclosure, and the date of disclosure.

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

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

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

7. RIGHTS TO INFORMATION AND INVESTIGATIONAL PRODUCT

7.1 All Information and Investigational Product(s) provided to Institution or Investigator for purposes of the Study are and

will remain SPONSOR's property. Institution, Investigator, (and Study Personnel) 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.

7.2 Institution and Investigator 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.

7.3 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.

8. PUBLICITY, USE OF NAME, REGISTRY AND REPORTING

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 and Investigator’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.

9. PUBLICATION

9.1 Publication and Public Disclosure

In accordance with the requirements of this Section 9 (including but not limited to the time-restrictions for “Multi-Center
Publications” (Section 9.2), “Confidentiality of Unpublished Data” (Section 9.3)), Institution and Investigator shall have the
right to publish or present their Study data following from their own activities conducted under this Agreement. Any proposed
publication or presentation shall be consistent with scientific standards by (i) applying the highest industry standards, including
but not limited to the Good Publication Practice and the Recommendations for Conduct, Reporting, Editing, and Publication of
Scholarly Work in Medical Journals of the International Committee of Medical Journal Editors (ICMJE) in their current
version and (ii) publishing Study Results first after the primary source publication of the Sponsor is made public. In addition,
Institution and Investigator agree to submit any proposed publication or presentation to Sponsor’s Head of Global Medical
Publication,
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for review at least sixty (60) days prior to submitting any such proposed publication to a publisher or proceeding with such
proposed presentation. Within sixty (60) days of its receipt, Sponsor shall advise Institution and/or Investigator, as the case
may be, in writing of any information contained therein which is Confidential Information (other than Study Results) or which
may impair the availability of patent protection for Inventions. Sponsor shall have the right to require Institution and/or
Investigator, as applicable, to remove specifically identified Confidential Information (other than Study Results) and/or to
delay the proposed publication or presentation for an additional sixty (60) days to enable Sponsor to seek patent protection for
Inventions.

9.2 Multi-Center Publications

If the Study is a multi-center study, Institution and Investigator agree that they shall not, without the Sponsor’s prior written
consent, independently publish, present or otherwise disclose any results of or information pertaining to
Institution’s/Investigator’s own activities conducted under this Agreement until a multi-center publication is published. In the
event the Sponsor coordinates the multi-center publication, the participation of the Investigator as a named author shall be
determined in accordance with Sponsor’s policies, requirements of the publisher and generally accepted standards of
authorship. If a multi-center publication is not published within eighteen (18) months after completion of the Study and lock of
the database at all research sites or any earlier termination or abandonment of the Study, Institution and Investigator shall have
the right to publish and present the Study data following from Institution’s and Investigator’s own activities conducted under
this Agreement, including Study Results, solely consistent with scientific standards and the submission requirements as
outlined in Section 9.1 and in accordance with the provisions of Section 9.3 “Confidentiality of Unpublished Data” .

9.3 Confidentiality of Unpublished Data

Institution and Investigator acknowledge and agree that Study Results that is not published, presented or otherwise disclosed in
accordance with Section 9.1 or Section 9.2 (“Unpublished Data”) shall be subject to the provisions on Confidential Information
according to Section 6 of this Agreement, and Institution and Investigator shall not, and shall require their Study Personnel not
to, disclose Unpublished Data to any other site participating in the Study or any third party or disclose any Study Results to any
other site participating in the Study or any third party in greater detail than the same may be disclosed in any publications,
presentations or public disclosures made in accordance with Section 9.1 or Section 9.2.

94 Media Contacts

Institution and Investigator shall not, and shall ensure that its personnel do 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 without the prior written consent of Sponsor. This provision does not prohibit publication
or presentation of Study Results in accordance with this Section.

9.5 Survival
This Section 9 “Publication” shall survive termination or expiration of this Agreement.

The Parties agree that this Agreement shall be published in the Register of Contracts and that Institution will ensure its
publication. The Parties have agreed that trade secrets designated by the Sponsor, shall be removed from the Agreement prior
its publication in the Register of Contracts and that the Attachments to this Agreement shall be published in the Register of
Contracts only to the necessary extent required. Prior the execution of this Agreement Sponsor shall send the final version of
the Agreement to the Institution in a machine-readable format, with highlighted text, which Sponsor considers to be a trade
secret.

10. INTELLECTUAL PROPERTY

10.1 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 or Investigator or Study Personnel, solely or jointly with others as a result of work performed 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 10.3). 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 and Investigator hereby assign 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. If
necessary, Institution and Investigator shall obligate Study Personnel to perform any and all acts required to enable SPONSOR
to obtain, secure and perfect said rights. In the event that SPONSOR, according to Applicable Law, cannot obtain or secure
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ownership of any of said Assets, Institution and Investigator hereby grant SPONSOR and obligate the Study Personnel to grant
SPONSOR, as applicable, worldwide, exclusive, unlimited and royalty-free rights of use, exploitation and utilization and/or
licenses regarding said Assets. Institution and Investigator warrant by the execution of this Agreement, that neither they nor
any Study Personnel have entered, and that none of them will 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.

10.2 Institution and Investigator 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).

10.3  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.

11. DATA PROTECTION & PRIVACY

11.1 Study Personnel Member Personal Data

Both prior to and during the course of the Study, the Investigator and Study Personnel may be called upon to provide Personal
Data. This data falls within the scope of the legal 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 Investigator and the Study Personnel or other relevant personnel for the following purposes:

@) the conduct of clinical trials;
(ii) 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;

W) 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 and/or Investigator shall provide its Study 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 and/or Investigator can use the template attached as Exhibit D.

For purposes of this Section 11.1 (iv), Institution and/or Investigator shall use reasonable efforts to obtain consent from Study
Personnel that is eligible to be published; Study Personnel can provide their consent by signing Exhibit E. Institution shall
inform Sponsor and CRO which eligible Study Personnel did not provide its consent and shall provide a copy of provided
consents to Sponsor or CRO upon request of Sponsor or CRO.

11.2 Compliance with Data Protection Laws

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

Institution and Investigator 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.

11.3 Data Controller
The Sponsor shall be the data controller for such Personal Data except that, if CRO deals with any Personal Data under Section
11.1 in the manner of a data controller, CRO shall be the data controller of such Personal Data to the extent of such dealings. In
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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 Investigator and Study
Personnel.

114 This Section 11 “Data Protection & Privacy” shall survive termination or expiration of this Agreement.

12. INDEMNIFICATION

12.1 Indemnification will be solved by a separate letter of indemnification concluded between Institution and Sponsor
which is incorporated by reference.

12.2 Institution and Investigator shall be liable under this Agreement for damages resulting from negligence or wilful
misconduct in the execution of the Study.

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

13. INSURANCE

13.1 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.

13.2 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 § 52 sec. 3 f) of the Act No. 378/2007 Coll., on
Pharmaceuticals.

14. DEBARMENT

14.1 Institution and Investigator hereby certify that neither Institution, Investigator nor any person employed by Institution
or Investigator to work on the Study (including any subcontractor permitted pursuant to Section 17.2) has been:

(a) debarred by any relevant authorities, pursuant to any Applicable Law, 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 and Investigator agree that no debarred person will in the future be employed or otherwise engaged
(including on a contract basis) by Institution or Investigator to work on the Study. If during the course of the Study, Institution
or Investigator 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 and Investigator must immediately notify SPONSOR and CRO. CRO may
immediately terminate this Agreement in the event any of the foregoing occurs.

The Investigator and the Institution acknowledge that the CRO, Sponsor and their respective affiliates need to adhere to all
applicable anti-bribery anticorruption laws, regulations and rules. Among other things, the giving of any promises, making any
payments or offering unfair advantages to officials of foreign governments in order to obtain or retain a business benefit is
prohibited. Consequently, the employees, agents, consultants or other representatives of any party to this Agreement shall not
engage or be permitted to engage, whether directly or indirectly, in any activity that is prohibited including bribery, kickbacks,
payoffs or other corrupt business practices.
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15. PAYMENT TERMS AND CONDITIONS

151 In full consideration for the Services of Institution, Investigator and Study Personnel rendered in compliance with the
Protocol, CRO agrees to pay the fees and expenses set forth in Exhibit A. Such fees and expenses will be paid solely to the
Institution. 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 and Investigator. Payments shall be made in accordance with the provisions set forth in
Exhibit A , with the last payment being made after Institution and Investigator complete all of their obligations under this
Agreement and any Exhibits thereto. Payments include the fee for Study Drug Handling according to Sec. 2.19 above. Institution
and Investigator 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.

15.2 Institution and Investigator shall comply with all obligations with respect to taxes and social security contributions, if
applicable, which relate to the subject matter of this Agreement including, without limitation, those that relate to any payments
made hereunder to Institution, Investigator, Study Personnel or, as the case may be, those that relate to any payments made by
Institution or Investigator to Study Personnel.

15.3 Institution and Investigator acknowledge and agree that its, his or her judgment with respect to its, his or her advice to
and care of each Subject is not and shall not be affected by the compensation Institution and/or Investigator receive in
accordance with the Study. Institution and Investigator 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 and/or Investigator 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
Investigator or any individual or entity acting on its or their behalf.

154 Institution and Investigator hereby consent 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.

15.5  Institution and Investigator agree 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.

16. TERMINATION

16.1 This Agreement will become valid upon the date it is fully executed by all parties and 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 and Investigator for any reasons, including
without limitation upon any of the following occurrences:

(a) Institution or Investigator 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 Institution and Investigator; or

© 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
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(d) the authorization/authorisation and approval to perform the Study is withdrawn by the regulatory authority and/or EC
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, Investigator and/or Study Personnel; or

® if any of the circumstances permitting termination pursuant to Section 14.1 occur.
16.2 This Agreement may be terminated by Institution or Investigator, upon sixty (60) days’ prior written notice to CRO,
for breach of the Agreement by CRO if the breach is not cured within thirty (30) days of notification given by Institution or

Investigator as appropriate.

16.3  If this Agreement is terminated prematurely in accordance with Section 16.1 or 16.2, Institution and Investigator
shall/must use its, his or her best efforts to:

(a) minimize further costs while maintaining good medical care of the Subjects; and;
(b) ensure that all Subjects shall complete the Study according to the Protocol unless dictated otherwise by Study
Instructions.

16.4 Should Investigator conclude that continuation of the Study is no longer medically justifiable, due to (i) unexpected results,
(ii) the severity or prevalence of serious adverse events or (iii) the efficacy of the treatment with Study Drug appears to be
insufficient; then he/she will promptly notify CRO and the EC in writing, and may suspend treatment of Subjects until such time as
CRO (based on consultations with SPONSOR) and Investigator reach agreement as to the best course of action.

16.5 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.

17. INDEPENDENT CONTRACTOR

17.1 The relationship of Institution and Investigator to CRO is that of independent contractor. Institution and Investigator
commit themselves to perform the Services only as independent contractor and nothing contained herein shall be construed to
be inconsistent with that relationship or status. Institution, Investigator, and Study Personnel, shall not be considered
employees or agents of CRO and, as such, shall not be entitled to any benefits available to employees of CRO.

17.2  Institution and Investigator 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 and Investigator of its obligations
hereunder, and Institution and Investigator 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.

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

18. CONTRACTUAL

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

18.2  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.

18.3  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.

I /- Il ostitution PICSA Il 20180611_1.0

Page 12 of 56



18.4  Institution and Investigator understand and agree that, as set forth in Section 2.3, SPONSOR is an intended third-party
beneficiary of this Agreement.

18.5  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.

18.6 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.

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

18.8 CRO may assign this Agreement to any of its subsidiaries, Affiliates, to Sponsor or to any third party.

18.9 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.

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

To CRO:

PAREXEL International (IRL) Limited
One Kilmainham Square

Inchicore Road

Kilmainham

Dublin 8

Ireland

To Investigator:

Address:

Fakultni nemocnice Hradec Kralové
Neurologicka klinika (Clinic of Neurology)
Sokolska 581

500 05 Hradec Krélové - Novy Hradec Kralové
Czech Republic
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To Institution:

Address:

Fakultni nemocnice Hradec Kralové

Pravni odbor (Legal Dept.)

Sokolska 581

500 05 Hradec Kralove - Novy Hradec Kralove
Czech Republic

Attn: Dasa Prokupkova

18.11 Any party may change its address or number for notice by giving notice in accordance with Section 18.10 and 18.12.

18.12  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.

18.13  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 Prague will have sole jurisdiction
over the litigation.

18.14 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.

The Parties acknowledge that the initiation visit and delivery of Study Drug will not be performed before publication of
the final version of the Agreement in the Registry of Contracts.

18.15 This Agreement is executed in five (5) counterparts, with one (1) counterpart for the Institution, one (1) for the
Investigator, 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 WHEREOF, the parties hereto have set their hands in quintuplicate with the intention that this is a binding
agreement as provided herein.

€)) PAREXEL International (IRL)
Limited:

(Signature of Authorized Official)

(Typed or Printed Name) Date

2) Fakultni Nemocnice Hradec Kralové

(Signature of Authorized Official)

prof. MUDr. Vladimir Palic¢ka, CSc., Dr.h.c. Date
Director / feditel

3 Investigator:

(Signature of Investigator)

| Date

ACKNOWLEDGED AND AGREED BY THE INVESTIGATOR:

O I consent to the publication of my personal data (title, name, contact details and information regarding my
professional qualifications) 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, study personnel and
corresponding study results by Merck KGaA for the clinical trial ||| || | QI 1 am entitled to withdraw this
consent at any time with future effect.

I /- Il ostitution PICSA Il 20180611_1.0

Page 15 of 56



Exhibit A -Payment Schedule and Budget - Institution

I /- Il ostitution PICSA Il 20180611_1.0

Page 16 of 56




I - I (ostitution PICSA Il 20180611_1.0

Page 17 of 56




I /- Il ostitution PICSA Il 20180611_1.0

Page 18 of 56




I /- Il ostitution PICSA Il 20180611_1.0

Page 19 of 56




I /= B sitution PICSA Il 20180611_1.0

Page 20 of 56




I /B (stitution PI CSA J20180611_1.0

Page 21 of 56




I /- Il (ostitution PICSA [l 20180611_1.0

Page 22 of 56



Exhibit B — Definitions

“Affiliate” means in relation to either party to this Agreement, any company, partnership or other entity which directly or
indirectly controls, is controlled by, or is under common control with such party. For purposes of this definition, “control”
means the beneficial ownership of more than fifty (50) per cent of the issued voting shares or the legal power to direct or cause
the direction of the general management of the company, partnership or other entity in question, and “controlled” shall be
construed accordingly.

“Applicable Law” means all applicable legal regulations of the Czech Republic, in particular the Act no. 378/2007 Coll., on
Pharmaceuticals and on amendments to some related laws (Act on Pharmaceuticals) (hereinafter referred to as the "Act on
Pharmaceuticals"), by the Act no. 372/2011 Coll., on Health services, as amended, including the implementing regulations to
these laws (in particular Decree No. 226/2008 Coll., establishing good clinical practice and more detailed conditions for the
clinical evaluation of medicinal products), the International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use Good Clinical Practice: Consolidated Guideline, and other generally accepted
principles of good clinical practice. Personal data shall be protected, in particular in accordance with the Act no. 101/2000 Coll.,
and as of 25 May 2018 also in accordance with the Decree of European Parliament and Council number 2016/679 (hereinafter
referred to as "GDPR").

