ERGGMED

CLINICAL TRIAL AGREEMENT
ERGOMED — INVESTIGATOR/INSTITUTION

SMLOUVA O PROVEDENI
KLINICKEHO HODNOCEN!I
ERGOMED —
ZKOUSEJICI/IPOSKYTOVATEL

This AGREEMENT is put in effect on the Effective Date and is
made between:

Tato SMLOUVA vstoupi v t¢innost Dnem tcinnosti a je
uzaviena mezi:

ERGOMED PLC, with registered offices at 1 Occam Court,
Surrey Research Park, Guildford, Surrey, GU2 7HJ, United
Kingdom, VAT number GB809610630, Company number
4081094 (hereinafter referred to as “ERGOMED”)

ERGOMED PLC, se sidlem na 1 Occam Court ,
Surrey Research Park, Guildford, Surrey, GU2 7HJ,
Spojené Krélovstvi, Cislo DPH GB809610630, &islo
spole¢nosti 4081094 (dale jen “ERGOMED”)

and

a

Fakultni nemocnice Brno, with registered offices at Jihlavska 20,
625 00 Brno, Czech Republic, 1C:65269705, VAT:CZ65269705
(hereinafter referred to as the “INSTITUTION”) represented by
Prof. MUDr. Jaroslav Stérba, Ph.D., director

Fakultni nemocnice Brno, se sidlem na Jihlavska 20,
62500 Brno, Ceska republika, IC: 65269705, DIC:
CZ65269705 (dale jen  “POSKYTOVATEL”)
zastoupeny Prof. MUDIr. Jaroslav Stérba, Ph.D., feditel

and

A

(hereinafter referred to

as the “INVESTIGATOR”)

1

jen “ZKOUSEJICI®)

WHEREAS:

VZHLEDEM K TOMU, ZE:

ERGOMED and Nano Carrier (hereinafter the “Sponsor”) entered
into an agreement by which the Sponsor requested and
ERGOMED accepted to organize and manage the conduct of the
following clinical trial in the interest and for the benefit of the
Sponsor:

3
)

Protocol NC-6004-009” (hereinafter: “the Clinical Trial”);

Spole¢nost ERGOMED a Nano Carrier (déale jen
,Zadavatel) uzavieli smlouvu, podle niz Zadavatel
pozadal spole¢nost ERGOMED, aby zorganizovala a
fidila v zajmu a ve prospéch Zadavatele prubéh
nasledujiciho

klinického hodnoceni:

(dale  jen: .. Klinické
hodnoceni), a spole¢nost ERGOMED tuto zadost
Zadavatele prijala;

and

A

ERGOMED wishes to involve the INSTITUTION and
INVESTIGATOR in the Clinical Trial in the role referred to herein
and the INSTITUTION and INVESTIGATOR accept such
involvement.

spole¢nost ERGOMED si preje zapojit
POSKYTOVATELE a ZKOUSEJICIHO do Klinického
hodnoceni v nize uvedené roli a POSKYTOVATEL a
ZKOUSEIJIC] toto zapojeni piijimaji.

WHEREBY IT IS AGREED AS FOLLOWS:

PRICEMZ SE STRANY DOHODLY TAKTO:

Article 1

Clanek 1

Definitions

Definice

For the purpose of this Agreement, the following
expressions shall have the meanings attributed to them
below:

Pro ucely této Smlouvy maji tyto vyrazy vyznam, ktery
je jim pfifazen nize:

“Affiliate” Any business entity which controls, is
controlled by, or is under the common control with the
Sponsor or ERGOMED. For the purposes of this

,PFidruzena osoba* Jakakoli osoba, ktera
ovlada, je ovladana nebo je ovladana spole¢né se
Zadavatelem nebo ERGOMED. Pro ucely této definice
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definition, a business entity shall be deemed to control
another business entity if it owns, directly or
indirectly, in excess of 50% of the voting interest in
such business entity or the power to direct the
management of such business entity. For the
avoidance of any doubt, Affiliate shall mean as well a
subsidiary or representative and branch office in any
country.

se ma za to, ze podnikatelsky subjekt ovlada jiny
podnikatelsky subjekt, pokud vlastni, pfimo nebo
neptimo, vice nez 50 % podil na hlasovacich pravech v
takovém podnikatelském subjektu nebo miize uplatiiovat
rozhodujici vliv na fizeni takového podnikatelského
subjektu. Pro vylouceni jakychkoli pochybnosti je
Pfidruzenou osobou také dcefina spole¢nost nebo
obchodni zastoupeni a pobocka v jakékoliv zemi.

“Agreement” This agreement comprising
its clauses, schedules and any appendices attached to
it.

»Smlouva“ Tato smlouva obsahujici jeji ustanoveni,
dodatky a ptipadné dodatky.

“Case Report Form” or “CRF” A printed,
optical, or electronic document, prepared by the
Sponsor and/or ERGOMED and completed by the
INVESTIGATOR, designed to record all of the
Protocol (as hereinafter defined) required information
to be reported to the Sponsor on each Clinical Trial
Subject as hereinafter defined).

»Zaznam subjektu hodnoceni nebo “CRF”

TiStény, opticky nebo elektronicky dokument
vypracovany  Zadavatelem  a/nebo  spolecCnosti
ERGOMED a vyplnény ZKOUSEJICIM, jehoz uéelem
je zaznamenavani veskerych informaci vyzadovanych
Protokolem (jak je zde definovan), které musi byt
Zadavateli ozndmeny pro kazdy Subjekt klinického
hodnoceni, jak je zde definovan.

“Clinical Trial” That portion of the Sponsor’s
clinical trial that is to be conducted at the
INSTITUTION, under the supervision and direction
of INVESTIGATOR, pursuant to the Protocol and
subject to the terms and conditions of this Agreement.

,Klinické hodnoceni* Ta ¢&ast Zadavatelova
klinického hodnoceni, kterd méa byt provedena v zafizeni
POSKYTOVATELE za dohledu a pod vedenim
ZKOUSEJICIHO, a to v souladu s Protokolem a
podminkami této Smlouvy.

“Clinical Trial Product”

,,Klinicky hodnoceny pripravek” _:

“Data Subject” Any natural person whose Personal
Data is processed in accordance with this Agreement.

»Subjekt udaju Fyzickd osoba, jejiz Osobni
Udaje jsou zpracovavany v souladu s touto Smlouvou.

“Clinical Trial Subject” A person Enrolled in
the Clinical Trial who meets all of the inclusion
criteria and none of the exclusion criteria set forth in
the Protocol and has signed a valid IRB/EC approved
Informed Consent Form.

,,Subjekt klinického hodnoceni* Osoba
Zaregistrovana do Klinického hodnoceni, ktera spliiuje
vSechna registracni kritéria a zadna vylucovaci kritéria
uvedena v Protokolu a ktera podepsala platny Formulaf
informovaného souhlasu schvaleny IRB/EC.

“Enrolment” Recruitment (invitation to
potential participants in the Clinical Trial for
screening), screening (examination of the potential
participants in the Clinical Trial by INVESTIGATOR
for the purpose of determining the eligibility as per
Protocol criteria, and, if a potential participant in the
Clinical Trial is eligible for participation, presentation
and discussion of the Clinical Trial implications with
the potential participants in the Clinical Trial and
obtaining from the potential participant in the Clinical
Trial an Informed Consent Form to participate in the
Clinical Trial), and/or randomization (as defined in the
GCP). Also to include “Enrol” as the verb or any other
derivation of the term.

,,Registrace* Nabor (pozvéanka potencidlnim
ucastnikim  klinického hodnoceni na screening),
screening (prohlidka potencialnich ucastnikii Klinického
hodnoceni ZKOUSEJICIM pro tcely stanoveni
zpusobilosti podle kritérii Protokolu a v piipad¢, ze je
potencialni ucastnik Klinického hodnoceni zptisobily k
ucasti, predstaveni a diskuze o disledcich Klinického
hodnoceni s potencidlnimi uUc€astniky Klinického
hodnoceni a obstarani Formulafe informovaného
souhlasu od potencialniho 1ucastnika Klinického
hodnoceni za ucelem ucasti na klinickém hodnoceni),
a/nebo randomizace (jak je definovano v GCP).
»Registrace” zahrnuje i slovesny tvar (Registrovat) Ci
jiny slovni druh odvozeny od tohoto slova.