“Completed Subject” means any Subject who has completed the prescribed course of treatment for a subject in the Study in
accordance with the Protocol.

“Confidential Information” refers to any and all Information belonging to SPONSOR, CRO and/or their respective Affiliates
including, but not limited to, Information that SPONSOR, CRO and/or their respective Affiliates consider to be trade secrets and
/ or the release of which could prejudice legal, commercial or other interests of SPONSOR, CRO and/or their respective
Affiliates and which are (i) provided, disclosed or submitted to Institution or Investigator or (ii) which are otherwise obtained
by Institution and Investigator.

“Data Security Breach” means: (a) the loss or misuse (by any means) of Personal Data; (b) the inadvertent, unauthorized, and/or
unlawful Processing, disclosure, access, alteration, corruption, transfer, or sale or rental, destruction, or use of Personal Data; or
(c) any other act or omission that compromises the security, confidentiality, or integrity of Personal Data.

“eCRFs/CRFs” (Electronic Case Report Forms or Case Report Forms) are paper or electronic questionnaires specifically used by
Institution and Investigator pursuant to the Protocol for Subject data reporting.

“Fully Cooperate” means to assist in completing a specified end or purpose.

“Information” refers to any and all oral, written (including all other tangible forms) and other information, material and assets of
any nature, whether or not protected by Intellectual Property Rights or any applications for such rights, such as, but not limited
to, data, data information, data and Reports on the Study and the Study Drug, (¢)CRFs (whether completed or not), final Reports,
all other clinical data, manufacturing data, the Protocol, the Investigator Brochure, laboratory records, information contained in
submissions to regulatory authorities, unpublished data and Reports, any and all other Study documentation, technical
information, findings, samples, interim results and results, Intellectual Property Rights and any other information and assets
potentially subject to any kind of intellectual property rights, whether protectable or not, and any existing or future rights
therein; Subjects’ medical files and documents facilitating identification of the Study Subjects.

“Intellectual Property Rights” refers to existing and / or future patents, patent applications, inventions, whether patented or not,
trade marks, trade names, service marks, domain names, copyrights, moral rights, rights in and to databases (including rights to
prevent the extraction or reutilization/reutilisation of Information from a database), design rights, topography rights, know-how,
trade secrets and all rights or forms of protection of a similar nature or having equivalent or the similar effect to any of them
which may subsist anywhere in the world, whether or not any of them are registered and including applications for registration
of any of them; furthermore rights of use, rights of exploitation, rights of utilization and licenses, whether royalty-free or
otherwise.

“Investigational Product” refers to SPONSOR’s investigational product(s) including the Study Drug and / or investigational
device and to placebo, comparator drug / device or any other control material as defined in the Protocol.
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“Investigator” is the individual named in item (3) in the introduction to this Agreement, and is the person responsible for the
conduct of the Study at Institution. If a Study is conducted by a team of individuals at an Institution, Investigator is the
responsible leader of the team and may be called the principal investigator.

“Investigator Request Form” (IRF) shall mean the form containing the information that PAREXEL Finance Department requires
from the payee prior to being able to process payments for said payee.

“Medical Records”- means the Study Subjects’ (defined below) primary medical records kept by the Institution, including,
without limitation, treatment entries, X-rays, biopsy reports, ultrasound photographs and other diagnostic images.

“Personal Data” means any information relating to an identified or identifiable natural person; an identifiable person is one who
can be identified, directly or indirectly, in particular by reference to an identification number or to one or more factors specific to
his physical, physiological, mental, economic, cultural or social identity.

“Process” means any operation or set of operations which is performed upon Personal Data, whether or not by automatic means,
such as collection, recording, organization, storage, adaptation or alteration, retrieval, consultation, use, disclosure by
transmission, dissemination or otherwise making available, alignment or combination, blocking, erasure or destruction.

“Reports” means any reports that are required by the applicable regulatory committee to close out the Study.
“Resources” refers to any facilities and equipment that are utilized for the conduct of the Study.

“Services” means the services to be provided by the Institution, the Investigator and/or the Study Personnel under the terms of
this Agreement.

“Study” means the scientific research as defined in the Protocol.

“Study Data” - means all records and reports, other than Medical Records, collected or created pursuant to or prepared in
connection with the Study including, without limitation, reports (e.g., CRFs, data summaries, interim reports and the final report)
required to be delivered to Sponsor pursuant to the Protocol and all records regarding inventories and dispositions of all
Investigational Product.

“Study Instructions” means any written document, other than the Protocol, issued by SPONSOR or CRO that specifically relates
to and references the Study and which provides additional information and/or instructions on how the Institution and Investigator
shall conduct the Study. Study Instructions may be transmitted from SPONSOR or CRO to Institution and/or Investigator by
personal delivery, fax, e-mail, registered post, certified post or courier.

“Study Personnel” means any employees of Institution or Investigator, and/or contractors engaged by Institution or Investigator,
who are involved in performing the Study, including Sub-Investigator(s), Study coordinator(s), and any other contractors, agents
and employees of Institution or Investigator who assist Institution and Investigator with the Study.

“Study Results” refers to any and all Information and any other material and results directly or indirectly arising from or in
connection with the Study, regardless of whether the Study was aimed at yielding the relevant Study Results or whether they are
ancillary in connection with the Study.

“Sub-Investigator” is any individual member of the Study team designated and supervised by the Investigator at Institution to
perform critical trial-related procedures and/or to make important trial-related decisions (e.g., associates, residents, research
fellows).

“Subject” is a person participating in the Study and identified in the signed informed consent form.

“Unpublished Data” - Study Results that is not published, presented or otherwise disclosed in accordance with Section 9 of this
Agreement.
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Exhibit C

Template #1

[INSERT NAME OF PAYEE]
[INSERT ADDRESS]
[INSERT ADDRESS]
[INSERT ADDRESS]

[INSERT VAT NUMBER (if any)]

Issued to: PAREXEL International (IRL) Limited
One Kilmainham Square
Inchicore Road
Kilmainham
Dublin 8
Ireland

Irish VAT Number: IE 3249971HH
Invoice No:

Date:

Protocol Number: || GKGGR
Project Number: || | IR

Site Number: |}

CZK
Services in relation to the carrying out of a clinical trial in the period from [insert
date] to [insert date].

“Reverse Charge”

[Insert exchange rate if invoice is issued in a different currency to contract currency]

Total due
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EXHIBIT D
PROCESSING OF PERSONAL DATA OF PERSONNEL OF INSTITUTION BY SPONSOR AS PART OF
CLINICAL SITE AGREEMENT —

As part of the Study, Merck KgaA Frankfurter Str. 250 64293 Darmstadt, Germany, hereafter "Sponsor" is processing certain
personal data of the Study Personnel of the Institution. This document is providing information to Study Personnel about the
processing of personal data as required by law.

A. CATEGORIES OF DATA COLLECTED AND PURPOSES OF PROCESSING'

Prior to and during the course of the clinical Study, Sponsor will collect Personal Data of Study Personnel. This Personal
Data includes names, contact information and may include, work experience and professional qualifications, publications,
resumes, educational background and information related to potential dual capacity conflict of interest, and payments made
under the agreement with Institution. Sponsor will process such Personal Data for the following purposes:

@) 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
(provided the individual provided consent);

) 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.

B. DATA SHARING
Sponsor may share Personal Data (i) with its service providers that process personal data on its behalf and according to its
instructions, (ii) with collaboration partners and (iii) affiliated companies of the Sponsor's group including collaboration
partners and affiliates established in countries outside of the EU (“Third Countries”) subject to an adequate protection,

especially by the use of Standard Contractual Clauses.

In addition, Personal Data may further be transferred to authorities in Third Countries, for example the U.S. Food and Drug
Administration Authority.

C. RIGHTS OF PERSONNEL

Sponsor will respond to all legitimate requests for information about Personal Data stored and, where applicable, to all
requests to correct, update, or delete Personal Data.

Personnel can also contact Sponsor to object to processing for purposes of A (v) and (vi).

In any of these cases or to request a copy of the Standard Contractual Clauses (if applicable),Study Personnel can contact
Sponsor's data protection officer at || | | | | | | || N o: under the address specified above.

' Legal basis for processing personal data is Art. 6 (1) b) General Data Protection Regulation with the exception of (iv) where Art. 6 (1) a) provides
the legal basis and (v), (vi) and (vii) where Art. 6 (1) f) provides the legal basis.
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EXHIBIT E
Consent to publication of Personal Data on clinical trial registers

I consent to the publication of my Personal Data (title, name, contact details and information
regarding my professional qualifications) 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, study personnel and corresponding study results by Merck
KGaA for the clinical trial

9

I am entitled to withdraw this consent at any time with future effect.

place, date: Signature:
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TATO SMLOUVA se uzavira mezi

(€))] PAREXEL International (IRL) Limited
70 Sir John Rogerson's Quay
Dublin 2
Irsko
(identifikacni Cislo 541507)

(dale jen CRO)
a

2) Fakultni nemocnice Hradec Kralové
Sokolska 581
500 05 Hradec Kralové — Novy Hradec Kralové
Ceska republika
1C: 00179906
DIC: CZ00179906
Zastoupena: prof. MUDr. Vladimirem Palickou, CSc., dr. h. c., feditelem

(déle jen Poskytovatel)

a

3 I
Neurologicka klinika Fakultni nemocnice Hradec Kralové
Sokolska 581
500 05 Hradec Kralové — Novy Hradec Kralové
Ceska republika
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déle jen ZADAVATEL

VZHLEDEM K TOMU, ZE ZADAVATEL je sponzorem multicentrického Klinického hodnoceni zaméfeného na
klinické posouzeni Studijniho 1éCiva a CRO (nebo jeji Sesterskd spolecnost) byla ZADAVATELEM (na zaklade
samostatné pisemné Smlouvy) povéiena, aby pro ZADAVATELE zajistovala vedeni Klinického hodnoceni; a

VZHLEDEM K TOMU, ZE Poskytovatel a Zkousejici se zavazuji poskytnout CRO plnou souéinnost a umoznit CRO
plnit vSechny povinnosti ZADAVATELE v souvislosti s klinickym hodnocenim, v¢etné vykonu vSech prav
ZADAVATELE, kterd ZADAVATELI na zdkladé Platnych zédkont a zdsad spravné klinické praxe piislusi, v rozsahu,
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ve kterém byla CRO ZADAVATELEM k jejich vykonu povéfena, a to ve stejné mite, jako by tyto povinnosti a prava
nélezely ptimo CRO; a

VZHLEDEM K TOMU, ZE Zkousejici je zamé&stnancem Poskytovatele; a

VZHLEDEM K TOMU, ZE Poskytovatel a Zkousejici maji zdjem ztéastnit se Klinického hodnoceni popsaného v
této Smlouve; a

VZHLEDEM K TOMU, Z7e tato Smlouva popisuje spolecné a nerozdilné povinnosti a prdva Poskytovatele a
Zkousejictho a povinnosti a prdva CRO v souvislosti s provadénim tohoto Klinického hodnoceni; a

VZHLEDEM K TOMU, ZE na zikladé této Smlouvy CRO nejedna jako zplnomocnény zistupce ZADAVATELE,
nybrz jako subjekt povéteny ZADAVATELEM k fizeni tohoto Klinického hodnoceni.

1. DEFINICE

Definice pojmu pouzivanych v této Smlouvé jsou uvedeny v Pfiloze B.

2. PROVEDENI KLINICKEHO HODNOCENI

2.1 Poskytovatel se zavazuje a ru¢i CRO za to, Ze umoZni ZkouSejicimu a ostatnim Osobdm podilejicim se na
Klinickém hodnoceni provedeni Klinického hodnoceni u Poskytovatele a soucasné ruci za to, Ze Zkousejici a ostatni Osoby
podilejici se na provadéni Klinického hodnoceni, jsou zaméstnanci Poskytovatele, avSak tcast na Klinickém hodnoceni
nesmi zpusobit zdvazné provozni komplikace.

Predpokladana délka trvani Klinického hodnoceni do [

2.2 Zkousejici souhlasi a ru¢i CRO za to, Ze Klinické hodnoceni provede u Poskytovatele a soucasné ruci za to, Ze je
zaméstnancem Poskytovatele. ZkousSejici je povinen osobné dohliZet nad provadénim Klinického hodnoceni ostatnimi Cleny
tymu provad¢jictho klinické hodnoceni, a to v mife stanovené Protokolem a Platnymi zdkony. Poskytovatel a ZkousSejici se
zavazuji neprodlené a s predstihem informovat Zadavatele a CRO v piipad€, kdy Zkousejici hodla odejit od Poskytovatele
nebo se stane z jakéhokoli divodu nezpusobilym dale provadét Klinické hodnoceni. Jmenovani nového Zkousejiciho
podléha predchozimu souhlasu zadavatele a CRO.

23 Zkousejici a Poskytovatel berou na védomi a souhlasi, Z2 ZADAVATEL je sponzorem Klinického hodnoceni a z
tohoto titulu je pro ucely této Smlouvy povazovan za tfeti smluvni stranu této Smlouvy, rovnéZ vzhledem k tomu, Ze
ZADAVATEL na CRO pievadi vSechny své povinnosti tykajici se Klinického hodnoceni, v souladu se zdsadami spravné
klinické praxe Mezindrodni konference pro harmonizaci (ICH-GCP), ¢lanek 5.2.1 Kromé shora uvedeného, souhlasi
Zkousejici a Poskytovatel s tim, Ze CRO mize Zadavateli pifeddvat jakoukoli informaci a/nebo dokumenty tykajici se této
Smlouvy a/nebo ucasti Zkousejictho ¢i Poskytovatele v Klinickém hodnoceni (véetn€é, mimo jiné vSech hlaSeni, jinych
dokumentl nebo materiald, které Zkousejici a/nebo Poskytovatel na zdkladé této Smlouvy poskytli CRO). Veskeré odkazy
na ZADAVATELE v této Smlouvé (jak v souvislosti s pfeddvanim informaci, poddvanim Zadost{, finanénimi podminkami ¢i
jinak) tak vychdzi ze shora uvedeného statutu ZADAVATELE dle Platnych zdkond a zasad spravné klinické praxe a
ZkousSejici a Poskytovatel toto berou na védomi. ZkousSejici a Poskytovatel se zavazuji poskytnout CRO plnou soucinnost v
souvislosti s pozadavky tykajicich se ZADAVATELE.

24. ZkouSejici a Poskytovatel berou na vé€domi, Ze CRO je pifjemcem sluzeb popsanych v této Smlouvé a pro
odstranéni vSech pochybnosti plati, Ze ZADAVATEL neni pfijemcem sluZeb popsanych v této Smlouvé.