“Informed Consent Form” The form prepared by
the Sponsor and/or ERGOMED in conformance with
the Regulations (as hereinafter defined), in
consultation with the Sponsor, ERGOMED, and the
IRB/EC, approved by Sponsor, ERGOMED and the
IRB/EC and signed by all Clinical Trial Subjects
before they begin to participate in the Clinical Trial.

,JFormular informovaného souhlasu*“ Formular
vypracovany  Zadavatelem  a/nebo  spolecnosti
ERGOMED v souladu s Pfedpisy (jak je definovano v
této Smlouve), po konzultaci se Zadavatelem, spole¢nosti
ERGOMED a IRB/EC. a schvéleny Zadavatelem,
spolecnosti ERGOMED, IRB/EC a podepsany vsemi
Subjekty klinického hodnoceni pted tim, nez se zacnou
ucastnit Klinického hodnoceni.

“INVESTIGATOR’s team”  Qualified staff,
determined by INVESTIGATOR, who participates in
Clinical Trial - e.g. INSTITUTION’s employees

»Tym ZKOUSEJICIHO* Kvalifikovany personal
(uréeny ZKOUSEJICIM), ktery se ucastni Klinického
hodnoceni — napf. zaméstnanci POSKYTOVATELE,
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and/or INSTITUTION’s and / or INVESTIGATOR’s
contractors and/or consultants.

popf. dodavatelé/poradci POSKYTOVATELE a/nebo
ZKOUSEIJICIHO.

“IRB/EC” Institutional Review Board(s) or
Ethical Committees organized in accordance with the
Regulations.

»IRB/EC* Revizni rada (rady) Poskytovatele nebo
Etické komise organizované v souladu s Piedpisy.

“Party” ERGOMED, INSTITUTION or
INVESTIGATOR and except where otherwise
provided “Parties” shall mean all of them.

»Smluvni strana“ Spole¢nost ERGOMED,
POSKYTOVATEL nebo ZKOUSEJICI a neni-li
uvedeno jinak, terminem ,,Smluvni strany* se rozumi
vSechny z nich.

“Protocol”

as amended from time to time by
Sponsor. The Protocol, as it may be amended from
time to time, is incorporated into this Agreement by
this reference as Schedule I.

»Protokol*

(ndzev klinického
hodnoceni, v souladu s pribéznymi zménami Zadavatele.
Protokol, ktery mtize byt priitbézn€ meénen, je zacleneén do
této Smlouvy timto odkazem jako Ptiloha €. L.

“Recruitment Period” ,
or such later date as may be directed by Sponsor and
approved by the competent authorities.

“Nabor” _, nebo pozdéjsi datum

stanovené Zadavatelem a schvalené piislusnymi organy.

“Regulations” All laws, rules, regulations
and guidelines that apply to or govern the conduct of
the multi-centre Clinical Trial and/or the Clinical
Trial, including without limitation the applicable ICH
guidelines (including E6: Good Clinical Practice:
Consolidated Guideline, and the ICH Harmonised
Tripartite Guideline for Good Clinical Practice
(CHMP/ICH/135/95; hereinafter: “GCP”), together
with the requirements in Clinical Trial Directive
2001/20/EC (4 April 2001) and the related guidance,
guidelines and directives), the most recent version of
Standard BS EN ISO 14155, the World Medical
Association Declaration of Helsinki entitled ‘Ethical
Principles for Medical Research Involving Human
Subjects’ (“Helsinki Declaration”), all relevant laws
of the European Union if directly applicable or of
direct effect, all national laws and all relevant
regulations and ordinances such as Act No. 378/2007
Coll., on Pharmaceuticals, as amended and the
Regulation No. 226/2008 Coll., on Good Clinical
Practice, as amended and all relevant laws and
regulations regarding data protection and privacy,
especially the Regulation (EU) 2016/679 of the
European Parliament and of the Council of 27 April
2016 - General Data Protection Regulation or
“GDPR” and Act No. 110/2019 Coll. on the
Processing of Personal Data (together: “Data
Protection Laws”) and anti-bribery and ethical
business conduct, and the requirements of the
applicable regulatory authorities and the ethics
committee and the policies of the INSTITUTION, as
any of the foregoing may be amended from time to
time, including the Clinical Trial Regulation EU
536/2014 that entered into force on 16 June 2014,

»Predpisy”  VsSechny zakony, pravidla, ptfedpisy a
smérnice, kter¢ se tykaji nebo upravuji pribéh
multicentrického  klinického  hodnoceni  a/nebo
Klinického hodnoceni, mimo jiné¢ vcetné platnych
smérnic ICH (v€etn¢ E6: Spravna klinicka praxe:
Konsolidovana smeérnice a tripartitni harmonizovana
smérnice ICH pro spravnou Kklinickou praxi
(CHMP/ICH/135/95; dale jen: ,GCP*) spolu s
pozadavky uvedenymi ve Smérnici o klinickém
hodnoceni 2001/20/ES (4. dubna 2001) a souvisejicimi
radami, pokyny a smérnicemi), v nejaktualngjsi verzi
normy BS EN ISO 14155, v Helsinské deklaraci Svétové
lékatské asociace nazvané ,,Etické zasady pro 1ékaisky
vyzkum na ¢lovéku“ (,,Helsinska deklarace®), ve vsech
prislusnych zakonech Evropské unie, pokud se ptimo
uplati nebo maji pfimy ucinek, ve vSech vnitrostatnich
zakonech a vSech pfislusnych predpisech a vyhlaskach,
jako je zakon ¢&. 378/2007 Sb., o léCivech, ve znéni
pozdéjsich predpist, a vyhlaska ¢. 226/2008 Sb., o
spravné klinické praxi, ve znéni pozd€jsich predpisi, a ve
vSech prislusnych zakonech a predpisech tykajicich se
ochrany osobnich 1udaji a soukromi, v¢&. zejména
Natizeni Evropského parlamentu a Rady (EU) 2016/679
ze dne 27. dubna 2016 (Obecné natizeni o ochrané
osobnich udaji nebo ,, GDPR*) a zakona ¢. 110/2019 Sb.,
0 zpracovani osobnich udaju (dale spole¢né jako
»Zakony o ochrané osobnich udaju“), boje proti
uplatkarstvi a etického podnikani, a pozadavky
prislusnych regulacnich organt a etické komise a politik
POSKYTOVATELE, vse v pfipadném nejaktudlnéjsim
znéni, veetné nafizeni EU o klinickém hodnoceni
536/2014, které nabylo platnosti dne 16. ¢ervna 2014,

“Services” The services of research and other
services to be performed by the INSTITUTION and
INVESTIGATOR in accordance with the Protocol and

»wIluzby“ Vyzkumné a dal$i sluzby, které maji
provést POSKYTOVATEL a ZKOUSEJICI v souladu s
Protokolem a podminkami této Smlouvy za ucelem
provedeni Klinického hodnoceni.
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under the terms of this Agreement in order to carry out
the Clinical Trial.

“Timelines” The dates set out in Schedule 11 hereto
as may be amended by agreement between the Parties.

»Lhuty* Data uvedena v Priloze ¢. II k této
Smlouve tak, jak mohou byt piipadné zmeénéna na
zakladé dohody Smluvnich stran.