2.5 Poskytovatel a Zkousejici se dédle vic¢i CRO vyslovné zavazuji (a ru¢i v tomto sméru i za ostatni Osoby provadéjici
Klinické hodnoceni) provadét Klinické hodnoceni odbornym, u€innym a fadnym zpusobem, v piisném souladu s
ustanovenim této Smlouvy, Protokolu, v¢etné vSech jeho budoucich dodatkt, konkrétnich pokynt pro provadéni Klinického
hodnoceni, vSech Platnych zdkonil, vSech poZadavkd Poskytovatele nebo centra a vSemi ostatnimi profesnimi piedpisy a
normami, které se vztahuji na dané odbornosti, ve kterych provadi svou ¢innost. Poskytovatel, ZkouSejici ani ¢lenové tymu
provadgjictho Klinické hodnoceni se nesmi v souvislosti s Klinickym hodnocenim dopustit nedbalosti nebo dmyslného
pochybeni. Poskytovatel, Zkousejici ani Zadny ¢len tymu provadéjiciho Klinické hodnoceni nesmi Zadné osobé (vcetné
Subjektti hodnoceni) poskytnout jakékoli neopravnéné zaruky tykajici se pfipravku, ktery je v radmci Klinického hodnocen{
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testovdn. Poskytovatel a Zkousejici pfijimaji odpovédnost za ¢iny a opomenuti vSech Osob, které se podili na provadéni
Klinického hodnoceni.

2.6 CRO a ZADAVATEL jsou povinni pfed zahdjenim Klinického hodnoceni ziskat pisemny souhlas pfislusné Etické
komise a ptedat schvalovaci dopis Etické komise/Kontrolni komise Poskytovatele Zkousejicimu.

2.7 Pokud je to vyZadovdno platnymi zdkony, CRO se zavazuje provddét nebo zajistit, aby ZADAVATEL provedl
veskerda nezbytnd podani nebo ozndmeni regulacnim tufadim. Klinické hodnoceni nesmi byt zahdjeno, dokud CRO
Zkousejictho neinformuje o ziskdni vSech potiebnych povoleni.

2.8 Pfed zatfazenim subjektu hodnoceni do Klinického hodnoceni je ZkouSejici povinen ziskat pfedchozi pisemny
informovany souhlas doty¢ného subjektu hodnoceni s jeho tcasti v Klinickém hodnoceni a také souhlas se zpracovanim jeho
osobnich udajt, véetné jejich piipadného zvefejnéni, prevodu a zpracovani v souladu s ustanovenim Protokolu a Platnych
zakont, véetné, zejména zdkonl na ochranu osobnich ddaji. Pisemny informovany souhlas kazdého jednotlivého subjektu
hodnoceni musi byt ve formatu pfedepsaném protokolem a platnymi zdkony a musi byt pfedem schvaleny a pfedany CRO a
ZADAVATELEM. Zadavatel, piipadné¢ CRO se zavazuji, Ze budou v¢asné informovat Poskytovatele a Zkousejiciho o nové
schvalenych dokumentech ke Klinickému hodnoceni.

29 Zkousejici se zavazuje do Klinického hodnoceni zafadit fddné zputsobilé subjekty hodnoceni (v souladu s
ustanovenim Protokolu), a to dle ustanoveni Piflohy A a zavazuje se tento ndbor provést v souladu s casovym
harmonogramem uvedenym v Pfiloze A. Bez ohledu na vySe uvedené ZkouSejici souhlasi, Ze zadavate]l a CRO mohou
jednostranné kdykoli zménit pocet Subjekti hodnoceni, které Zkousejici do Klinického hodnoceni mizZe zafadit a/nebo
casovy harmonogram néboru, a to prostiednictvim vydani piislusného pokynu ke Klinickému hodnoceni.

2,10  Zkousejici a Poskytovatel zajisti neprodleny, tplny a pfesny odbér, zaznamendvani a tiidéni Zdravotnickych
zdznamt, Vysledkd Klinického hodnoceni a vSech klinickych dodavek, vybaveni a Studijniho léciva poskytnutého
ZADAVATELEM nebo CRO nebo jejich Sesterskymi spole¢nostmi a zavazuji se tyto materidly uchovavat v souladu s
ustanovenim Protokolu nebo Pokyny k provadéni Klinického hodnoceni a v souladu s Platnymi zdkony.

Poskytovatel a Zkousejici jsou povinni:

(i) uchovéavat a archivovat lékafské zaznamy a data z Klinického hodnoceni bezpe¢nym zptusobem, zaloZenym
na fyzickém i elektronickém omezeni piistupu osob. Tyto zdznamy musi byt archivovdny a uchovavany s
vyuzitim vhodnych technologii pro dany formdt dat v souladu s ustanovenim Platnych zdkond, piedpist a
oborovych standardui; a

(ii) chranit 1ékatské zdznamy a Vysledky Klinického hodnoceni pfed neopravnénym pouZitim, piistupem,
duplikovanim a zvefejnénim. Na zdkladé pokynu Zadavatele nebo CRO, se Poskytovatel a ZkousSejici
zavazuji zaznamenat Vysledky Klinického hodnoceni do elektronického systému poskytnutého Zadavatelem,
CRO nebo jejich opravnénymi zastupci, a to v souladu s pokyny Zadavatele pro elektronické zadavani tdaju.
Poskytovatel a Zkousejici jsou povinni zabranit neopravnénému piistupu k vysledktim Klinického hodnocent,
a to fyzickym zabezpeéenim elektronickych systému a zajisténim toho, aby Osoby podilejici se na provadéni
Klinického hodnoceni zachovdvali mlcenlivost o svych pfistupovych tdajich a heslech. ZkousSejici se
zavazuje shromdzdit vSechny Vysledky Klinického hodnoceni ze vSech lékafskych zdznamu pted jejich
zapsanim do eCRF/CRF. Poskytovatel a ZkousSejici se zavazuji zajistit neprodlené vyplnéni eCRF/CRF; a

(iii) pfijmout opatfeni k zabranéni ndhodného nebo predcasného zniceni ¢i likvidace téchto dokumentt, a to na
dobu uvedenou v této Smlouve.

2.10 a) Lékaiské zdznamy a Udaje z Klinického hodnoceni musi byt uchovdvany nejméné dvacet pét (25) let od
ukoncovaci navstévy Klinického hodnoceni u Poskytovatele nebo po dobu piedepsanou platnymi zdkony, podle toho,
které z téchto obdobi je delsi. V souladu s povinnostmi Zadavatele, které predepisuji zdsady spravné klinické praxe
Mezinarodni konference pro harmonizaci (ICH GCP) je Zadavatel povinen pisemné ozndmit Poskytovateli, pokud jesté
ptred uplynutim sjednané doby uchovévani téchto dokumentd nebude jiz dalsi uchovavani 1ékaiskych zdznami a Gdaji z
Klinického hodnoceni nadédle vyzadovadno. Poskytovatel provede bezplatnou archivaci 5 let v souladu se zdkonem ¢.
378/2007 Sb., a na dalSich 20 let provede zpoplatnénou archivaci — || | | | QJJEEN N2 zpoplatnénou archivaci bude
vystavena faktura po podpisu smlouvy.
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Zadavatel v predstihu 6 mésicti od konce zpoplatnéné archivace oznami Poskytovateli, Ze trva na dalsi archivaci a uhrad{
ndklady s tim spojené.

V piipad¢, Ze ve shora uvedené lhtuté Zadavatel nesd€li pozadavek na dalsi archivaci ¢i neuhradi poplatek na dalsi
archivaci, ma se za to, Ze je Poskytovatel opravnén k likvidaci vSech archivovanych dokumentt Klinického hodnoceni.

V piipadé, Ze Poskytovatel bude z jakéhokoli diivodu uzavien nebo neschopen nadéle uchovévat tyto zdznamy, musi o
této skuteCnosti pisemné informovat Zadavatele, a to nejméné Sedesit (60) dni pfedem a dodrZet piislusné pokyny
Zadavatele ohledné ptevodu téchto Udaji z Klinického hodnoceni. Veskeré dotazy a Zadosti ohledn& uchovévani
zdznamii mohou byt b&hem doby uchovavani zasiliny na e-mailovou adresu || GGG -«
Poskytovatel neni za 7idnych okolnosti opravnén zlikvidovat nebo povolit likvidaci Udajii z Klinického hodnoceni pred
uplynutim minimélni doby uchovévani, jak je vySe uvedena, pokud k tomu neobdrZi pfedchozi vyslovny pisemny pokyn
od Zadavatele.

2.10b) Pokud ZkouSejici prfestane byt zaméstnancem  Poskytovatele, bude odpovédnost za uchovavani
zdravotnickych zaznamt a vysledkd Klinického hodnoceni stanovena v souladu s ustanovenim Platnych zakoni, ale
Poskytovatel v Zddném piipad¢ nebude zbaven svych povinnosti uchovévat zdravotnické zdznamy a Vysledky Klinického
hodnoceni vyplyvajicich z ustanoveni této Smlouvy.

2.10¢) Poskytovatel si zachovavd vlastnickd prava ke zdravotnickym zaznamim Lékaiské zaznamy Subjektl
hodnoceni jsou bez ohledu na Klinické hodnoceni uchovdvany u Poskytovatele a Zadavatel bere na védomi, Ze tyto
zdznamy nejsou vlastnictvim Zadavatele, avSak Poskytovatel se zavazuje zpfistupnit tyto materidly CRO a
ZADAVATELI za ti¢elem provedeni jejich kontroly, v rozsahu a v souladu se zdkony Ceské republiky a v souladu
s informovanym souhlasem subjekti hodnoceni. Poskytovatel a ZkousSejici timto na Zadavatele prevadi veSkerd sva
prava, vcetn¢ vlastnickych prava a podilii a prav duSevniho vlastnictvi ke vSem dGvérnymi informacim (ve smyslu
definovaném niZe). Pro vylougeni pochybnosti plati, Ze Vysledky Klinického hodnoceni a Udaje z Klinického hodnoceni
jsou a za vsech okolnost{ ziistdvaji vyhradnim vlastnictvim Zadavatele nebo tfeti strany, kterou Zadavatel urci. S ohledem
na ustanoveni Platnych zdkonl a pfedpisti je Zadavatel vyhradnim vlastnikem vSech biologickych vzorkt (dédle jen
"Vzorky"). Poskytovatel se zavazuje shromaZd’ovat, uchovavat, analyzovat a pouZivat tyto Vzorky vyhradné v souladu s
ustanovenim Protokolu a zpasobem, ktery je v souladu s informovanym souhlasem. Po dokonceni nebo pfedcasném
ukonceni Klinického hodnoceni nebo kdykoli diive na zdklad¢ Zadosti Zadavatele, se Poskytovatel a ZkouSejici zavazuji,
podle pokynu Zadavatele, bud’ vratit vSechny Vzorky Zadavateli nebo tyto Vzorky zlikvidovat v souladu s pokyny
Zadavatele a Platnych zakont a piedpist.

2.11 Poskytovatel a Zkousejici prohlasuji, Ze nemaji v soucasné dobé uzavienou zadnou smlouvu ¢i zavazek, kterd by
mohly negativné ovlivnit plnéni povinnosti viici CRO nebo ZADAVATELLI, na zdklad¢ této Smlouvy a soucasné se zavazuji
po celou dobu priibéhu Klinického hodnoceni Zadnou takovou smlouvu neuzaviit ani Zadny takovy zdvazek nepfijmout.
Zkousejici ruéi za to, Ze Zadny z ¢lenti tymu provadéjiciho Klinické hodnoceni nemd v soucasné uzavienou zadnou smlouvu
ani zdvazek, které by mohly negativné ovlivnit plnéni povinnosti vii¢ci ZADAVATELI nebo CRO, na zaklad¢ této Smlouvy a
soucasné se zavazuje zajistit, Ze Zadna z Osob, podilejicich se na provadéni Klinického hodnoceni v jeho pribéhu takovou
smlouvu neuzavfe ani Zadny takovy zdvazek nepfijme.

2.12 Poskytovatel a ZkousSejici berou na védomi a stvrzuji, Ze jim byly poskytnuty dostatecné informace o jejich piipadné
ucasti na Klinickém hodnoceni. Zkousejici déle ru¢i: (i) za predani vSech relevantnich informaci vSem clenim tymu
provédéjictho Klinické hodnoceni, ktefi tyto informace potfebuji k fddnému plnéni svych povinnosti v rdmci Klinického
hodnocent; a (ii) za to, Ze si vSichni ¢lenové tymu provadéjiciho Klinické hodnoceni tyto informace pifecetli a porozuméli jim.

2.13 Poskytovatel se zavazuje po celou dobu trvani Klinického hodnoceni mit k dispozici v§echny nezbytné pomticky a
zdroje pro fadné provedeni Klinického hodnoceni a poskytnout je ¢lenim tymu, ktery Klinické hodnoceni provadi.
ZkousSejici je povinen zajistit a celou dobu trvani Klinického hodnoceni mit k dispozici pro dokonceni Klinického hodnoceni
odpovidajici tym Osob podilejicich se na provddéni Klinického hodnoceni. Poskytovatel a ZkouSejici jsou povinni
neprodlen¢ pisemné¢ informovat CRO (a soucasné tuto informaci odeslat elektronickou postou) o vSech zménéch, které maji
vliv na dostupnost zdroji a/nebo Osob podilejicich se na provadéni Klinického hodnoceni.
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2.14 Protokol, véetn¢ jeho zmén a dodatkd, tvoii odkazem nedilnou soucdst 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 piipadech plati ustanoveni Smlouvy.

2.15 Poskytovatel a ZkouSejici berou na védomi a souhlasi s tim, Ze pokud je né&kterd z Osob, provad&jicich Klinické
hodnoceni statnim zaméstnancem, Gfednikem a/nebo zastava jakoukoli funkci v organech statni spravy, miZe byt tato informace
pfeddna ZADAVATELI a soucasné berou na védomi a souhlasi s tim, Ze informace o veSkerych odméendch, které takova osoba
zisk4 v souvislosti s provadénim Klinického hodnoceni, mohou byt ptfeddny Poskytovateli.

2.16 Poskytovatel a ZkouSejici ru¢i za to, Ze ani Poskytovatel, ani ZkouSejici ¢i jakykoli jiny clen tymu
provadéjiciho Klinické hodnoceni nejsou ufedniky, zdstupci €i predstaviteli orgdnti stitni sprdvy, politickych stran ¢i
mezindrodnich organizaci, ve kterych by mohli mit pravomoc nezdkonné¢ pomdhat CRO a ZADAVATELI k ziskani
konkuren¢nich vyhod. Poskytovatel a Zkousejici dale ruci za to, Ze ani Poskytovatel, ani Zkousejici ¢i jakykoli ¢len tymu
provadéjici Klinické hodnoceni nesmi piimo ¢i nepiimo vyplatit Zddnou financni ¢i jinou odménu (ddle jen "Vyplata") statnim
ufedniklim, pfedstavitelim politickych stran, predstavitelim zahrani¢nich organizaci, kandidatim na politické funkce,
predstavitelim jinych firem ¢i osobdm jednajicim ve jménu shora uvedenych organt (déle jen v textu souhrnn¢ oznacovani jako
"ufednici"), pokud by takova vyplata byla v rozporu s platnymi zdkony, véetné mimo jiné Zakona USA o korup¢nich praktikach v
zahrani¢i. Poskytovatel, Zkousejici ani zadny z ¢lenti tymu provadéjiciho klinické hodnoceni nesmi v Zddném piipadé piimo ¢i
nepiimo vyplatit Zddnou finan¢ni ¢i nefinanéni odménu Zddnému tfednikovi, pokud je smyslem vyplaty této odmeény ovlivnéni
rozhodnuti nebo poskytnuti jakéhokoli jiného plnéni v souvislosti s pfedmétem této Smlouvy nebo v souvislosti s jakymkoli
aspektem podnikdni CRO nebo ZADAVATELE. Poskytovatel a Zkousejici se zavazuji neprodlené informovat CRO o pfipadném
poruseni shora uvedenych ustanoveni a rovnéz se zavazuji fadné odpovidat na jakékoli dotazy CRO ohledn¢ piipadného poruseni
shora uvedenych ustanoveni a zpiistupnit CRO a/nebo ZADAVATELI na jejich zZadost pfislusné zdznamy. Na zaklad¢ Zadosti
CRO se Poskytovatel a Zkousejici zavazuji neprodlené pisemné potvrdit, Ze stdle dodrzuji (a téZ Ze vSichni ¢lenové tymu
provad¢jiciho Klinické hodnoceni dodrzuji) vSechny zaruky a ustanoveni tohoto ¢lanku 2.16.