Article 2

Clanek 2

Rights and obligations of the Parties

Prava a povinnosti Smluvnich stran

2.1 Pursuant to the terms and conditions of this V souladu s podminkami této Smlouvy se
Agreement, INSTITUTION through the efforts of POSKYTOVATEL zavazuje provést prostiednictvim
INVESTIGATOR agrees to conduct the Clinical Trial usili ZKOUSEJICIHO Klinické hodnoceni v souladu s
according to the Protocol. INSTITUTION and Protokolem. POSKYTOVATEL a ZKOUSEJICI se
INVESTIGATOR agree to use their best endeavours zavazuji vynalozit veskeré usili k tomu, aby provedli
to recruit approximately ] Clinical Trial Subjects to nabor zhruba | Subjektii klinického hodnocent, ktefi se
participate in the Clinical Trial according to the ztcastni Klinického hodnoceni v souladu s Protokolem a
Protocol and in accordance with the Timelines. v souladu s Lhutami.

INSTITUTION shall ensure that the POSKYTOVATEL je povinen  zajistit, aby
INVESTIGATOR uses his best efforts to Enrol only ZKOUSEJICI vynalozil veskeré usili k tomu, aby
Clinical Trial Subjects who satisfy the Enrolment Zaregistroval pouze Subjekty klinického hodnocenti, ktefi
criteria according to the Protocol, and shall not splituji kritéria Registrace podle Protokolu a nesmi
knowingly Enroll any participants which in his best védomé zapsat zadné ucastniky, kteti dle jeho nejlepsiho
professional judgment do not adequately meet the odborného usudku dostate¢né nespliiuji kritéria pro
criteria for Clinical Trial Subjects. Subjekty Kklinického hodnoceni.

The Sponsor or ERGOMED may request Zadavatel nebo spole¢nost ERGOMED mohou vyzvat
INSTITUTION to stop Enrolment at any time and for POSKYTOVATELE k tomu, aby Registraci kdykoli a z
any reason. jakéhokoli diivodu zastavil.

2.2 INSTITUTION and INVESTIGATOR agree to POSKYTOVATEL a ZKOUSEJICI se zavazuji, ze
perform the work required under the Protocol and this provedou praci poZzadovanou za zakladé tohoto Protokolu
Agreement and to conduct the Clinical Trial with a této Smlouvy a Klinické hodnoceni s pfiméfenou pééi,
reasonable care knowledge, experiences, and skill znalostmi a dovednosti jako odbornici v lékarském a
required as the experts of the medical and clinical field klinickém oboru a v souladu s Protokolem, touto
and in accordance with the Protocol, this Agreement, Smlouvou, dohodnutymi standardnimi provoznimi
agreed standard operating procedures (“SOPs”) and postupy (,,SOP*),a Ptedpisy.

Regulations.

By signing the Agreement, INSTITUTION and Podpisem Smlouvy POSKYTOVATEL a ZKOUSEJICI
INVESTIGATOR acknowledge that they have potvrzuji, Zze obdrzeli a pfezkoumali Uplné znéni
received and reviewed the full text of Protocol (as Protokolu (jak je ptipojen k této Smlouvé jako ptiloha ¢.
herein attached as Schedule I). ).

2.3 INSTITUTION and INVESTIGATOR shall protect POSKYTOVATEL a ZKOUSEJICI jsou povinni chranit
the rights and welfare of Clinical Trial Subjects prava a pohodu Subjekti klinického hodnoceni, ktefi se
participating in the Clinical Trial in accordance with ucastni Klinického hodnoceni v souladu s Protokolem.
the Protocol.

2.4 INVESTIGATOR shall obtain and maintain (and ZKOUSEIJICI si opatii a uchova (a poskytne o tom

provide to ERGOMED reasonable documentation and
evidence of) any and all licenses, permits, approvals if
required by the Protocol and Regulations for
conducting of the Clinical Trial from the
INSTITUTION, IRB/EC and/or any other authorized
body, other than those which are obligation of
ERGOMED as stipulated in Article 2.5.

spolecnosti ERGOMED pfiméfenou dokumentaci a
dikazy) veSkeré licence, povoleni, pokud jsou tyto
vyzadované Protokolem a Predpisy pro provedeni
Klinického hodnoceni ze strany POSKYTOVATELE,
IRB/EC, a/nebo jiného opravnéného organu, ktery je
odli$ny od organt, vuci nimz ma ERGOMED povinnosti
podle Clanku 2.5.
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INVESTIGATOR shall obtain a signed and legally
valid written Informed Consent Form from each
potential participant in the Clinical Trial (or his/her
legal guardian, as appropriate) before initiating any
Clinical Trial specific procedures.

ZKOUSEIJICI je povinen si obstarat podepsané a pravné
platné pisemné Formulafe informovaného souhlasu od
kazdého potencialniho ucastnika Klinického hodnoceni
(nebo ptipadné jeho zdkonného zastupce) pied zahajenim
jakychkoli specifickych postupti Klinického hodnoceni.

Any proposed modifications to any Informed Consent
Form must be approved by both the IRB/EC and
ERGOMED or the Sponsor before being used for the
Clinical Trial.

All original signed Informed Consent Forms shall be
retained by the INVESTIGATOR and be available for
the inspection by Sponsor, ERGOMED, their
representatives and any agency or their designee.

VSechny navrhované zmény pfislusného Formulare
informovaného souhlasu musi byt schvéleny IRB/EC a
spoleCnosti ERGOMED nebo Zadavatelem pied
pouzitim pro Klinické hodnoceni.

Vsechny originaly podepsanych Formulaia
informovanych souhlasti uschova ZKOUSEJICI a budou
k dispozici pro kontrolu ze strany Zadavatele, spolecnosti
ERGOMED, jejich zastupcii a jakéhokoli organu nebo
jejich povéfenych osob.

2.5 ERGOMED shall submit to IRB/EC for the Clinical Podani zadosti o povoleni u IRB/EC pro Klinické
Trial approval. hodnoceni je v kompetenci spole¢nosti ERGOMED.
INSTITUTION shall immediately notify ERGOMED POSKYTOVATEL je povinen neprodlené¢ informovat
and Sponsor if the IRB/EC approval of the Clinical spole¢nost ERGOMED a Zadavatele, pokud dojde k
Trial is suspended, terminated, or made subject to pozastaveni ¢i ukonceni schvaleni Klinického hodnoceni
other sanctions by any government agency. ze strany IRB/EC nebo se stane pfedmétem jinych sankci
INVESTIGATOR shall submit all required reports to uloZenych statnim organem. ZKOUSEJICI je povinen
the IRB/EC, and obtain continuing review and predlozit vSechny potiebné zpravy IRB/EC, a zajistit
approval by the IRB/EC as required by applicable prubéznou kontrolu a schvaleni IRB/EC, jak je
Regulations. INSTITUTION, INVESTIGATOR, pozadovano piislusnymi Piedpisy. POSKYTOVATEL,
ERGOMED and Sponsor shall cooperate in obtaining ZKOUSEJiCI, ERGOMED a Zadavatel budou
the IRB’s approval in case it is suspended or spolupracovat na ziskani schvéleni IRB/EC v piipadg, ze
terminated and/or in case of the sanction of the je pozastaven nebo ukonéen nebo/a v piipadé sankci
government agency ulozenych statnim organem.

2.6 INSTITUTION and INVESTIGATOR each represent POSKYTOVATEL a ZKOUSEJICI prohlasuji a
and warrant that the INVESTIGATOR has the zaruéuji, ze ZKOUSEJICI ma potiebné odborné znalosti
necessary expertise to perform the Clinical Trial and k provedeni Klinického hodnoceni a e ZKOUSEJICI
that INVESTIGATOR meets and shall continue to spliiuje a bude i nadale spliiovat podminky stanovené v
meet the conditions set out in the applicable platnych Predpisech, zejména GCP.

Regulations, especially in the GCP.

INVESTIGATOR  further  represents that ZKOUSEJICI dile prohlasuje, e ZKOUSEJICI
INVESTIGATOR’s medical license is in good disponuje fadnym opravnénim vykonavat Iékarské
standing; that INVESTIGATOR has never had a povolani, které mu nikdy nebylo pozastaveno ani zruseno
medical license suspended or revoked or otherwise &i jinak omezeno, ze ZKOUSEJICI nikdy nebyl vylougen
restricted; that INVESTIGATOR has never been ani jinak omezen v ramci provadéni klinického
disqualified or otherwise been restricted in conducting hodnoceni ze strany regula¢nich organti a ze proti
clinical studies by any regulatory authorities and that ZKOUSEJICIMU nejsou v sou¢asné dobé uplatiiovana
INVESTIGATOR is not currently the subject of any 7adna disciplinarni opatfeni uloZend statnim nebo
disciplinary actions by any state or federal agency. federalni organem.

2.7 INSTITUTION and INVESTIGATOR shall arrange POSKYTOVATEL a ZKOUSEIJICI zajisti jakykoli jiny
for any other relevant personnel required to carry out piisluSny personal potfebny k provadéni Protokolu a
the Protocol and shall ensure that at all times during zajisti, aby byl po celou dobu Klinického hodnoceni k
the Clinical Trial there is enough and properly trained dispozici dostatek fadné proskoleného personalu na
personnel to support the Clinical Trial. In addition to podporu Klinického hodnoceni. V navaznosti na ¢l. 2.11
the Article 2.11., the INSTITUTION and / or POSKYTOVATEL a/nebo ZKOUSEJICI jsou povinni
INVESTIGATOR shall inform ERGOMED of any informovat spolecnost ERGOMED o jakékoli zmén€ v
change in the INVESTIGATOR’s team. Tymu ZKOUSEJICIHO.

2.8 INSTITUTION represents and warrants that it POSKYTOVATEL prohlasuje a zarucuje, Ze ma veskera

possesses all facilities, personnel and resources
necessary and sufficient to properly conduct the
Clinical Trial; that any laboratory work performed at
INSTITUTION shall be performed at a laboratory that

zafizeni, personal a zdroje nezbytné a dostatecné pro
fadné provedeni Klinického hodnoceni, Ze piipadné
laboratorni prace provadéné POSKYTOVATELEM
budou provedeny v laboratofi, ktera je certifikovana
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is certified under the applicable Regulations; and that
every member of INVESTIGATOR’s team is
qualified and has received the training necessary to
comply with the Protocol and applicable Regulations
as well as the appropriate time to deliver the Services
under this Agreement.

podle platnych Piedpisi a ze kazdy ¢len Tymu
ZKOUSEJICIHO je kvalifikovany a absolvoval $koleni
nezbytna ke splnéni Protokolu a platnych Predpisi, a ma
i Casovy prostor pro poskytnuti Sluzeb podle této
Smiouvy.

2.9 ERGOMED may, at its sole option, arrange for the Spoleénost ERGOMED muze podle svého uvazeni
availability of a study coordinator, duly qualified by zajistit dostupnost koordinatora studie, ktery fadné
training and / or experience, to manage the absolvoval Skoleni a/nebo ma zkuSenosti s fizenim
administrative functions at the Clinical Trial site. administrativnich funkci v misté Klinického hodnoceni.

2.10 INSTITUTION and INVESTIGATOR shall perform POSKYTOVATEL a ZKOUSEJICI jsou povinni provést
the Clinical Trial efficiently and within the Timelines Klinick¢é hodnoceni efektivné a v ramci Lhit
set out in Schedule Il and the Protocol. INSTITUTION stanovenych v Pfiloze ¢. 1 a v Protokolu.
and INVESTIGATOR acknowledge and agree that POSKYTOVATEL a ZKOUSEJIC] berou na védomi a
when rendering the Services time is of the essence. souhlasi s tim, ze pii poskytovani Sluzeb je velmi
INVESTIGATOR shall give written notice to dilezity &as. ZKOUSEJICI je povinen neprodlend
ERGOMED as soon as a delay in the Timelines can be pisemné informovat spole¢nost ERGOMED v piipadé, ze
anticipated. 1ze oCekavat zpozdéni Lhit.

2.11 INVESTIGATOR shall personally conduct the ZKOUSEJICI je povinen provést Klinické hodnoceni
Clinical Trial and supervise the related work of the osobné a dohlizet na relevantni praci Tymu
INVESTIGATOR’s team. INVESTIGATOR and ZKOUSEJICIHO. ZKOUSEJICI ani POSKYTOVATEL
INSTITUTION shall not delegate their obligations nesmi pfenést své zavazky z této Smlouvy na zadnou tieti
from this Agreement to any third party without the stranu bez piedchoziho pisemného souhlasu spoleénosti
prior written approval of ERGOMED and competent ERGOMED a piislusnych organt, pokud jsou tyto
authorities, where required. INVESTIGATOR and nezbytné. ZKOUSEJICI a POSKYTOVATEL nesou
INSTITUTION shall be responsible for supervising odpovédnost za dohled nad jakoukoli tfeti stranou, na
any third party to whom they delegate Clinical Trial kterou deleguji povinnosti souvisejici s Klinickym
related duties and shall remain at all times fully and hodnocenim, a za v§ech okolnosti nesou vici spole¢nosti
solely liable to ERGOMED for any performance ERGOMED plnou odpovédnost za jakékoli jednani ¢i
undertaken by such third party with respect to the plnéni, ke kterému se takova tieti strana v souvislosti s
Clinical Trial. Klinickym hodnocenim zavaze.

2.12 ERGOMED has the right to request INSTITUTION Spolecnost ERGOMED ma pravo zadat
replacement of INVESTIGATOR if there is POSKYTOVATELE o vyménu ZKOUSEJICIHO,
information available to ERGOMED that the pokud bude mit spole¢nost ERGOMED informace o tom,
INVESTIGATOR does not perform his obligations as 7e ZKOUSEJICI neplIni své povinnosti tak, jak je
set out in this Agreement. stanoveno v této Smlouve.

2.13 If the INVESTIGATOR and / or the INSTITUTION Pouziva-li ZKOUSEJICI, resp. POSKYTOVATEL k
respectively retains the services of any third party to provadéni Klinického hodnoceni sluzby tieti strany, pak
perform Clinical Trial related duties and functions, ZKOUSEJICI, resp. POSKYTOVATEL: (i) mé& o tom
INVESTIGATOR and / or the INSTITUTION informovat spolecnost ERGOMED, (ii) ma zajistit, ze
respectively should: (i) inform ERGOMED takova tfeti strana je kvalifikovana pro poskytovani
thereabout; (ii) ensure this third party is qualified to sluzeb souvisejicich s provadénim Klinického hodnoceni
perform those Clinical Trial related duties and v souladu s Predpisy, (iii) ma zavést procesy k zajisténi
functions, as per Regulations; (iii) implement integrity sluzeb a dat souvisejicich s provadénim
procedures to ensure integrity of such performed Klinického hodnoceni, a (iv) ponese vici spole¢nosti
Clinical Trial related duties and functions and any data ERGOMED a Zadavateli plnou a vyhradni odpovédnost
generated and (iv) remain at all times fully and solely za jakékoli plnéni, ke kterému se takové tfeti strany
liable to ERGOMED and the Sponsor for any zavazaly, pokud jde o kvalitu, Gplnost a provedeni praci.
performance undertaken by any such third parties for
the quality, completeness and fulfilment of the work.

2.14 INVESTIGATOR shall timely prepare and maintain ZKOUSEJICI je povinen véas pripravit a udrzovat

adequate and accurate case histories of each Clinical
Trial Subject Enrolled in the Clinical Trial, recording
all observations and other data pertinent to the Clinical
Trial.

adekvatni a pfesné anamnézy kazdého Subjektu
klinického hodnoceni Zaregistrovaného do Klinického
hodnoceni s uvedenim vSech pozorovani a dalsich udaji
tykajicich se Klinického hodnoceni.
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INVESTIGATOR shall collect clinical data related to
the Clinical Trial in a timely and organized manner
that shall allow ERGOMED a complete and thorough
analysis of the clinical findings of the Clinical Trial.
INVESTIGATOR shall review and sign the forms
used for data collection in a timely manner, including
Case Report Forms.