217 Pokud CRO nebo ZADAVATEL pozadaji Poskytovatele a/mebo Zkousejicho o nakoupeni na trhu
dostupnych/srovndvacich 1éCiv, zavazuje se CRO tento ndkup Poskytovateli a Zkousejicimu uhradit v souladu s ustanovenim
Ptilohy A. Poskytovatel a ZkouSejici ruci za to, Ze budou nakupovat pouze takova 1éCiva, kterd spliuji ustanoveni Protokolu.

2.18 Nezadouci reakce

Zkousejici je povinen neprodleng hlasit vyskyt nezddoucich reakci a zdvaznych nezddoucich reakci v souladu s ustanovenim
Protokolu a Platnych zdkont a piedpisi. Zkousejici a Poskytovatel se zavazuji poskytnout Zadavateli soucinnost v jeho udsili
ohledné¢ dalsiho sledovani nezddoucich reakci. Poskytovatel a Zkousejici se zavazuji plnit oznamovaci povinnosti vici Etické
komisi.

Zadavatel je povinen neprodlené ozndmit Poskytovateli, Zkousejicimu, Etické komisi Poskytovatele a CRO veskeré
informace, které by mohly ovlivnit bezpecnost tcastnikd Klinického hodnoceni, jejich ochotu pokracovat ve své ticasti na
Klinickém hodnoceni nebo vést k prehodnoceni souhlasu kontrolni komise Poskytovatele /etické komise s provedenim
Klinického hodnocent.

2.19 PouZivani a vraceni Hodnoceného ptipravku a Vybaveni
ZADAVATEL nebo jim urCeny zdstupce se zavazuji zajistit fddné a vcasné dodavky Studijniho 1éCiva nutné pro fadné
provedeni Klinického hodnoceni.

2.20 Studijni 1éCivo bude zdarma doddvano do 1ékarny Poskytovatele. Poskytovatel se timto zavazuje zajistit uskladnéni
Studijniho 1é€iva oddélen€ od ostatnich 1é¢iv v 1ékdrné a provadét piipravu, kontrolu a distribuci Studijniho 1é¢iva (déle jen
"Manipulace se Studijnim 1é¢ivem") v souladu s ustanovenim Protokolu, pokynt pro provadéni Klinického hodnoceni,
Platnych zdkonl a v souladu se vSemi ustanovenimi a podminkami Smérnice LEK-12 Statniho tdstavu pro kontrolu 1éciv
(SUKL). Doddvky hodnoceného 1é&ivého piipravku se budou uskute&iiovat v Po-P4 od 7.00 h do 14.00 h do budovy
nemocniéni 1ékarny.

Poskytovatel se zavazuje jmenovat jednoho nebo vice zastupcti, ktefi splituji kvalifikacni poZadavky na vykon povolani
farmaceuta nebo farmaceutického asistenta ve smyslu ustanoveni Platnych zdkont. Tito zdstupci budou odpovédni za
manipulaci se studijnim 1é¢ivem a za vedeni souvisejicich zdznamti a dokumentace. Thned po jmenovéani tohoto
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zastupce/zastupct, oznami Poskytovatel CRO pisemné jméno a piijmeni povéfené osoby (povéfenych osob), spolu s
piislu$nymi kontaktnimi informacemi.

Zkousejici se zavazuje odebirat studijni 1é¢ivo z 1ékarny Poskytovatele v souladu s Protokolem, a to v ddvkovani potfebném
pro kazdou jednotlivou navstévu subjektu hodnocenti.

Poskytovatel se zavazuje na zdkladé zddosti ZADAVATELE nebo CRO provést/zajistit bezpec¢nou likvidaci nevyuzitého
Studijniho 1é¢iva (jako nebezpecny odpad) na vyhradni ndklady ZADAVATELE v souladu s ustanovenim Platnych zékon.
Poskytovatel a ZkouSejici se zavazuji dodrZzovat vSechny Platné zdkony a ptedpisy, které se tykaji manipulace a likvidace
Hodnoceného ptipravku a také veskeré pokyny CRO nebo Zadavatele, které nejsou s témito zdkony a ptedpisy v rozporu.
Zadavatel, CRO nebo opravnény zdstupce Zadavatele/CRO mohou Poskytovateli nebo Zkousejicimu poskytnout vybaveni
pro pouziti v souvislosti s provadénim Klinického hodnoceni nebo zpracovdvanim vykazti z Klinického hodnoceni.
Zkousejici a/nebo Poskytovatel mohou toto Vybaveni pouZzivat vyluéné pro dcely tohoto Klinického hodnoceni (a na zdkladé
predchoziho souhlasu Zadavatele téZ pripadné i pro dalsi Klinicky hodnoceni Zadavatele provadéna u Poskytovatele).
Veskeré vybaveni a materidly zlstavaji vyhradnim vlastnictvim Zadavatele, CRO nebo opravnénych zastupcti Zadavatele. Po
ukonceni Klinického hodnoceni nebo diive, dle rozhodnuti CRO nebo Zadavatele, se Poskytovatel zavazuje zajistit vraceni
veskerého vybaveni a materidlti Zadavateli/CRO na misto ur¢ené CRO nebo Zadavatelem, a to na ndklady Zadavatele. Pokud
bude poskytovateli doddno jakékoliv vybaveni, bude na n¢j sepsdna samostatnd smlouva o vypujcce.

2.21 Po ukonéeni Klinického hodnoceni, zhruba 12 mésici po uskuteénéni posledni ndvstévy posledniho Subjektu
hodnoceni v rdmci celého Klinického hodnoceni, vypracuje Zadavatel souhrn vSech Vysledku Klinického hodnocent, které
budou sdileny se Subjekty hodnoceni. Tento souhrn bude vypracovan tak, Ze technické vysledky budou ptfevedeny do
jednoduse srozumitelného jazyka. Zadavatel projednd s Poskytovatelem a/nebo ZkousSejicim pocet poZzadovanych kopii a
prekladt. Na zdkladé informaci poskytnutych Poskytovatelem a/nebo Zkousejicim, odesle Zadavatel postou Poskytovateli
a/nebo Zkousejicimu souhrny Vysledkti Klinického hodnoceni. Zkousejici nebo jeho zastupce jsou odpovédni za odeslani
souhrnu vysledki Klinického hodnoceni Subjektim hodnoceni postou nebo jim je mohou piedat pfimo osobné.

3. ZPRAVY, MONITORING A SPOLUPRACE

31 Zkousejici se zavazuje pfedat CRO (a CRO m4 pravo toto na zdkladé¢ této Smlouvy vyZadovat), vyplnéné zdznamy
Subjektu hodnoceni (eCRF nebo CRF) z Klinického hodnoceni, a to v pfiméfené ¢asové lhite a v souladu s pokyny pro
provadéni Klinického hodnoceni. Zkousejici ruci za to, Ze vSechny zaznamy Subjektl hodnoceni (dokumenty eCRF nebo
CRF) jsou pravdivé, pfesné a tadné vyplnény a Ze jsou vérnym odrazem skute¢nych vysledkt Klinického hodnoceni.
Poskytovatel a ZkousSejici se rovnéZz zavazuji pfedat CRO kopie vSech Zprdv, vcetn€é vSech aktualizaci a zmén, které si
vyZadala etickd komise.

3.2 Poskytovatel a Zkousejici se zavazuji poskytnout CRO plnou soucinnost, tGcastnit se schiizek se zastupci CRO nebo
subjekty, které CRO k tomuto tcelu zmocni, a to v terminech stanovenych na zdkladé vzdjemné dohody a v souladu s
c¢asovym harmonogramem monitorovacich navstév, ktery je uvedeny v pokynech k provadéni Klinického hodnoceni.
Poskytovatel a Zkousejici se dédle zavazuji umoZnit CRO pfistup do svych prostor za tcelem provedeni kontroly vSech
zaznamu tykajicich se Klinického hodnoceni, véetné zdravotni dokumentace pacienti (Subjekti hodnoceni) a vcetné veskeré
dal3i dokumentace a dokumentt, které si CRO muZe na zdkladé svého vlastniho uvazeni, a také pro ostatni tcely souvisejici
s provadénim Klinického hodnoceni, které CRO povaZzuje za nezbytné nebo které slouZi pro sledovani dodrzovani ustanoveni
této Smlouvy. ZkouSejici se zavazuje zajistit, aby vSichni ¢lenové tymu provadéjictho Klinické hodnoceni poskytli CRO
plnou soucinnost a ucastnili se schizek se zaméstnanci CRO nebo osobami poveéfenymi CRO tak jak je uvedeno v
pfedchozim odstavci.

4. AUDITY A KONTROLA ORGANU STATNIHO DOZORU

4.1 Poskytovatel a ZkousSejici se zavazuji poskytnout ZADAVATELI a/nebo CRO plnou soucinnost pii auditech a
kontroldch tykajicich se Klinického hodnoceni, provddénych bé&hem Klinického hodnoceni nebo po jeho ukonceni
ZADAVATELEM a/nebo CRO. Poskytovatel a ZkouSejici se zavazuji umoznit ZADAVATELI, CRO, stitnim dfadiim
a/nebo orgdnim statnitho dozoru, véetné mimo jiné Utadu USA pro kontrolu 1&iv a potravin (FDA - U.S. Food and Drug
Administration), pfistup ke zdrojim a prostfedkiim uZivanym k plnén{ tkonil v rdmci Klinického hodnoceni a poskytnout jim
vSechny pozadované dokumenty a dalsi jimi pozadované informace.

I /- Il ostitution PICSA J20180611_1.0

Page 33 of 56



4.2 V pfipadé, Ze béhem auditu nebo kontroly ze strany organti stitniho dozoru bude zjisténo poruseni ustanoveni této
Smlouvy ze strany Poskytovatele nebo Zkousejiciho (nebo nedodrzeni ustanoveni této Smlouvy ze strany kteréhokoli jiného
¢lena tymu provadéjiciho klinické hodnoceni), maji ZADAVATEL a/nebo CRO pravo tuto Smlouvu vypovédét v souladu s
ustanovenim ¢lanku 16.1 (a).

4.3 Poskytovatel a ZkousSejici se zavazuji neprodlené telefonicky, e-mailem nebo faxem informovat CRO v piipadé, kdy
statni dfad nebo orgdn stitniho dozoru, véetnd mimo jiné Stitniho dstavu pro kontrolu 1é¢iv (SUKL) naiidi provedeni
kontroly v prostorich Poskytovatele nebo takovou kontrolu zahdji. Poskytovatel a ZkouSejici se zavazuji umoZnit
ZADAVATELI a CRO ucast pfi téchto kontroldch a zavazuji se poskytnout ZADAVATELI a CRO kopie vSech materiald,

korespondence, prohlaseni, formulata a zaznami, které Poskytovatel a/nebo Zkousejici obdrzi, ziska nebo vytvoii na zakladé
nebo v souvislosti s kontrolou.

5. ZVEREJNOVANI FINANCNICH INFORMA CI

51 Béhem provadéni Klinického hodnoceni a jeden (1) rok po jeho dokonceni jsou Zkousejici a Poskytovatel povinni
vypliovat a provadét aktualizaci formuldid, potvrzeni a informaci o jeho finan¢nich zdjmech na firmé ZADAVATELE
a/nebo na Studijnim 1é¢ivu, které ZADAVATEL nebo organy stitntho dozoru v této souvislosti vyzaduji. ZkousSejici a
Poskytovatel jsou rovnéZ povinni zajistit, aby stejn¢ tak €inili i piipadni Spoluzkousejici a ¢lenové tymu provadéjiciho toto
Klinické hodnoceni. Poskytovatel a Zkousejici souhlasi, a Poskytovatel se zavazuje zajistit souhlas vSech spoluzkousejicich
a Osob podilejicich se na provadéni Klinického hodnoceni s tim, Ze vyplnéné formuldfe a dokumenty mohou podléhat
kontrole ze strany stitnich Gfadd ¢i orgdnt statniho dozoru, Zadavatele, CRO, jejich Sesterskych spole¢nosti a zastupct a
Poskytovatel s touto kontrolou souhlasi.

Poskytovatel a Zkousejici déle souhlasi a Poskytovatel se dile zavazuje zajistit souhlas vSech spoluzkousejicich a Osob
podilejicich se na provadéni Klinického hodnoceni, s pfevodem finan¢nich informaci do statu, ve kterém Zadavatel sidli a

také do Spojenych statti americkych.

Predpoklddand maximalni hodnota plnéni 2 508 726 K¢.

6. DUVERNE INFORMACE

6.1 Poskytovatel a Zkousejici berou na védomi a souhlasi s tim, Ze v§echny diavérné 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 sd€lovany Zaddnym tfetim strandm (s vyjimkou
ZADAVATELE). Poskytovatel a Zkousejici se dale zavazuji pouZzivat divérné informace vyhradné pro tdcely plnéni
ustanoveni této Smlouvy, pokud nen{ v této Smlouvé pro konkrétni piipady uvedeno jinak.

6.2 Poskytovatel a Zkousejici mohou divérné informace ptredavat pouze (a) Clenim tymu provadéjictho Klinické
hodnoceni nebo ostatnim zaméstnancum ¢i pracovnikiim, ktefi musi mit k témto informacim piistup za ucelem plnéni
ustanoveni této Smlouvy, za predpokladu, Ze pted preddnim téchto informaci Poskytovatel a/nebo Zkousejici pisemn¢ zavazi
tyto Cleny tymu provadéjictho 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 ptfedepisuje tato
Smlouva ohledné vyuZzivani téchto divérnych informaci vylucné pro dcely plnéni jejich ustanoveni; (b) piislusné etické
komisi, kterd md provadéni Klinického hodnoceni u Poskytovatele na starosti a (¢) Stitnimu dstavu pro kontrolu lé¢iv
(SUKL).

6.3 Vsechna ustanoveni této Smlouvy, véetné mimo jiné ustanoveni tykajici se financovéni a finan¢nich podminek, jsou
divérnymi informacemi zadavatele a CRO a Poskytovatel a Zkousejici jsou povinni s témito informacemi nakladat v souladu
s ustanovenim shora uvedeného ¢lanku 6.1. Nicméné pokud Poskytovatel nebo Zkousejici maji dle Platnych zdkont
povinnost poskytnout diveérné informace tietimu subjektu, mohou tak ucinit bez poruseni svych povinnosti dle tohoto ¢lanku
této Smlouvy za piedpokladu, ze pied poskytnutim téchto informaci pisemné sdéli CRO, které duveérné informace budou
danému subjektu poskytnuty, uvedou divod jejich poskytnuti a datum kdy budou poskytnuty.

6.4 Z4dné z ustanoveni této Smlouvy neomezuje pravo smluvnich stran této Smlouvy pouZivat, predavat &i jakymkoli
jinym zptsobem naklddat s Divérnymi informacemi, které v dobé¢ jejich ziskani:
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(a) byly vSeobecn¢ vefejné zndmé nebo se stanou vefejné zndmymi bez ptispéni smluvnf strany kterd tyto daveérné
informace obdrzela; nebo

(b) strana, ktera tyto informace obdrZela, jiZ znala z diiv&jska a miZe to prikaznym zpisobem dokazat; nebo
(c) strana, kterd tyto informace obdrzela, jiz dfive zdkonnym zptisobem ziskala od jiné tfeti strany, ktera neni

véazana povinnosti ml¢enlivosti ve vztahu k témto divérnym informacim.

7. PRAVA K INFORMACIM A HODNOCENEMU PRIPRAVKU

71 Vsechny informace a hodnocené piipravky poskytnuté Poskytovateli a/nebo ZkousSejicimu pro ucely tohoto
Klinického hodnoceni jsou a zlstdvaji vlastnictvim Zadavatele. Poskytovatel, Zkousejici a Osoby podilejici se na provadéni
Klinického hodnoceni neziskavaji v dasledku poskytnuti plnéni dle této Smlouvy ¢i jinak k hodnocenym pfipravkim a
informacim Z4dna prava.

7.2 Poskytovatel a Zkousejici se zavazuji po celou dobu provadéni Klinického hodnoceni predavat veskeré informace,
nevyuzité hodnocené piipravky a klinické vzorky ZADAVATELI, CRO nebo jimi ur¢enym osobdm, a to ve lhutach
uvedenych v Protokolu nebo pokynech pro provadéni Klinického hodnoceni. V kazdém ptipad€ musi byt vSechny informace,
nevyuZité hodnoceni pfipravky a klinické vzorky vraceny nejpozdéji do deseti (10) pracovnich dni od (i) data ukonceni
platnosti této Smlouvy; nebo (ii) data kdy si ZADAVATEL nebo CRO vyZidali pfedani téchto informaci, nevyuZitych
hodnocenych ptipravki a klinickych vzorkd.

7.3 ZADAVATEL smi vyuZivat (vCetné publikovani) Informace a Vysledky Klinického hodnoceni jakymkoli

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

8. ZVEREJNENI, POUZIVANI NAZVU, REGISTRY A PODAVANI ZPRAV

Z4dné ze Smluvnich stran této Smlouvy nesmi pouZivat nizev, loga, symboly, obchodni zndmky ¢&i grafiky druhé Smluvni
strany ani Zadavatele v reklamé, publikacich ¢i propagacnich aktivitich bez piedchoziho pisemného souhlasu dotéené
Smluvni strany, s vyjimkou pro Zadavatele a CRO, ktefi smi pouZit ndzev Poskytovatele a jméno Zkousejiciho v publikacich
tykajicich se Klinického hodnoceni a v dalsi komunikaci, véetné zvefejnéni na webovych strankéch klinickych hodnocenich
nebo ve zpravodajich ke Klinickému hodnoceni. Zadavatel zaregistruje Klinické hodnoceni do vefejného registru klinickych
hodnoceni, v souladu s platnymi zdkony a predpisy a zvefejni Vysledky Klinického hodnoceni v souladu s terminy a
pozadavky Platnych zdkont a predpist.

9. PUBLIKOVANI

9.1 Publikovéni a zvefejnéni

V souladu s pozadavky tohoto Clanku 9 (v&etng, mimo jiné, Gasovych omezeni pro "Multicentrické publikovani”" (Clanek
9.2), ustanoveni Clanku 9.3 ("Davérnost nepublikovanych tdaji"), maji Poskytovatel a ZkouSejici pravo zveiejnit nebo
prezentovat Vysledky Klinického hodnoceni ziskané z jejich vlastni Cinnosti provadéné na zaklade této Smlouvy. VSechny
navrhované publikace nebo prezentace musi odpovidat védeckym oborovym normém, jejichZ dodrZeni musi byt zajisténo: (i)
uplatiiovdnim téch nejpiisnéjSich oborovych norem, véetné, mimo jiné Zasad spravné praxe pro publikovédni a doporuceni
pro vedeni, oznamovani, ipravu a publikaci odbornych praci v 1ékaiskych casopisech Mezinarodni komise vydavateld
lékatskych casopisi (ICMJE) v aktudlné platném znéni; a (ii) publikovanim vysledkt Klinického hodnoceni az poté co bude
nejprve zvetejnéna primarni zdrojovy publikace Zadavatele. Navic Poskytovatel a ZkouSejici souhlasi s tim, Ze nejprve
predloZi navrhovanou publikaci ¢i prezentaci ke schvédleni Vedoucimu pro globdlni 1ékarské publikace Zadavatele,

emailova adresa: [

a to nejpozdéji Sedesat (60) dni pred pfeddnim navrhované publikace vydavateli nebo pfed uskuteCnénim navrhované
prezentace. Do Sedesati (60) dnti od jejich obdrZzeni se Zadavatel zavazuje pisemné sdélit Poskytovateli a/nebo Zkousejicimu
(podle konkrétni situace) Dlivérné informace (jiné nez Vysledky Klinického hodnoceni) obsazené v navrhované publikaci
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respektive informace, které mohou negativné€ ovlivnit dostupnost patentové ochrany pro Objevy. Zadavatel md pravo pozadat
Poskytovatele a/nebo ZkouSejictho o odstranéni dtvérnych informaci (jinych nez Vysledky Klinického hodnoceni) z
piipadné publikace a/nebo pozdrZzet vydani dané publikace o dalSich Sedesat (60) dni tak, aby Zadavatel mél Cas zajistit si
pfipadnou patentovou ochranu v souvislosti s objevy.

9.2 Multicentrické publikovéani

Pokud je Klinické hodnoceni multicentrické, souhlasi Poskytovatel a ZkouSejici s tim, Ze bez ptfedchoziho pisemného
souhlasu Zadavatele nesmi nezdvisle publikovat, prezentovat ¢i jakymkoli jinym zptusobem sdélovat Vysledky Klinického
hodnoceni ¢i jakékoli informace tykajici se ¢innosti Poskytovatele/ZkouSejictho provddéné na zdklade této Smlouvy, a to az
do zvefejnéni multicentrické publikace. V piipad&, Ze Zadavatel koordinuje multicentrickou publikaci, fidi se uvedeni jména
ZkousSejictho ¢i jiného zaméstnance Poskytovatele jako autora politikou Zadavatele, poZzadavky vydavatele a obecné
platnymi zdsadami pro uvadéni autorstvi. Pokud nebude multicentrickd publikace zvefejnéna do osmndcti (18) mésicti po
fddném ¢i predCasném ukonceni Klinického hodnoceni a uzamceni databdze ve vSech vyzkumnych centrech, maji
Poskytovatel a Zkousejici pravo publikovat a prezentovat Udaje z Klinického hodnoceni ziskané jejich vlastni ¢innosti na
zdklad¢ této Smlouvy, a to vyhradné v souladu s védeckymi normami a po splnéni pozadavkd na schvéileni zamyslené
publikace dle ustanoveni ¢lanku 9.1 a v souladu s ustanovenim Cldnku 9.3 "Diivérnost nepublikovanych ddaji".

9.3 Duivérnost nepublikovanych tddajt

Poskytovatel a ZkousSejici berou na védomi a souhlasi s tim, Ze Vysledky Klinického hodnocent, které nebudou publikovany,
prezentovény & jinak sd&lovany v souladu s ustanovenim Clanki 9.1 a 9.2 ("Nepublikované tidaje"), se povazuji za Diivérné
informace ve smyslu ustanoven Cldnku 6 této Smlouvy a Poskytovatel a Zkousejici se zavazuji nepieddvat tyto
Nepublikované tdaje Zddnému jinému centru, které se dcastni Klinického hodnoceni ani Zadnym tfetim strandm ve vétSim
rozsahu neZ v jakém byly tyto informace publikovény, prezentovéany &i sdéleny v souladu s ustanovenim Clanki 9.1 a 9.2.
Soucasné jsou Poskytovatel a Zkousejici povinni ve stejném rozsahu zavazat mlcenlivosti Osoby podilejici se na provadéni
Klinického hodnoceni.

94 Kontakty s médii

Poskytovatel ani Zkousejici nesmi (a soucasné se zavazuji totéZ zakdzat i svym pracovnikiim) médiim, véetn€¢ mimo jiné
novinam, radiim, televizim ¢i internetovym médiim poskytovat Zadné rozhovory ani se do nich Zddnym zptisobem vyjadfovat
ve vécech tykajicich se Klinického hodnoceni, Hodnocenych piipravkd, Objevu ¢i Vysledkd Klinického hodnoceni bez
predchoziho pisemného souhlasu Zadavatele. Toto ustanoveni nezakazuje publikovani nebo prezentaci Vysledkt Klinického
hodnoceni v souladu s ustanovenim tohoto Clanku.

9.5 Pretrvévajici platnost
Ustanoveni Clanku 9 "Publikovani" plati i po fddném ¢i pfedc¢asném ukonceni platnosti této Smlouvy.

Smluvni strany se dohodly, Ze tato smlouva bude uvefejnéna v registru smluv a uvetejnéni smlouvy provede Poskytovatel.
Smluvni strany se dohodly, Ze oznacené obchodni tajemstvi zadavatelem, bude pfed zaddnim smlouvy do registru smluv
odstranéno a pfilohy smluv budou v registru smluv uvefejiiovany v nezbytném rozsahu. Pfed podpisem smlouvy Zadavatel
zaSle Poskytovateli findlni verzi smlouvy ve strojové Citelném formatu s podbarvenym textem smlouvy, které povazuje
Zadavatel za obchodni tajemstvi.

10. PRAVA DUSEVNIHO VLASTNICTVI

10.1 Veskeré Vysledky Klinického hodnocent, véetné vSech informaci, materidlti a dalSich aktiv tykajicich se Studijniho
1é¢iva, Protokolu nebo Klinického hodnoceni, vcetné vSech stdvajicich i budoucich prdv k nim (dédle jen "Vysledky
Klinického hodnoceni"), bez ohledu na to zda jsou patentovatelné ¢i nikoli, které poskytovatel zdravotnich sluzeb a/nebo
ZkouSejici a/nebo kterykoli ¢len tymu provadéjictho klinické hodnoceni spolecné ¢i jednotlivé ziskaji ¢i odvodi na zdkladé
své ¢innosti dle této Smlouvy, jsou a vZdy budou vyhradnim a vyluénym vlastnictvim ZADAVATELE a ZADAVATEL k
nim ma a bude mit, v maximélni mife povolené platnymi zdkony, vSechna prava dusSevniho vlastnictvi (s vyjimkou prav
vyslovné vyhrazenych CRO na zdklad¢€ ustanoveni ¢lanku 10.3). Pro dcely ziskdni a zajiSténi shora uvedenych prav a
pravnich narokd ve smyslu Platnych zdkoni ZADAVATELEM, pfechazi automaticky veSkerd prava k vysledkiim
Klinického hodnoceni na ZADAVATELE, a Poskytovatel a Zkousejici timto v poZadovaném rozsahu pfevadi vSechna préva,
zajmy a podily na vSech vysledcich Klinického hodnoceni na ZADAVATELE a zavazuji se poskytnout ZADAVATELI
nezbytnou soucinnost k ziskdni, zajisténi a dokonceni pfevodu prav k témto vysledkim Klinického hodnoceni na
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ZADAVATELE. Poskytovatel a ZkouSejici jsou v pfipadé potifeby povinni zavizat vSechny ¢leny tymu provadéjiciho
klinické hodnoceni, k poskytnuti nutné soucinnosti k ziskani, zajiSténi a dokonceni pfevodu shora uvedenych prav na
ZADAVATELE. V piipad¢, Ze ZADAVATEL na zdkladé Platnych zdkont nemiZe k n€kterym shora uvedenym vysledkiim
Klinického hodnoceni ziskat nebo si zajistit vlastnickd prava, Poskytovatel a ZkousSejici timto udéluji ZADAVATELI (a
soucasné ke stejnému kroku zavazuji vSechny cleny tymu provadéjictho klinické hodnoceni) celosvétovd, vyhradni,
neomezend a bezplatnd prava na vyuzivani téchto vysledkd Klinického hodnoceni a/nebo celosvétovou, vyhradni,
neomezenou a bezplatnou licenci na jejich vyuZivani. Poskytovatel a ZkouSejici svym podpisem této Smlouvy ruéi za to, Ze
ani Poskytovatel, ani Zkousejici ani Zadny z ¢lend tymu provadéjiciho toto klinické hodnoceni nemd uzavieny ani neuzavie
zadny smluvni vztah, ktery by jakymkoli zplisobem mohl negativné ovlivnit prava ¢i zajmy ZADAVATELE ve vztahu k
vysledktiim Klinického hodnocenti, a to jak k tém, které existuji jiZ v dob& podpisu této Smlouvy, tak k tém, které vzniknou v
budoucnu na zdkladé plnéni poskytnutého dle této Smlouvy.

10.2  Poskytovatel a Zkousejici se zavazuji ptedat CRO (kterd je pfedd ZADAVATELI) vSechny Vysledky Klinického
hodnoceni, informace a zejména pak vSechny vynélezy, zjiSténi, objevy a dalsi kreativni ndpady a navrhy (déle jen "objevy")
ziskané nebo uvedené do praxe v piimé souvislosti s klinickym hodnocenim. Toto pfedani se musi uskutecnit neprodlen¢ a
musi byt provedeno pisemnou formou do rukou opriavnéného zastupce/opravnénych zdstupci CRO (kterd je preda
ZADAVATELI).

10.3  vSechny strany této Smlouvy a ZADAVATEL si zachovdvaji vSechna prdva, podily a zdjmy k DuSevnimu
vlastnictvi, které tyto strany a/nebo ZADAVATEL vlastnily pfed zahdjenim plnéni této Smlouvy nebo které byly ziskdny
nezdvisle na této Smlouvé. Touto Smlouvou se nepfevadi Zadné licence, a to ani vyslovng, ani domnéle ¢i na zdkladé
zdkonné prekdzky ¢i jinak, nad rdmec povinnosti jednotlivych smluvnich stran dle této Smlouvy.

11. OCHRANA DAT A OSOBNICH UDAJU

11.1 Osobni idaje Osob podilejicich se na provadéni Klinického hodnoceni

Pted zapocetim Klinického hodnoceni i v jeho pribéhu miize byt viici Zkousejicimu a Osobam podilejicim se na provadéni
Klinického hodnoceni vznesen poZadavek na poskytnuti jejich osobnich tdaji. Na tyto tdaje se vztahuji ustanoveni
Platnych zdkond a pfedpist na ochranu "Osobnich ddaju" ve smyslu definovaném v pravnich pfedpisech na ochranu
osobnich daju, které se tykaji Zadavatele (dale jen "Platné zdkony na ochranu osobnich udaju").