ZKOUSEIJICI je povinen shirat klinické Gdaje tykajici se
Klinického hodnoceni v¢as a organizované tak, aby
umoznil spole¢nosti ERGOMED provést uplnou a
dikladnou analyzu klinickych zjisténi Klinického
hodnoceni. ZKOUSEJICI je povinen véas zkontrolovat a
podepsat formulafe pouzivané pro sbér dat, vcetné
Zaznamu subjektu hodnoceni.

INVESTIGATOR shall follow Clinical Trial Subjects
in  accordance  with  the  Protocol, and
INVESTIGATOR shall actively seek to contact
Clinical Trial Subjects who discontinue and do not
complete all necessary Protocol requirements, while
respecting their rights. Upon completion of the
Clinical Trial (whether prematurely or otherwise)
INVESTIGATOR shall co-operate with Sponsor and
ERGOMED in producing a report of the Clinical Trial
detailing the methodology and results and containing
an analysis of the results and drawing appropriate
conclusions.

ZKOUSEIJICI je povinen sledovat Subjekty klinického
hodnoceni v souladu s Protokolem a aktivné se snazit
kontaktovat Subjekty klinického hodnoceni, ktefi
prerusili a nedokoncili vSechny nezbytné pozadavky
Protokolu, a zaroven respektovat jejich prava. Po
dokonceni Klinického hodnoceni (at’ uz predc¢asné nebo
jinak) je ZKOUSEJICI povinen spolupracovat se
Zadavatelem a spole¢nosti ERGOMED pii vytvafeni
zpravy o Klinickém hodnoceni, kterd bude podrobné
uvadét metodiku a vysledky a bude obsahovat analyzu
vysledkd a €init patiicné zavéry.

2.15 INSTITUTION shall ensure that INVESTIGATOR POSKYTOVATEL je povinen  zajistit, aby
fully complies with adverse event provisions of the ZKOUSEJICI jednal plné¢ v souladu s ustanovenimi
Protocol. INVESTIGATOR shall contact ERGOMED Protokolu pro piipad nezadouci ptihody. ZKOUSEJICI
and Sponsor to report any adverse event experienced je povinen kontaktovat spole¢nost ERGOMED a
by any Clinical Trial Subject as and when required by Zadavatele za ucelem nahlaSeni nezadouci ptihody, ke
the Regulations and the Protocol. které dojde u Subjektu klinického hodnocent, jak/a pokud

to vyZaduji Predpisy a Protokol.
INVESTIGATOR shall submit to ERGOMED and the ZKOUSEJICI je povinen predlozit spole¢nosti
Sponsor all associated documentation (e.g. lab reports, ERGOMED a Zadavateli veSkerou souvisejici
death summary, operative reports etc.) for each dokumentaci (napf. laboratorni zpravy, zpravu o Gmrti,
adverse event. INVESTIGATOR shall respond to all operativni zprdvy atd.) v piipadé kazdé nezadouci
requests for follow-up information from ERGOMED. ptihody. ZKOUSEIJICI je povinen reagovat na viechny
zadosti spolec¢nosti ERGOMED o navazujici informace.

2.16 INSTITUTION shall promptly inform Sponsor and POSKYTOVATEL je povinen neprodlené¢ informovat
ERGOMED of any intended or actual inspection, Zadavatele a spole¢nost ERGOMED o kazdé zamyslené
written inquiry and/or visit to the trial site at the nebo skute¢né inspekci, pisemném dotazu a/nebo
INSTITUTION by any regulatory authority and navstévé v misté hodnoceni POSKYTOVATELE ze
forward to Sponsor and ERGOMED copies of any strany  kteréhokoli regulaéniho organu a predat
correspondence from any such regulatory authority Zadavateli a spole¢nosti ERGOMED kopie piipadné
relating to the Clinical Trial. korespondence od takového regulaéniho organu v

souvislosti s Klinickym hodnocenim.
INSTITUTION shall use all reasonable endeavours to POSKYTOVATEL je povinen vynalozit veSkeré
ensure that Sponsor and ERGOMED may have a pfimétené usili k zajisténi toho, aby Zadavatel a
representative present during any such inspection or spole¢nost ERGOMED mohli mit béhem kazdé takové
visit. INSTITUTION and INVESTIGATOR agree kontroly nebo navstévy na misté svého zastupce.
that during inspection or visit by any regulatory POSKYTOVATEL a ZKOUSEJICI se zavazuji, Ze
authority concerning the Services or Clinical Trial any béhem kontroly nebo névstévy kteréhokoli regula¢niho
of them shall not disclose information and materials organu tykajici se Sluzeb nebo Klinického hodnoceni ani
that are not required to be disclosed to such regulatory jeden z nich neposkytne informace ani materialy, které
authority, without the prior written consent of nebudou regulatnim organem vyzadany, bez
ERGOMED, which consent shall not be unreasonably pfedchoziho  pisemného  souhlasu  spoleénosti
withheld or delayed. ERGOMED, ktery nebude bezduvodné odepien ani

zadrzovan.

2.17 INSTITUTION shall permit Sponsor and ERGOMED POSKYTOVATEL je povinen umoZnit Zadavateli a

to examine the conduct of the Clinical Trial and the
premises of INSTITUTION upon 3 (three) days’
advance notice during regular business hours to
determine whether the Clinical Trial is being
conducted in accordance with the requirements set out
in this Agreement.

spole¢nosti ERGOMED zkontrolovat prubéh Klinického
hodnoceni a prostory POSKYTOVATELE na zakladé
oznameni zaslaného 3 (tf1) dny pfedem, a to béhem bézné
pracovni doby, za ulelem zjisténi, zda Klinické
hodnoceni probiha v souladu s pozadavky stanovenymi v
této Smlouve.
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2.18 INSTITUTION shall immediately notify Sponsor and POSKYTOVATEL je povinen neprodlené informovat
ERGOMED if INVESTIGATOR is no longer able for Zadavatele a  spoletnost ERGOMED, pokud
whatever reason to act as INVESTIGATOR. ZKOUSEIJICI jiz neni schopen pusobit jako

ZKOUSEIJICI, a to z jakéhokoli diivodu.

2.19 INSTITUTION shall ensure that the preparation, POSKYTOVATEL je povinen zajistit, aby se piiprava,
handling, storage and/or testing of any Clinical Trial nakladani, skladovani a/nebo testovani jakéhokoli
Product during the course of the Clinical Trial at the Klinicky hodnoceného piipravku v pribéhu Klinického
INSTITUTION is carried out in accordance with the hodnoceni u POSKYTOVATELE provadélo v souladu s
Protocol and all the Regulations. Protokolem a vSemi Piedpisy.

INSTITUTION shall bear all risk of loss or damage to POSKYTOVATEL nese veskeré riziko ztraty nebo

the Clinical Trial Product provided by ERGOMED or poskozeni Klinicky hodnoceného pripravku

Sponsor while the Clinical Trial Product is in the poskytnutého spole¢nosti ERGOMED nebo Zadavatelem

control or possession of INSTITUTION. v dobé, kdy je Klinicky hodnoceny piipravek pod
kontrolou nebo v drzeni POSKYTOVATELE.

2.20 INSTITUTION and INVESTIGATOR acknowledge POSKYTOVATEL a ZKOUSEJICI uznavaji, ze
that the Sponsor is and shall at all times remain the Zadavatel je a za vSech okolnosti zlstane jedinym
sole owner of the Clinical Trial Product. vlastnikem Klinicky hodnoceného pfipravku.
ERGOMED or Sponsor shall provide INSTITUTION Spolecnost ERGOMED nebo zadavatel jsou povinni
with the required quantities of the Clinical Trial zdarma poskytnout POSKYTOVATELI pozadovana
Product, at no charge, for the INSTITUTION to mnozstvi Klinicky hodnoceného piipravku za Géelem
conduct the Clinical Trial. provedeni Klinického hodnoceni

POSKYTOVATELEM.

Neither INSTITUTION nor INVESTIGATOR shall POSKYTOVATEL ani ZKOUSEJICI nesmi povolit
permit the Clinical Trial Product to be used for any vyuziti Klinicky hodnoceného piipravku k jinym uceltim
purpose other than the conduct of the Clinical Trial nez k provedeni Klinického hodnoceni a po ukonceni
and upon termination or expiration of this Agreement nebo vyprseni této Smlouvy jsou povinni dle uvazeni a
all unused Clinical Trial Product shall, at Sponsor’s na naklady Zadavatele bud’ vratit vSechny nepouzité
option and expense, either be returned to Sponsor or jednotky Klinicky hodnoceného ptipravku Zadavateli
disposed of in accordance with the Protocol or nebo je zlikvidovat v souladu s Protokolem ¢i pokyny
Sponsor’s instructions. Zadavatele.

2.21 Neither the INSTITUTION nor INVESTIGATOR POSKYTOVATEL ani ZKOUSEJICI nesmi b&hem
shall during the term of this Agreement conduct any doby platnosti této Smlouvy provadét zadné hodnocenti,
other trial which might hinder their ability to conduct které by mohlo byt piekazkou pro jejich schopnost
the Clinical Trial in line with the Protocol. provést Klinické hodnoceni v souladu s Protokolem.

2.22 Upon Sponsor’s request, INVESTIGATOR shall Na zadost Zadavatele je ZKOUSEJICI povinen vyplnit a
complete and return to ERGOMED or the Sponsor in vratit neprodlen¢ spolecnosti ERGOMED  nebo
a timely manner, financial certification or disclosure Zadavateli formulaie 0 finan¢ni certifikaci/prohlaseni o
forms or any updates thereof, as applicable, provided finan¢nich z4jmech nebo jakékoli jejich pfipadné
to the INVESTIGATOR by ERGOMED or the aktualizace, které ZKOUSEJICIMU poskytla spole¢nost
Sponsor. ERGOMED nebo Zadavatel.
INSTITUTION and INVESTIGATOR shall ensure POSKYTOVATEL a ZKOUSEIJICI jsou povinni zajistit,
that other members of INVESTIGATOR’s team, aby ostatni &lenové Tymu ZKOUSEJICIHO, kteii
performing any functions related to the Clinical Trial provadi n¢jaké ¢innosti tykajici se Klinického hodnocenti,
also complete and return all such financial také vyplnili a odevzdali vSechny takové formulaie o
certification/disclosure forms, if so required by the finan¢ni certifikaci/prohlaseni o finanCnich zajmech,
Sponsor. pokud to Zadavatel vyzaduje.

2.23 According to the applicable Regulations in force and V souladu s pouzitelnymi a platnymi Predpisy, a dle

as per agreement with the Sponsor regarding Clinical
Trial archiving period, INSTITUTION and
INVESTIGATOR shall retain all Clinical Trial
records for 15 (fifteen) years after the end of the
Clinical Trial. If the Sponsor is interested in further
archiving of the documentation, they are obliged to
submit their request in writing to the INSTITUTION
at least two months before the end of the agreed
archiving period and INSTITUTION shall ensure
further archiving at the expense of the Sponsor, or
issue documentation to them.

dohody se Zadavatelem ve vé&ci archivaéni doby
Klinického hodnoceni, je POSKYTOVATEL a
ZKOUSEJICI povinen uchovavat viechny zdznamy o
Klinickém hodnoceni po dobu 15 (patnacti) let po
ukonceni Klinického hodnoceni. V pfipadé, ze ma
Zadavatel zajem na dal$i archivaci dokumentace, je

povinen svij pozadavek uplatnit pisemné u
POSKYTOVATELE nejméné¢ dva mésice pied
uplynutim sjednané doby archivace a

POSKYTOVATEL dalsi archivaci na
Zadavatele zajisti, popf. jim dokumentaci vyda.

naklady

Country specific_Czech_ERG FRM PM 009.01, ver 07.4, effective 230ct2019

Page 8 of 37




ERGGMED

INSTITUTION and/or INVESTIGATOR shall notify
ERGOMED and/or Sponsor immediately in writing of
any accidental loss or destruction of Clinical Trial
records.

POSKYTOVATEL, piip. ZKOUSEJICI jsou povinni
neprodlené pisemné informovat spole¢nost ERGOMED
a/nebo Zadavatele o jakékoli nahodné ztraté nebo zniceni
zaznamu o Klinickém hodnoceni.

Article 3

Clanek 3

Compensation and expenses

Odména a vydaje

3.1 As compensation for the conduct of the Clinical Trial Jako odménu za provedeni Klinického hodnoceni
as referred to in this Agreement by INSTITUTION POSKYTOVATELEM a ZKOUSEJICIM v souladu s
and INVESTIGATOR, ERGOMED shall pay to the touto Smlouvou je spole¢nost ERGOMED povinna
INSTITUTION the gross fee, VAT excluded (if zaplatit POSKYTOVATELI hrubou c&astku (bez
applicable) as indicated in Schedule Il herein attached ptipadného DPH) uvedenou v Piiloze ¢. II této Smlouvy,
and made an integral part of this Agreement. ktera je nedilnou soucasti této Smlouvy.

This gross fee includes any and all taxes that may be Tato hruba Castka zahrnuje veskeré dang, které mohou
applicable anywhere anytime and it is specifically byt splatné kdekoliv a kdykoliv a je vyslovné dohodnuto,
agreed that any such taxes shall be the sole ze veSkeré takové dané musi byt vyhradni odpovédnosti
responsibility of the INSTITUTION who shall timely POSKYTOVATELE, ktery takové dané také vcas
pay all such taxes for which it is liable. uhradi. POSKYTOVATEL ponese odpovédnost a bude
INSTITUTION shall have the responsibility and the mit povinnost fadné¢ a véas zaplatit vSem pfislusSnym
obligation to make proper and timely disbursements of strandm zapojenym do Klinického hodnoceni.

funds to all appropriate parties involved in the Clinical

Trial.

3.2 It is agreed that payment of the sums due under this Je dohodnuto, Ze platby splatné na zakladé této Smlouvy
Agreement shall be payable by ERGOMED by wire ucini spole¢nost ERGOMED bankovnim pfevodem na
transfer at the bank account indicated in the bankovni uéet uvedeny na fakture POSKYTOVATELE
INSTITUTION’s invoice and within 30 (thirty) days do 30 (tficeti) dnti od obdrzeni faktury.
from the invoice receipt.

3.3 In case of the Sponsor’s material failure to meet its V piipadé podstatného poruseni povinnosti Zadavatele
obligations towards ERGOMED, ERGOMED retains vici spole¢nosti ERGOMED si spole¢nost ERGOMED
the right to withhold payments to the INSTITUTION vyhrazuje pravo zadrzZet platby uréené
until Sponsor satisfies its obligations. POSKYTOVATELI do doby, nez Zadavatel splni své

povinnosti.

3.4 Prices in Schedule Il are VAT excluded. VAT is Ceny v Priloze €. II jsou uvedeny bez DPH. DPH podléha
reversed charged based on the Article 196 of the rezimu pfenesené danové povinnosti (tzv. reverse charge)
Council Directive 2006/112/EC on the common na zakladé ¢lanku 196 Smémice Rady 2006/112/ES o
system of value added tax and both ERGOMED’s and spole¢ném systému dané z piidané hodnoty a nha
INSTITUTION’s VAT identification number must be fakturach musi byt uvedena danova identifikacni cisla
recorded on invoices. spole¢nosti ERGOMED i POSKYTOVATELE.

3.5 The INSTITUTION shall issue all invoices under this POSKYTOVATEL vystavi vSechny faktury na zakladé
Agreement to ERGOMED PLC, 1 Occam Court, této Smlouvy na adresu ERGOMED PLC, 1 Occam
Surrey Research Park, Guildford, Surrey, GU2 7HJ, Court, Surrey Research Park, Guildford, Surrey, GU2
United Kingdom and deliver to: ERGOMED’s staff 7HJ, Spojené kralovstvi, a doru¢i je zaméstnanci
who is responsible for review and approval of spole¢nosti  ERGOMED, ktery je zodpovédny za
invoices, of whom you shall be informed before the kontrolu a schvalovani faktur, o kterém budete
start of the Clinical Trial. informovén/a pted zac¢atkem Klinického hodnoceni.