Tyto Osobni ddaje mohou zahrnovat jména, kontaktni informace, pracovni zkuSenosti a odborné kvalifikace, publikace,
Zivotopisy, vzdélani, informace tykajici se mozného stietu z4jma a informace o platbach provadénych pfijemctim odmén na
zékladé této Smlouvy. Zadavatel, jeho sesterské spolecnosti, CRO a spolupracujici strany a zdstupci, ktefi spolupracuji se
Zadavatelem budou Osobni tdaje Zkousejictho a Osob podilejicich se na provadéni Klinického hodnoceni ¢i ostatni
dotcenych pracovnikt, zpracovéavat pro nasledujici dcely:

(1) k provadéni klinickych hodnocent;

(ii) pro ucely kontrol ze strany stitnich fadd, orgdnd stitntho dozoru, Zadavatele, CRO, jejich zastupct a Sesterskych
spolecnosti;

(iii) pro ucely plnéni zakonem danych pozadavki a pozadavki organt statniho dozoru;

(iv) pro ucely zvetejnéni na webovych strankdch www.clinicaltrials.gov nebo na jinych vefejnych webovych strankach ¢i
portdlech pro klinickd hodnoceni Evropské 1ékové agentury (EMA) ¢i ostatnich agentur s cilem poskytnout informace o
klinickych hodnocenich, jejich ZkousSejicich a ptislusnych vysledcich;

(v) uloZeni do databazi za ticelem usnadnéni vyberu ZkousSejicich pro budouci klinickd hodnoceni; (vi) sdileni zprav z
Klinického hodnoceni a ostatni dokumentace tykajici se Klinického hodnoceni s tfetimi stranami pro védecké tucely, a
souladu s povinnostmi pro transparentni a odpovédné sdilen{ informaci; a

(vii) spInéni ustanoveni protikorup¢nich zédkonut a pfedpisu.

Poskytovatel a/nebo ZkouSejici jsou povinni poskytnout Osobdm podilejicim se na provadéni Klinického hodnoceni
poZadované informace o zpracovdni jejich Osobnich informaci Zadavatelem tak, aby Zadavatel splnil svou informaéni
povinnost vi¢i t€émto Osobdm na zdklad€ ustanoveni Platnych zdkoni o ochrané¢ Osobnich udajii. K tomuto ucelu
Poskytovatel a/nebo Zkousejici mohou vyuZit Sablonu, ktera tvoii Piilohu D.

Pro téely tohoto Clanku 11.1 (iv) se Poskytovatel a/nebo Zkousejici zavazuji vynaloZit pfiméfené usili k ziskdni souhlasu
Osob podilejicich se na provadéni Klinického hodnocent, kterych se zvefejnéni informaci muze tykat; Osoby podilejici se na
provadéni Klinického hodnoceni mohou sviij souhlas vyjadfit podpisem na Pfiloze E. Poskytovatel se zavazuje informovat
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Zadavatele a CRO o tom, které Osoby podilejici se na provadéni Klinického hodnoceni sviij souhlas nedaly a na zdkladé
zadosti Zadavatele nebo CRO se Poskytovatel zavazuje Zadavateli nebo CRO piedat kopie poskytnutych souhlasti od Osob
podilejicich se na provadéni Klinického hodnoceni.

11.2 Dodrzovéni zdkonti o Ochran¢ osobnich ddaji

Poskytovatel a Zkousejici jsou za vSech okolnosti pfi zpracovani Osobnich ddajii povinni v souvislosti s touto Smlouvou,
povinni dodrzovat Platné zdkony na ochranu osobnich udajt.

Poskytovatel a ZkouSejici jsou povinni neprodlené (v kazdém piipad€ nejpozdéji do péti (5) pracovnich dni od zjisténi)
pisemn¢ informovat CRO o kaZzdém Poruseni bezpeénosti tidaju, které se tyka Klinického hodnoceni.

11.3  Spravce udaju

Standardné je spravcem osobnich tidajii Zadavatel, s vyjimkou situaci, kdy CRO naklad4 s Osobnimi tdaji dle Clanku 11.1
zpisobem odpovidajicim jednani spravce. V takovém piipad¢ bude spravcem téchto Osobnich udaji v pfislusSném rozsahu
CRO. V takovém piipad¢ je Poskytovatel povinno poskytnout Osobdm podilejicim se na provadéni Klinického hodnoceni
pozadované informace o zpracovani jejich Osobnich informaci CRO tak, aby CRO splnila svou informa¢ni povinnost viici
Zkousejicimu a Osobdm podilejicim se na provadéni Klinického hodnoceni, v souladu s ustanovenim ustanoveni Platnych
zakont o ochran¢ Osobnich tdaju.

114 Ustanoveni tohoto Clanku 11 "Ochrana dat a osobnich tdaja" plati i po ukon&eni nebo vyprieni platnosti této
Smlouvy.
12  ODSKODNENI

12.1 Odskodnéni bude FeSeno samostatnym ujednanim o odSkodnéni uzavienym mezi Poskytovatelem a
Zadavatelem, které tvori piilohu tohoto dokumentu.

12.2  Na zaklad¢ ustanoveni této Smlouvy jsou Poskytovatel a Zkousejici odpovédni za Skody, ke kterym doslo v
dusledku jejich nedbalosti nebo imyslného zavinéni pii provadéni Klinického hodnoceni.

12.3 CRO je na zdkladé této Smlouvy odpovédna za Skody vzniklé v disledku jeji nedbalosti nebo imyslného zavinéni
pfi plnéni svych povinnosti dle této Smlouvy.

13. POJISTENI

13.1 Poskytovatel prohlasuje, Ze ma uzaviené pojisténi odpoveédnosti na pokryti §kod v souvislosti s poskytovanim
zdravotni péce v souladu s ustanovenim §45 odstavce 2 pismene n) Zdkona €islo 372/2011 Sb. o zdravotnich sluzbach. Toto
pojisténi je uzavieno v rozsahu pfedepsaném platnymi zdkony. V souladu s ustanovenim § 45.2 n) Zakona ¢islo 372/2011 Sb.
musi byt pojisténi udrZzovano platné a ic¢inné po celou dobu kdy Poskytovatel bude poskytovat zdravotni sluzby.

13.2 CRO se zavazuje zajistit, aby ZADAVATEL po celou dobu provadéni Klinického hodnoceni, mél uzaviené plné

platné a ucinné pojisténi odpovédnosti za klinickd hodnoceni, v souladu s § 52 odst. 3 pism. f) zdkona ¢. 378/2007 Sb., o
1é¢ivech.

14. ZAKAZ CINNOSTI

14.1 Poskytovatel a ZkouSejici timto potvrzuji, Ze Poskytovatel, ZkouSejici ani Z4dnd jind osoba zaméstnand
Poskytovatelem nebo Zkousejicim pro tcely provadéni Klinického hodnoceni (véetné piipadnych povolenych subdodavatelti
na zdklad¢ ustanoveni ¢lanku 17.2):

(a) nemd pifsluSnymi orgdny, na zdkladé Platnych zdkond, zakdzdn vykon funkce ZkousSejictho ve smyslu
ustanoveni Platnych zdkond;

(b)  nejsou ohroZeni ztritou zpusobilosti nebo obvinénim ze zlo€inu ani se jakymkoli zpisobem nezapojili do
chovani, na jehoz zdklad¢ by doty¢né osobé mohl hrozit zdkaz ¢innosti na zdklad€ ustanoveni Platnych zdkon.
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(c)  nemaji uloZen disciplindrni trest a/nebo nejsou opravnénymi tdfady vylouceni z ucasti na provadéni klinickych
hodnoceni.

Pro téely tohoto Clanku plati, Ze cokoli ze shora uvedeného znamen4 "ztratu zptisobilosti".

Poskytovatel a ZkousSejici ddle souhlasi a zavazuji se nezaméstnat ani neangazovat (v¢etné angazovani na zdkladé Smlouvy)
Zadnou osobu, kterd je zbavena zpisobilosti pro vykon jakékoli ¢innosti v souvislosti s provadénim Klinického hodnoceni.
Pokud se pribéhu Klinického hodnoceni Poskytovatel nebo Zkousejici stanou nezpusobili k provadéni Klinického hodnoceni
nebo pokud se Poskytovatel a/nebo ZkouSejici dozvi, Ze né€kterd z osob podilejicich se na provddéni Klinického hodnoceni
byla zbavena zpusobilosti k jeho provadéni nebo ji zbaveni zplsobilosti hrozi, jsou povinni o této skute¢nosti neprodlené
informovat ZADAVATELE a CRO. V pfipad¢, Ze dojde ke shora popsané situaci, mize CRO tuto Smlouvu vypoveédét s
okamzitou platnosti.

Zkousejici a Poskytovatel berou na védomi, Ze CRO, Zadavatel a jejich Sesterské spolecnosti musi dodrZzovat vSechny platné
protikorupéni zdkony, pfedpisy a zdsady. Je, mimo jiné, zakdzano Cinit jakékoli pfisliby, provadét jakékoli platby nebo
nabizet jakékoli nekalé vyhody cizim stitnim tdfednikim za ucelem ziskdni ¢i udrZeni obchodni vyhody. Proto se
zameéstnanci, zastupci, poradci a ostatni predstavitelé kterékoli Smluvni strany této Smlouvy nesmi pfimo ani nepiimo zapojit
do zadnych zakazanych ¢innosti, véetné nezakonnych tplatkd, provizi, thrad ¢i jinych obchodnich korupénich praktik.

15. PLATEBNI PODMINKY

15.1 Jako tplnou odménu za sluzby poskytované Poskytovatelem, ZkouSejicim a Osobami podilejicimi se na provadéni
Klinického hodnoceni v souladu s ustanovenim Protokolu, se Zadavatel, prostfednictvim CRO zavazuje vyplatit odmény a
vydaje uvedené v ptiloze A. Tyto odmény a ndklady budou hrazeny vyhradné Poskytovateli.. Smluvni strany berou na
védomi a souhlasi s tim Ze Pfiloha A - Harmonogram plateb tvoii nedilnou soucdst této Smlouvy a je v ni uveden platebni
kalendéi veskerych odmén a ndkladl souvisejicich s touto Smlouvou a Ze tyto odmény a ndklady uvedené v Priloze A
predstavuji poctivou trzni hodnotu sluzeb poskytovanych Poskytovatelem a Zkousejicim. Vyplata odmén bude probihat v
souladu s ustanovenim pfilohy A s tim, Ze posledni odména bude vyplacena az poté, co Poskytovatel a Zkousejici splni
vSechny své povinnosti dle ustanoveni této Smlouvy a vSech jejich Pfiloh. V odméné je zahrnut poplatek za manipulaci se
studijnim 1é¢ivem, v souladu s cldnkem 2.20 vySe.  Poskytovatel a ZkouSejici se zavazuji nepozadovat platby za
zdravotnické sluzby ¢i studijni 1é¢ivo od tietich stran, pokud ndklady na tyto sluzby ¢i 1éCivo jiz byly hrazeny z plateb,
provadénych na zdkladé€ této Smlouvy.

15.2 Poskytovatel a ZkouSejici se zavazuji splnit veSkeré povinnosti v oblasti odvodd dani, socidlniho pojisténi a dalSich
zakonem stanovenych odvodi, a to, mimo jiné, ze vSech plateb, které jsou na zaklad¢ této Smlouvy Poskytovateli, ZkouSejicimu
¢i tymu provadejicimu klinické hodnoceni vyplaceny a ze vSech plateb, které Poskytovatel vyplaci Zkousejicimu a ¢lentim tymu
provad¢jicimu Klinické hodnoceni.

15.3 Poskytovatel a ZkousSejici berou na védomi a souhlasi, Ze odména, kterou ziskavaji na zdkladé této Smlouvy za
sluzby poskytované Zadnym zplsobem nesmi ovlivnit jejich medicinsky tsudek a kvalitu zdravotni péce poskytovanou
Subjektim hodnoceni. Poskytovatel a ZkousSejici dale prohlasuji a ruéi za to, Ze ani oni ani zadny z jejich vlastnika, fediteld,
zamg&stnanci, zastupcti nebo poradcd, ani Zadny piijemce platby na zakladé této Smlouvy (s cilem pomoci Zadavateli nebo
CRO ziskat nezdkonnou vyhodu nebo si udrzZet ¢i ziskat zakazku) ptimo ¢i nepiimo nevyplati, nenabidne ¢i nepfislibi platbu
ani neposkytne Zddnou hodnotnou véc Zaddné osobé ¢i subjektu, za tcelem: (i) ovlivnéni rozhodovani ¢i skutkd takové osoby
¢i subjektu; (ii) pobidky pro doty¢nou osobu ¢i subjekt k tomu, aby imysIné neprovedli ¢i provedli skutek, ktery je v rozporu
s jejich zdkonem stanovenymi povinnostmi; (iii) zajiSténi nezdkonné vyhody; nebo (iv) pobidky pro doty¢nou osobu ¢&i
subjekt k tomu, aby vyuzili svlij vliv ve stitni sprave ¢i ufadu k ovlivnéni jejich skutkl ¢i rozhodnuti. Kromé ostatni prav a
napravnych opatieni na zdkladé této Smlouvy nebo Platnych zakond, ma CRO pravo vypoveédét tuto smlouvu v piipadé, kdy
Poskytovatel nebo Zkousejici porusi nékteré z ustanoveni nebo ziruk uvedenych v tomto Clédnku nebo pokud se CRO nebo
Zadavatel dozvi o tom, Ze Poskytovatel, ZkousSejici nebo jakdkoli fyzick4 ¢i pravnickd osoba jednajici jejich jménem provedli
nezdkonnou vyplatu finanéni odmény a/nebo poskytnuti hodnotné véci tietimu subjektu.

154 Poskytovatel a ZkousSejici timto souhlasi s tim, aby tato Smlouva byla na zdklad¢ Platnych zdkoni poskytnuta
etické komisi Poskytovatele a centralni etické komisi pro multicentrickd klinickd hodnoceni, za uc¢elem ovéfeni podminek za
kterych je klinické hodnoceni provddéno, v¢etné jeho financovani.
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15.5 Poskytovatel a ZkousSejici souhlasi s tim, Ze ZADAVATEL a/nebo CRO mohou informace o odménéch a nihraddch
splatnych nebo vypldcenych na zdkladé této Smlouvy, poskytnout staitnim ufadim, orgdnim stitntho dozoru ¢i kontrolnim
orgdniim v souladu s ustanovenim Platnych zdkont, norem a ptedpist.

16. VYPOVED SMLOUVY

16.1 Tato Smlouva nabyvé platnosti k datu, kdy svlij podpis pfipojila posledni ze vSech jejich smluvnich stran a jeji
platnost a tc¢innost trvd po celou dobu provadéni Klinického hodnoceni v souladu s ustanovenim Protokolu, pokud nebude
predcasné ukoncéena v souladu s ustanovenim tohoto Clanku. CRO muZe tuto Smlouvu vypovédét s okamZitou platnosti na
zaklad¢é pisemné vypovédi zaslané Poskytovateli a Zkousejicimu, a to z jakéhokoli diivodu, v¢etné nasledujicich:

(a)  Poskytovatel nebo Zkousejici nezjednali ndpravu pfi poruseni ustanoveni této Smlouvy do tficeti (30) dnti od
obdrzeni pisemného upozornéni na konkrétni poruseni Smlouvy od ZADAVATELE nebo CRO; a/nebo

(b)  stavajici ZkouSejici neni schopen dile pokracovat v provadéni Klinického hodnoceni a Poskytovateli ani
Zkousejicimu se nepodafilo ziskat ndhradniho Zkousejiciho, kterého by CRO schvilila; nebo

(©) pokud do dvou mésici po dodavce hodnoceného piipravku nesplni Zkousejici cilovy pocet zafazenych
subjektti do Klinického hodnoceni dle pfilohy A nebo pokud do Klinického hodnoceni zafadi tak nizky pocet
subjektti, Ze ZADAVATEL nebo CRO mohou divodné piedpoklddat, Zze se do Klinického hodnoceni
nepodafi zatadit cilovy pocet subjektl dle ptilohy A; a/nebo

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

(e)  pokud audit nebo kontrola ze strany orgdnti stitnitho dozoru zjisti zdvazné nedostatky v dodrzovani
ustanoveni této Smlouvy na strané Poskytovatele, Zkousejiciho a/nebo Clend tymu provadéjictho Klinické
hodnoceni; nebo

) pokud nastane né€kterd z okolnosti dle ¢lanku 14.1, umoziujici ukonceni této Smlouvy.

16.2 Poskytovatel nebo Zkousejici mohou tuto Smlouvu vypovédét na zakladé pisemné vypovedi se Sedesati (60) denni
vypovédni lhiitou zaslané CRO, a to v pfipadé poruseni ustanoveni této Smlouvy CRO, pokud tato do tficeti (30) dnt od
obdrZeni upozornéni na takové poruseni od Poskytovatele nebo Zkousejicitho nezjedna napravu.

16.3  V piipad¢ predcasného ukonceni této Smlouvy v souladu s ustanovenim ¢lankti 16.1 nebo 16.2 se Poskytovatel a
Zkousejici zavazuji vyvinout pfiméfené usili ve smyslu:

(a)  minimalizace dal$ich nakladd, avSak s ohledem na zachovani fadné zdravotni péce o subjekty hodnoceni; a

(b)  zajistit, aby vSechny subjekty hodnoceni dokoncily klinické hodnoceni v souladu s protokolem, pokud neni v
pokynech pro provadéni Klinického hodnoceni uvedeno jinak.

16.4  Pokud ZkouSejici dospéje k zdvéru, Ze pokracovani Klinického hodnoceni jiz neni medicinsky opodstatnéné z
divodu (i) neocekavanych vysledkd, (ii) zdvaznosti nebo Cetnosti vyskytu zdvaznych nezadoucich reakci nebo (iii) zjisténi,
Ze ucinnost 1écby studijnim 1é¢ivem zadavatele neni dostatecnd; zavazuje se neprodlené o této skutecnosti pisemné
informovat CRO a etickou komisi a miZe pierusit 1écbu Subjektd hodnoceni, dokud se CRO (na zdklad¢ jednani se
ZADAVATELEM) a ZkouSejici nedohodnou na dal$im postupu.

16.5 Vypovézeni této Smlouvy kteroukoli smluvni stranou neovliviiuje prdva a povinnosti smluvnich stran vzniklé pred
datem nabyti G¢innosti vypoveédi této Smlouvy. VSechna ustanoveni této Smlouvy, kterd by méla mit pfetrvavajici platnost i po
ukonceni platnosti této Smlouvy, aby byl naplnén jejich zamySleny pravni vyznam, maji pfetrvavajici platnost i po fadném ci
predcasném ukonceni této Smlouvy.

17. NEZAVISLOST SMLUVNIHO VZTAHU
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17.1 Vztah Poskytovatele a ZkouSejictho viici CRO je vztahem nezavislého dodavatele. Poskytovatel a Zkousejici se
zavazuji poskytovat své sluzby na zdklad¢€ této Smlouvy jako nezavisli smluvni partnefi a Zddné z ustanoveni této Smlouvy
neni s timto vztahem v rozporu. Poskytovatel, Zkousejici a vSichni ostatni ¢lenové tymu provadéjici klinické hodnoceni
nejsou zameéstnanci ani zastupci CRO a z tohoto dtivodu nemaji narok na zadné zaméstnanecké vyhody poskytované CRO.

17.2 Bez pfedchoziho pisemného souhlasu CRO nesmi Poskytovatel ani ZkouSejici vyuZit k plnéni svych povinnosti dle
této Smlouvy sluZeb Zadného subdodavatele. Udé€leni takového souhlasu vSak Poskytovatele ani Zkousejictho nezprostuje
jejich povinnosti dle této Smlouvy a Poskytovatel a ZkousSejici nesou plnou odpovédnost za vSechny skutky ¢i pochybeni
svych subdodavateli. CRO md pravo postoupit veSkeré své povinnosti na zdkladé této Smlouvy nebo jejich Cast na
kteroukoli ze svych sesterskych spole¢nosti (nebo na jiné fadné zpusobilé tieti subdodavatele), avSak za pfedpokladu, Ze
takové postoupeni CRO nezbavuje odpovédnosti za fadné plnéni téchto postoupenych smluvnich povinnosti vaci
Poskytovateli.

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

18. OSTATNI USTANOVENI

18.1 Nadpisy jednotlivych Clankd této Smlouvy slouZi pouze k usnadnéni orientace a nepfedstavuji pravni podstatu této
Smlouvy.

18.2 Pokud bude nékteré z ustanoveni této Smlouvy soudem prohldSeno za nezdkonné, neplatné nebo nevymahatelné,
nebude tim dotcena platnost a vymahatelnost ostatnich ustanoveni této Smlouvy.

18.3  V pfipadé, Ze nckterd ze smluvnich stran netrvd ¢i nevymdhd dodrZovani nékterych ustanoveni této Smlouvy,
neznamena to, Ze by se téchto ustanoveni vzdala nebo se jich ziekla a vSechna tato ustanoveni zlstavaji i nadéle pIn¢ platna a
ucinnd.

18.4 Poskytovatel a ZkousSejici berou na védomi a souhlasi, Ze ZADAVATEL ptedstavuje obmyslenou stranu této
Smlouvy, tak jak je uvedeno v ¢lanku 2.3.

18.5 Osoby podepisujici za jednotlivé smluvni strany tuto Smlouvu prohlasujf a ruci za to, Ze maji pravomoc a opravnéni
jménem piisluSnych smluvnich stran uzaviit tuto Smlouvu za zde uvedenych podminek.

18.6  V pripadé, Ze nékterou smluvni stranu postihnou zdplavy, pozary ¢i jiny zdsah vyS$i moci, nehody, véalec¢né
konflikty, spory, embarga, zpoZdéni dopravcl, nemoznost ziskat suroviny, vypadky dodadvek energii, soudni piikazy ci
zdkazy ze strany statnich organt ¢i jiné zasahy vyss$i moci, které vzniknou nezavisle na vili postizené smluvn{ strany, je tato
smluvni strana docasné zprosSténa plnéni svych povinnosti pokud vyvine pfiméfené usili sméfujici k eliminaci ¢i ndpraveé
pricin tohoto stavu a pokud co nejrychleji obnovi své plnéni.

18.7 Poskytovatel ani ZkousSejici nesmi tuto Smlouvu postoupit na Zadny tfeti subjekt bez ptedchoziho pisemného
souhlasu CRO a Zadavatele.

18.8 CRO smi postoupit tuto Smlouvu na své dcefiné spolecnosti, Sesterské spolecnosti, tieti strany nebo Zadavatele.

18.9 Tato Smlouva pfedstavuje uplné a kone¢né ujedndni mezi smluvnimi stranami ve véci pfedmétu této Smlouvy a
nahrazuje a ukoncuje vSechna pfedchozi a/nebo stdvajici pisemnd i dstni vyslovnd ¢i domnéld ujedndni mezi smluvnimi
stranami ve véci pfedmétu této Smlouvy. Tuto Smlouvu lze ménit ¢i upravovat pouze formou pisemnych dodatkd,
podepsanych v§emi smluvnimi stranami.

18.10  Veskerd ozndmeni a korespondence v souvislosti s touto smlouvou budou povaZovany za pravné zdvaznym
zpusobem dorucené piislusné smluvni stran¢, pokud budou doruceny na niZe uvedené adresy:

=
S
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PAREXEL International (IRL) Limited
One Kilmainham Square

Inchicore Road

Kilmainham

Dublin 8

Irsko

Zkousejici:

Adresa:

Fakultni nemocnice Hradec Kralové
Neurologicka klinika

Sokolska 581

500 05 Hradec Kréilové — Novy Hradec Krilové
Ceska republika

Poskytovateli:

Adresa

Fakultni nemocnice Hradec Kralové

Pravni odbor

Sokolskd 581

500 05 Hradec Kralové - Novy Hradec Kralové
Ceska republika

k rukam: Dasi Proktipkové

18.11 KaZda ze smluvnich stran mtize zménit svou adresu zaslanim pisemného upozornéni ostatnim smluvnim stranam v
souladu s ustanovenim ¢lankt 18.10 a 18.12.

18.12  Veskeré dorucovani v souvislosti s touto Smlouvou je povaZzovano za fadné dokoncené, pokud bylo u¢inéno formou
osobniho doruceni, faxem, elektronickou postou, doporuc¢enou postou s doru¢enkou nebo kuryrem a ovéteno potvrzenim o
doruceni/pievzeti.

18.13  Smluvni strany se dohodly, Ze se tato Smlouva ¥di pravnim fddem Ceské republiky, bez ohledu na konfliktn{
ustanoveni jednotlivych zdkond. V piipadé, ze bude spor pfedan soudu, jsou mistem soudni pfislusnosti vyhradné¢ mistné
piislusné soudy v Praze.

18.14 Tato Smlouva je vyhotovena v anglickém a Ceském jazyce. V piipad€ nesouladu, rozporu nebo nejednoznacnosti
mezi anglickym a ¢eskym znénim této Smlouvy, plati ustanoveni v ¢eském jazyce.

Smluvni strany berou na védomi, Ze nedojde k inicia¢ni navstévé a dodavce hodnoceného 1é¢ivého piipravku do okamzZiku
uveiejnéni koneéného dokumentu v registru smluv.

18.15 Tato Smlouva je vyhotovena v péti (5) stejnopisech, pficemz jeden (1) stejnopis obdrzi Poskytovatel, jeden (1)
Zkousejici, jeden (1) Zadavatel a dva (2) CRO. KaZzdy z téchto stejnopisl je povazovan za origindlni dokument a piedstavuje
tuto stejnou smlouvu.
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NA DUKAZ CEHOZ smluvni strany této Smlouvy vyjadfily svym podpisem na viech péti stejnopisech sviij souhlas s

uzavienim této Smlouvy dle zde uvedenych podminek.

@)) PAREXEL International (IRL) Limited:

(Podpis Opravnéné osoby)

28.5.2018

(Jméno tiskacim nebo natiS§ténym pismem)

2) Fakultni nemocnice Hradec Kralové

(Podpis Opravnéné osoby)

Datum

11.7.2018

prof. MUDr. Vladimir Pali¢ka, CSc., Dr.h.c.
Director / feditel

3) Zkousejici:

(Podpis Zkousejiciho)

VZATO NA VEDOMI A ODSOUHLASENO ZKOUSEJICIM :

Datum

9.7.2018

Datum

[0 Souhlasim se zveiejnénim mych osobnich tdaji (pracovni zaiazeni, jméno, kontaktni informace a informace
tykajici se mé odborné kvalifikace) na webovych strankach www.clinicaltrials.gov a dalSich vefejné dostupnych
webovych strankach a portalech Evropské 1ékové agentury (EMA) ¢i jinych prisluSnych agentur, které informuji o
klinickych hodnocenich, Zkousejicich, osobach podilejicich se na jejich provadéni a souvisejicich vysledcich
Mam pravo tento svij

klinickych hodnoceni spole¢nosti Merck KGaA pro klinické hodnoceni

souhlas v budoucnu odvolat.

I /- B sitution PICSA Il 20180611_1.0

Page 43 of 56



Priloha A - Platebni kalendar a rozpocet - Poskytovatel
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Priloha B - Definice pojmu

"Sesterskd spolecnost" ve vztahu k nékteré ze smluvnich stran této Smlouvy znamend firmu, partnerstvi nebo jakykoli jiny subjekt,
ktery piimo ¢i nepifimo danou smluvni stranu ovlada, je ji ovladan nebo je s doty¢nou smluvni stranou pod spole¢nym ovladanim.
Pro ucely této definice pojem "ovlddat" znamend vlastnit vice neZ padesati (50) procentni podil na akciich s hlasovacimi pravy
nebo mit vice nez padeséti (50) procentni rozhodovaci pravomoc v doty¢né spolecnosti, partnerstvi ¢i subjektu. Vyznam pojmu
"ovladdany" Ize vysvétlit stejnym zptisobem.

"Platné zdkony" jsou viechny piisluiné pravni predpisy Ceské republiky, zejména zikonem & 378/2007 Sb., o 1éivech a o
zméndach nékterych souvisejicich zdkond (zdkon o léCivech) (dale jen ,,Zdkon 1éCivech®), zdkonem €. 372/2011 Sb., o zdravotnich
sluzbach v platném znéni, v€etné provadécich predpist k t€émto zdkontim (zejména vyhlasSkou €. 226/2008 Sb., kterou se stanovi
spravnd klinickd praxe a bliz§i podminky klinického hodnoceni 1é¢iv), Mezindrodni konferenci o harmonizaci technickych
pozadavkli na registraci huménnich 1é¢ivych piipravkd Spravnd klinickd praxe: Konsolidovand smérnice (the International
Conference on Harmonisation of Technical Requirements for Registration of Pharmaceuticals for Human Use Good Clinical
Practice: Consolidated Guideline) a dal$imi obecné akceptovanymi zdsadami spravné klinické praxeOsobnim udajim bude
poskytnuta ochrana, a to zejména zdkonem ¢. 101/2000 Sb., a ode dne 25. 5. 2018 Nafizenim evropského parlamentu a rady
2016/679 (dale jen ,,GDPR®).

"Dokonceny Subjekt hodnoceni" je kazdy léceny Subjekt hodnoceni, ktery dokoncil 1é¢bu predepsanou v rdmci Klinického
hodnoceni, v souladu s Protokolem.

“Divérné informace” jsou vSechny informace patiici ZADAVATELI, CRO a/nebo jejich Sesterskym spolecnostem, véetné mimo
jiné téz informaci, které ZADAVATEL, CRO a/nebo jejich Sesterské spolec¢nosti povazuji za obchodni tajemstvi a/nebo
informace, jejichz zvefejnéni by mohlo poskodit pravni, obchodni ¢i jiné zdjmy ZADAVATELE, CRO a/nebo jejich Sesterskych
spolecnosti, které jsou (i) poskytovany, sdélovidny nebo pfeddvdny Poskytovateli nebo ZkouSejicimu; a/nebo (ii) které
Poskytovatel a Zkousejici jinym zptsobem ziskali.