3.6 Unless otherwise agreed in writing and approved by Neni-li pisemné dohodnuto a schvéaleno Zadavatelem
Sponsor, payments of the sums due under this jinak, platby Castek splatnych na zakladé této Smlouvy
Agreement shall be made according to the attached budou provedeny v souladu s ptilozenou Piilohou ¢. II.
Schedule II.

3.7 If a dispute arises between the Parties in respect of any V ptipadé rozporu Smluvnich stran ohledné jakékoli ¢asti

part of an invoice, ERGOMED shall: (i) notify
INSTITUTION promptly of the particulars of the
dispute, and (ii) may withhold payment of the disputed

faktury, spolecnost ERGOMED: (i) vyrozumi
bezodkladné POSKYTOVATELE o detailech sporu, a
(ii) je opravnéna zadrzet spornou Cast platby s tim, ze
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part of the invoice provided that ERGOMED and the
INSTITUTION and INVESTIGATOR respectively
endeavour promptly and in good faith to resolve the
dispute.

spoleénvost’ ERGOMED a POSKYTOVATEL, resp.
ZKOUSEIJICI, se pokusi v dobré vitfe spor vyftesit.

3.8 In undertaking to perform the Services for V ramci zavazku poskytnout Sluzby spole¢nosti
ERGOMED, it is understood that INSTITUTION, ERGOMED se ma za to, ze POSKYTOVATEL,
INVESTIGATOR and INVESTIGATOR’s team act ZKOUSEJICI a Tym ZKOUSEJICIHO jednaji jako
as independent contractors without the capacity to nezavisli dodavatelé bez opravnéni pravné zavazovat
legally bind ERGOMED or the Sponsor and that spole¢nost ERGOMED ¢&i Zadavatele a ze ZKOUSEJICT
INVESTIGATOR and INVESTIGATOR's team are a Tym ZKOUSEJICIHO tak ¢ini jako zaméstnanci
doing so as an employee of the INSTITUTION and POSKYTOVATELE a nikoli jako zaméstnanci
not as an employee of ERGOMED. spole¢nosti ERGOMED.

Avrticle 4 Clanek 4
Regulatory Review, Opinion from Ethics Posouzeni ze strany regula¢nich uiadi, stanovisko
Committee Etické komise

4.1 Until all Parties have obtained all required Dokud vSechny Strany neobdrzi veSkerou nezbytnou
documentation from the IRB/EC (where necessary) dokumentaci od IRB/EC (v piipad¢ potieby) a vsechny
and all required approvals (in writing) regarding the nezbytné souhlasy (pisemné) tykajici se podminek
terms and conditions of Clinical Trial, including the Klinického hodnoceni, véetné Formulafe informovaného
Informed Consent Form, related instructions for use souhlasu, souvisejicich pokynt k jeho pouziti a Protokolu
and the Protocol from the competent IRB/EC, od pfislusného IRB/EC, neposkytne spole¢nost
ERGOMED and/or Sponsor shall not supply the ERGOMED ani Zadavatel Klinicky hodnoceny
Clinical Trial Product to INSTITUTION, and ptipravek POSKYTOVATELI a POSKYTOVATEL ani
INSTITUTION and INVESTIGATOR shall not ZKOUSEJICI nesmi Registrovat Zadny Subjekt
Enroll any Clinical Trial Subject and shall ensure that klinického hodnoceni a jsou povinni zajistit, aby ve
neither administration of the Clinical Trial Product to vztahu k zadnému takovému Subjektu klinického
any Clinical Trial Subject nor any other clinical hodnoceni  nedochazelo k podavani  Klinicky
intervention mandated by the Protocol takes place in hodnoceného piipravku takovému Subjektu ani k jinému
relation to any such Clinical Trial Subject. klinickému zasahu stanovenému v Protokolu.

4.2 All modifications to the Protocol shall be made by the Veskeré zmény Protokolu provede Zadavatel a
Sponsor and implemented by the INVESTIGATOR implementuje ZKOUSEJICI po obdrzeni nezbytnych
after receipt of necessary regulatory or IRB/EC regulaénich nebo IRB/EC souhlasii. POSKYTOVATEL
approvals. Neither INSTITUTION nor ani ZKOUSEJICI nesmi souhlasit z Zzadnou zménou
INVESTIGATOR shall consent to any change in the Protokolu  vyzadanou pfislusnym IRB/EC  bez
Protocol requested by a relevant IRB/EC without the predchoziho  pisemného  souhlasu  Zadavatele.
prior written consent of the Sponsor. INSTITUTION POSKYTOVATEL je povinen neprodlené zaslat kopii
shall promptly forward a copy of any such change in pfipadné zmény v Protokolu pozadované piislusnym
the Protocol requested by a relevant IRB/EC to the IRB/EC Zadavateli a spole¢nosti ERGOMED.

Sponsor and ERGOMED.

4.3 INSTITUTION and INVESTIGATOR shall promptly POSKYTOVATEL a ZKOUSEJICI jsou povinni
forward to ERGOMED and Sponsor copies of all neprodlen¢ zaslat spolecnosti ERGOMED a Zadavateli
correspondence to or from regulatory authorities and kopie veskeré korespondence s regula¢nimi organy a
IRB/ECs which concern the Clinical Trial. IRB/EC, ktera se tyka Klinického hodnoceni.

Article 5 Clinek 5
Data Protection Ochrana osobnich udaju

51 For the purpose of this Agreement the terms Pro tcely této Smlouvy plati, Ze pojmy Zpracovani,
Processing, Controller, Processor, Recipient, Personal Spravce, Zpracovatel, P¥ijemce, Osobni tdaje a Poruseni
Data and Personal Data Breach, shall have the same zabezpedeni osobnich udajti maji stejny vyznam, jaky jim
meaning ascribed to them in Data Protection Laws, je pfifazen v pfislusnych Zakonech o ochran¢ osobnich
especially in GDPR. udajt, zejména GDPR.

5.2 The Parties agree to adhere to the principles of Smluvni strany se zavazuji po celou dobu Zpracovani

confidentiality in relation to Clinical Trial Subjects
and at all times comply with applicable Data
Protection Laws, especially GDPR when Processing

Osobnich udaji na zikladé¢ této Smlouvy dodrzovat
zadsady zachovani mléenlivosti ve vztahu k Subjektim
Klinického hodnoceni a vzdy jednat v souladu s
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Personal Data in connection with this Agreement. The
Personal Data protection measures during the
Processing and description of Personal Data
Processing are described in Schedules 11l and IV.

prislusnymi Zakony o ochrané osobnich tdajd, zejména
GDPR. Popis opatieni k zajisténi ochrany Osobnich
udaji béhem jejich Zpracovani, jakoz i popis zpisobu
Zpracovani Osobnich udajt, je uveden v Ptiloze €. Ill a
Ptiloze ¢. V.