“Porusenim bezpecnosti udaji” se rozumi: (a) ztrita nebo zneuziti Osobnich udaji (jakymkoli zplisobem); (b) nedbalé,
neopravnéné a/nebo nezdkonné Zpracovani, sdéleni, zpfistupnéni, zména, pievod, prodej, prondjem, zniceni ¢i vyuZiti Osobnich
tdaju; nebo (c) jakykoli jiny skutek ¢i pochybent, které ovliviiuje bezpecnost, divérnost ¢i celistvost Osobnich tdaju.

“eCRFs/CRFs” (Electronic Case Report Forms/Case Report Forms) jsou papirové nebo elektronické dotazniky, které Poskytovatel
a Zkousejici pouZzivaji v souladu s ustanovenim Protokolu pro zaznamendvani tdaji o subjektech hodnoceni (zdznamy Subjektu
hodnoceni).

"Poskytnout plnou soucinnost" znamend pomahat pfi dokonéeni konkrétniho tikonu nebo cile.

“Informace” jsou veskeré tustni pisemné (v€etné vSech ostatnich forem) informace, materidly a aktiva jakéhokoli charakteru, bez
ohledu na to zda jsou nebo nejsou chranény pravy dusSevniho vlastnictvi, véetné mimo jiné vSech dat, informaci a hlaseni
tykajicich se Klinického hodnoceni a/nebo Studijniho 1éCiva, zaznami Subjektu hodnoceni (¢)CRF (a to jak vyplnénych tak
nevyplnénych), zdvéreCnych Zprav, vSech klinickych udaji, vyrobnich informaci, Protokolu, Manudlu pro Zkousejiciho,
laboratornich zdznamd, informaci obsaZenych v hlasenich pro kontrolni organy a organy statniho dozoru, nepublikovanych dat a
zprav a veskeré ostatni dokumentace ke Klinickému hodnoceni, véetné technickych informaci, zjisténi, vzorkt, pfedbéznych ¢i
konecnych vysledktl, Prav dusevniho vlastnictvi a vSech ostatnich stavajicich i budoucich informaci a aktiv, na kterd se mohou
potencidlné¢ vztahovat prava duSevniho vlastnictvi. Déle sem patii také zdravotnickd dokumentace Subjektti hodnoceni a
dokumenty usnadiujici a umoziujici identifikaci Subjekti hodnoceni.

“Prava duSevniho vlastnictvi” jsou vSechny stavajici a/nebo budouci patenty, zZadosti o udé€leni patentii, patentovatelné ¢i
nepatentovatelné objevy, ochranné zndmky, obchodni znacky, oznaceni sluzeb, doménova jména, autorskd prava, moralni prava,
prava k databdzim (v€etné€ prav branicich vyjimani ¢i op€tovné pouzivani informaci z databdzi), designovd prava, topograficka
prava, know-how, obchodni tajemstvi a vSechna ostatni prava ¢i zplisoby ochrany duSevniho vlastnictvi se stejnym pravnim
vyznamem pouzivand v jednotlivych zemich svéta. Za prava dusevniho vlastnictvi jsou také povazovany zadosti ¢i registrace k
ziskani shora uvedenych prav a také pravo na pouzivani a poskytovani licenci, a to jak bezplatné ¢i jinak.

"Hodnoceny piipravek” je hodnoceny ptipravek (hodnocené piipravky) ZADAVATELE, vcéetné Studijniho 1éciva a/nebo
hodnoceného prostfedku, placeba, srovnavaciho 1é¢iva/prostiedku ¢i ostatnich kontrolnich materidlti definovanych v Protokolu.
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"Zkousejici" je fyzickd osoba uvedend v odstavci (3) dvodnich ustanoveni této Smlouvy a jednd se o osobu odpovédnou za
provedeni Klinického hodnoceni u Poskytovatele. Pokud je Klinické hodnoceni provadéno ve u Poskytovatele tymem nékolika
osob, je Zkousejici odpovédny vedouci tohoto tymu a mtize byt nazyvéan téz hlavnim ZkousSejicim.

"Formulaf pro Zkousejiciho (IRF)" je formulaf obsahujici informace, které Finan¢ni tsek firmy PAREXEL potfebuje k tomu, aby
mohl f4dn€ zpracovdvat vyplaty odmén danému piijemci odmeény.

"Zdravotnické zdznamy"- jsou primdrni lékafské zdznamy Subjektd hodnoceni (v niZe definovaném smyslu), vedené

Poskytovatelem, mezi které, mimo jiné patfi zdznamy o 1é¢b¢, rentgenové snimky, z biopsie, ultrazvukové fotografie a dalsi udaje
a obrazky ze zobrazovacich metod.

“Osobni ddaje” jsou vSechny informace tykajici se totoZnosti nebo ztotoZnitelnosti fyzické osoby. ZtotoZnitelna fyzicka osoba je
osoba, jejiz totoZnost lze piimo ¢i nepfimo urcit, zejména dle identifikacniho ¢isla nebo jinych télesnych, fyziologickych,
dusSevnich, ekonomickych, kulturnich ¢i ekonomickych parametrii.

"Zpracovani" znamend operaci nebo soubor operaci provddénych s Osobnimi ddaji (jak automaticky tak manudln¢), jako jsou
napiiklad sbér, nahravéni, ttidéni, uskladnéni, pfizptsobeni, zména, vyjmuti, zkoumadni, pouzivani, pfedavani formou pienosu,
distribuce ¢i jakymkoli jinym zpisobem umoziujicim zpfistupnéni téchto informaci, srovnani, slouceni, zablokovani, vymazani
nebo likvidace.

m

"HlaSeni" je zprava nebo zpravy, které piislusné organy statniho dozoru vyZzaduji pro dcely uzavieni Klinického hodnoceni.
"Zdroje" jsou prostory a vybaveni pouzivané pro provadéni Klinického hodnoceni.

"Sluzby" jsou sluzby poskytované Poskytovatelem, Zkousejicim a/nebo tymem provadéjicim klinické hodnoceni na zaklad¢ této
Smlouvy.

"Klinické hodnoceni" je védecky vyzkum ve smyslu definovaném v Protokolu.

"Udaje z Klinického hodnoceni" - jsou viechny zdznamy a zpravy, s vyjimkou Zdravotnickych zdznami, ziskané nebo vytvofené
v souvislosti s Klinickym hodnoceni, véetn¢, mimo jiné zprav (napf. zdznamy Subjektt hodnoceni, souhrny dat, pribézné zpravy a
zavéreCnd zprava), které je nutné dodat Zadavateli na zdklad¢ Protokolu a také vSechny zdznamy tykajici se zasob a likvidace
Hodnoceného ptipravku.

"Pokyny pro provadéni Klinického hodnoceni" jsou vSechny pisemné dokumenty, jiné nez protokol, vydané ZADAVATELEM
nebo CRO, které se tykaji Klinického hodnoceni a které poskytuji dalsi informace a/nebo pokyny jak maji Poskytovatel a
Zkousejici klinické hodnoceni provadét. Pokyny pro provadéni Klinického hodnoceni mohou byt ZADAVATELEM nebo CRO
Poskytovateli a/nebo ZkouSejicimu pieddny formou osobniho doruceni, faxem, elektronickou postou, doporucenou postou s
doru¢enkou nebo kuryrem.

"Osoby podilejici se na provadéni Klinického hodnoceni" je tym, ktery zahrnuje zaméstnance Poskytovatele, Zkousejiciho a/nebo
smluvni partnery Poskytovatele a/nebo ZkousSejiciho, ktefi se podili na provadéni Klinického hodnoceni, véetné vSech ostatnich
smluvnich partnerdl, zastupcli ¢i zaméstnanci Poskytovatele a/nebo ZkousSejiciho, ktefi Poskytovateli a/nebo Zkousejicimu
pomdhaji s provddénim Klinického hodnoceni.

"Vysledky Klinického hodnoceni” jsou vSechny informace a ostatni materidly a vysledky pfimo ¢i nepiimo zjiSté€né ¢i odvozené v
souvislosti s provddénim Klinického hodnoceni, a to bez ohledu na to zda Klinické hodnoceni bylo zaméfeno na ziskani
relevantnich Vysledkt z Klinického hodnoceni nebo zda tyto vysledky byly ziskdny ndhodné ¢i jako vedlejsi zjiSténi pfi provadeni
Klinického hodnoceni.

"Spoluzkousejici" je jakdkoli fyzickd osoba, kterd je Clenem tymu provadéjictho klinické hodnoceni a kterd je podiizena
Zkousejicimu u Poskytovatele, a kterd provadi dulezita vySetfeni a ¢innosti v souvislosti s klinickym hodnocenim a/nebo ptijima
rozhodnuti tykajici se Klinického hodnoceni (napiiklad pomocni neatestovani lékafi, atestovani l€kati, pomocni vyzkumni
pracovnici).

mn

"Subjekt hodnoceni" je osoba (pacient) tcastnici se Klinického hodnocenti, kterd je uvedena ve formulafi informovaném souhlasu.

“Nepublikované tudaje” - Vysledky Klinického hodnoceni, které nebyly publikovany, prezentovany ¢i jakymkoli jinym zptisobem
sdéleny v souladu s ustanovenim Cldnku 9 této Smlouvy.
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Priloha C

Vzor #1

[UVEDTE JMENO PRIJEMCE ODMENY]
[UVEDTE ADRESU]
[UVEDTE ADRESU]
[UVEDTE ADRESU]
[UVEDTE DANOVE IDENTIFIKACNI CISLO, POKUD EXISTUJE |

Odbératel: PAREXEL International (IRL) Limited
One Kilmainham Square
Inchicore Road
Kilmainham
Dublin 8
Irsko

Irské daiiové identifikaéni &islo (DIC): IE 3249971HH
Cislo faktury:

Datum:

Cislo Protokolu: | KGR

Cislo projektu:
Cislo centra: ||}

Poskytnuté sluzby pro tcely Klinického hodnoceni za obdobi od [uved'te datum] do
[uved’te datum]

""Preneseni danové povinnosti''

[VloZte sménny kurz pokud je faktura vystavena v jiné neZ smluvni mén¢]

Celkem k uhradé
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PRILOHA D
ZPRACOVANI OSOBNICH UDAJU PRACOVNIKU POSKYTOVATELE ZADAVATELEM V RAMCI
SMLOUVY O PROVEDENI KLINICKEHO HODNOCENI -

Jako soucdst Klinického hodnoceni, spolecnost Merck KgaA Frankfurter Str. 250 64293 Darmstadt, Némecko, déle jen
"Zadavatel" zpracovava nékteré osobni tdaje Pracovnikti Poskytovatele, kteti se podili na provadéni Klinického hodnoceni. Tento
dokument poskytuje informace Osobam podilejicim se na provadéni Klinického hodnoceni o zpracovéni jejich osobnich tdaju v
souladu s pozadavky zakont.

A. KATEGORIE SHROMAZDOVANYCH UDAJU A UCEL JEJICH ZPRACOVANI®

Pted zapocetim Klinického hodnoceni i béhem jeho provadéni bude Zadavatel shromazd’ovat Osobni tidaje Osob podilejicich
se na provadéni Klinického hodnoceni. Tyto Osobni ddaje budou zahrnovat jména a kontaktni informace a mohou obsahovat
také informace o pracovnich zkuSenostech a odborné kvalifikaci, publikace, Zivotopisy, vzdélani, informace tykajici se
mozného stfetu zajmu a informace o platbach provadénych pifjemciim odmén na zdkladé této Smlouvy s Poskytovatelem.
Zadavatel bude zpracovdvat tyto Osobni ddaje pro ndsledujici ticely:
(1) k provadéni klinickych hodnocent;
(i) pro ucely kontrol ze strany stitnich fadd, orgdnd statnitho dozoru, Zadavatele, CRO, jejich zdstupci a Sesterskych
spolecnosti;
(iii) pro ucely plnéni zakonem danych pozadavki a pozadavki organt statniho dozoru;
(iv) pro ucely zvetejnéni na webovych strankdch www.clinicaltrials.gov nebo na jinych vefejnych webovych strankach ¢i
portélech pro klinickd hodnoceni Evropské 1€kové agentury (EMA) Ci ostatnich agentur s cilem poskytnout informace o
klinickych hodnocenich, jejich ZkousSejicich a pfislusnych vysledcich (za ptredpokladu, Ze dotycny jednotlivec poskytl
souhlas);
W) uloZeni do databazi za ti¢elem usnadnéni vybéru Zkousejicich pro budouci klinicka 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 zdkoni a predpisu.

B. SDILENI UDAJU

Zadavatel muze Osobni tdaje sdilet (i) se svymi poskytovateli sluzeb, kteti jeho jménem zpracovdvaji osobni tdaje na
zaklad€ jeho pokyni; (ii) se spolupracujicimi partnery a (iii) se sesterskymi spole¢nostmi ze skupiny Zadavatele, véetné
spolupracujicich partneri a sesterskych spole¢nosti v zemich mimo Evropskou unii (dile jen "Tteti zemé") pfiemz je
povinen zajistit jejich dostatecnou ochranu, zejména na zdkladé pouZivani Standardnich smluvnich doloZek.

Kromé toho mohou byt osobni tidaje predany tfadim ve Tietich zemich, napiiklad dtadu FDA (Utad pro schvalovani 16&iv a
potravin - Food and Drug Administration) Spojenych statti americkych.
C. PRAVA OSOB PODILEJICICH SE NA PROVADENI KLINICKEHO HODNOCEN{

Zadavatel se zavazuje odpovidat na vSechny opravnéné Zadosti o informace tykajici se ulozenych Osobnich tdaju a také na
vSechny Zadosti o opravu, aktualizaci ¢i vymaz téchto Osobnich udaju.

Osoby podilejici se na provadéni Klinického hodnoceni také mohou Zadavatele kontaktovat a zakazat zpracovani
svych Osobnich tdaji pro tcely uvedené v odstavcich A (v) a (vi).

Za timto ucelem a v piipad€, Ze mdte zdjem o ziskdni Standardni smluvni doloZky (pokud takovd doloZka existuje) pro
ochranu Osobnich tudaji, muZete kontaktovat odpovédného pracovnika Zadavatele pro ochranu osobnich tdaju,

prostiednictvim e-mailové adresy ||| | | | | | | N 1cbo na shora uvedené adrese.

Pravni ramec pro zpracovani osobnich udaji vychazi z Clénku 6 (1) (b) Obecné predpisy pro ochranu osobnich tdajd, s vyjimkou (iv) kde Clanek 6
(1) a) je pravnim ramcem a s vyjimkou (v), (vi) a (vii), kde Clanek 6 (1) f) je pravnim ramcem.
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PRILOHA E
Souhlas se zverejnénim Osobnich udaji v registrech klinickych hodnoceni

[J Souhlasim se zveiejnénim mych osobnich tdaji (pracovni zafazeni, jméno, kontaktni
informace a informace tykajici se mé odborné kvalifikace) na webovych strankach
www.clinicaltrials.gov a dalSich veiejné dostupnych webovych strankach a portalech Evropské
1ékové agentury (EMA) ¢i jinych pFisluSnych agentur, které informuji o klinickych hodnocenich,
Zkousejicich, osobach podilejicich se na jejich provadéni a souvisejicich vysledcich klinickych
hodnoceni spole¢nosti Merck KGaA pro klinické hodnoceni “ || IEGEGNGzGgGEG
.
I

Mam pravo tento svilj souhlas v budoucnu odvolat.

Misto, datum Podpis:

I C/: I nsitution PI CSA [l20180611_1.0
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