5.3 INVESTIGATOR processes Clinical Trial Subjects’ ZKOUSEJICI  zpracovava Osobni tdaje Subjektd
Personal Data in full detail. Clinical Trial Subjects’ klinického hodnoceni v Gplném rozsahu. K procesu
Personal Data has to be pseudonymised before pseudonymizace Osobnich udaji Subjekti klinického
providing it to ERGOMED and/or Sponsor, i.e. hodnoceni musi dojit jesté¢ pied jejich predanim
Clinical Trial Subjects are given an identifier by which spole¢nosti ERGOMED a/nebo Zadavateli, tj. Subjektim
they are known in a system, which is typically a klinického hodnoceni je v systému piifazen identifikator,
number — key-coded data. List with the codes and the kterym je vétSinou &islo — Udaje kddované s vyuZzitim
Clinical Trial Subjects’ details is kept only with klice. Seznam koéda a dalSich podrobnych tdaja
INVESTIGATOR in order to link the Clinical Trial tykajicich se Subjektt klinického hodnoceni je uchovan
Subjects to their Personal Data. pouze u ZKOUSEJICIHO za téelem ptitazeni Subjekti

Klinického hodnoceni k jejich Osobnim udajim.
Unless pseudonymised, Clinical Trial Subject’ Dokud nedojde k pseudonymizaci Osobnich tudaju
Personal Data —shall not be disclosed to ERGOMED Subjektu klinického hodnoceni,nesmi ZKOUSEJICI ani
or to Sponsor by INVESTIGATOR or INSTITUTION POSKYTOVATEL Osobni Gdaje Subjektu klinického
save where this is required to satisfy the requirements hodnoceni sdélit spole¢nosti ERGOMED ani Zadavateli,
of the Protocol or for the purpose of monitoring or pokud to neni nutné za ucelem splnéni pozadavki
adverse event reporting, or in relation to a claim or Protokolu nebo pro ucely monitorovani ¢i hlaseni
proceeding brought by a Clinical Trial Subject in nezadoucich piihod, nebo ve vztahu k naroku nebo fizeni
connection with the Clinical Trial. zahgjenému  Subjektem  Klinického hodnoceni v
souvislosti s Klinickym hodnocenim.
Consequently, ERGOMED and Sponsor shall not V disledku vySe uvedeného nesmi Spole¢nost
disclose the identity of Clinical Trial Subjects to third ERGOMED ani Zadavatel sdélit totoznost Subjektt
parties without prior written consent of the Clinical klinického hodnoceni tietim stranam bez piedchoziho
Trial Subject in question except as permitted by and in pisemného souhlasu daného Subjektu Kklinického
accordance with Regulations. hodnoceni, s vyjimkou ptipadi povolenych v souladu s
Predpisy.
INVESTIGATOR shall be the point of contact for any ZKOUSEJICI je kontaktni osobou pokud jde o
Clinical Trial Subject’s data protection related pozadavky tykajici se ochrany osobnich udaji Subjektt
requests (including, but not limiting, to fulfil the Klinického  hodnoceni v souvislosti s Klinickym
Clinical Trial Subject’s GDPR rights) concerning the hodnocenim (vCetng, ale bez omezeni, pozadavki
Parties or Sponsor in connection with the Clinical Subjektu klinického hodnoceni ohledné naplnéni jeho
Trial. INVESTIGATOR shall be primarily responsible prav plynoucich z GDPR), tykajici se Smluvnich stran
to handle such requests (including sharing such nebo Zadavatele. ZKOUSEJICI je primarné zodpovédny
requests with Sponsor and ERGOMED with za zpracovani takovych pozadavkt (coz zahrnuje i sdileni
compliance with the Regulations, specifically the takovych poZadavkt se Zadavatelem a spoleénosti
pseudonymization of Clinical Trial Subject’s personal ERGOMED, v souladu s Piedpisy, obzvlasté
data, where required) and communicate with Clinical Sustanovenimi o pseudonymizaci osobnich Udaji
Trial Subjects. Sponsor and ERGOMED shall provide Subjektu  Klinickeho hodnoceni, pokud je tak
reasonable assistance where required to ensure vyzadovano) a za komunikaci se Subjekty Klinického
compliance with Clinical Trial Subject's rights under hodnoceni. Pokud to bude nezbytné, Zadavatel a
applicable Data Protection Laws. spolecnost ERGOMED poskytnou pfimétenou asistenci
Kk zajisténi souladu spravy Subjektu Klinického
hodnoceni plynoucimi z pouZitelnych pfedpist o ochrané
osobnich udaj.
5.4 INVESTIGATOR hereby confirms that he fully ZKOUSEIJICI timto potvrzuje, Ze je fadn& srozumén a

understands and has been properly informed that the
conclusion and the performance of this Agreement and
the conduct of the Clinical Trial as per the Regulations
require the Sponsor and ERGOMED to Process his
Personal Data. Depending on Sponsor’s location and
its decision to file for submission for marketing
application, necessary Processing may include the
transfer of his Personal Data to countries outside the
EU/EEA, which do not ensure adequate level of
Personal Data protection as per GDPR. By entering
into this Agreement, the INVESTIGATOR explicitly
agrees with such transfers of his Personal Data to the

obezndmen s tim, Ze k uzavteni a plnéni této Smlouvy i k
provedeni Klinického hodnoceni podle Predpisi je
nezbytné zpracovani jeho Osobnich idaji Zadavatelem a
spole¢nosti ERGOMED. V zavislosti na umisténi sidla
Zadavatele a jeho rozhodnuti piedlozit Zzadost o registraci
pripravku mutize nezbytné Zpracovani zahrnovat predani
jeho Osobnich udaju do zemi mimo EU/EHP, které
neposkytuji dostatecné zaruky na ochranu Osobnich
udaji podle GDPR. Uzavienim této Smlouvy
ZKOUSEJICI udéluje vyslovny souhlas s piedavanim
svych Osobnich udaji (viz vyse) v rozsahu potfebném
pro uzavieni a plnéni této Smlouvy a provedeni
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extent necessary for the conclusion and the
performance of this Agreement and the conduct of the
Clinical Trial as per the Regulations. Such Personal
Data may include names, contact information, work
experience, qualifications, publications, resumes,
educational background, information on performance
and professional capabilities and applicable invoicing
details.

Klinického hodnoceni podle Piedpist. Tyto Osobni Gdaje
mohou zahrnovat jména, kontaktni (daje, pracovni
zkuSenosti, kvalifikaci, publikace, zivotopisy, vzdé¢lani,
informace o vykonnosti a odborné zptsobilosti, jakoz i
ptislusné fakturacni udaje.

INSTITUTION and INVESTIGATOR agree to
inform the INVESTIGATOR’s team about the
Processing of INVESTIGATOR’s team Personal Data
and to establish proper arrangement of their relations
with the INVESTIGATOR’s team for such
Processing. Depending on Sponsor’s location and its
decision to file for submission for marketing
application, Processing necessary for the conclusion
and the performance of this Agreement and the
conduct of the Clinical Trial as per the Regulations
may include the transfer of his Personal Data to
countries outside the EU/EEA, which do not ensure
adequate level of Personal Data protection as per
GDPR. INSTITUTION and INVESTIGATOR shall
ensure that INVESTIGATOR’s team is aware that
their Personal Data shall be Processed for the below
mentioned purposes. Any person who does not fully
agree with the Processing described should not be
involved in any capacity in the INVESTIGATOR's
team.

POSKYTOVATEL a ZKOUSEJICI se zavazuji k tomu,
7e budou informovat Tym ZKOUSEJICIHO o
Zpracovéani Osobnich tidaji Tymu ZKOUSEJICIHO a e
vybuduji ~ fddné  nastaveni  vztahi s Tymem
ZKOUSEJICIHO za tugelem takového Zpracovani.
V zavislosti na umisténi sidla Zadavatele a jeho
rozhodnuti piedlozit zadost o registraci ptipravku mutize
Zpracovani - nezbytné pro uzavieni a plnéni této
Smlouvy a provedeni Kilinického hodnoceni podle
Predpisti — zahrnovat pfedavani Osobnich udajii do zemi
mimo EU/EHP, které neposkytuji dostateéné zaruky na
ochranu Osobnich udaju podle GDPR.
POSKYTOVATEL a ZKOUSEIJICI jsou povinni zajistit,
aby si ¢lenové Tymu ZKOUSEJICIHO byli védomi toho,
ze jejich Osobni udaje budou Zpracovavany k ucelim
uvedenym niZze v této Smlouvé. Jakakoli osoba, ktera
neudéli plny souhlas s vySe uvedenym Zpracovanim, by
neméla byt ¢lenem Tymu ZKOUSEJICIHO.

ERGOMED shall provide the INVESTIGATOR and
INVESTIGATOR’s team with the Personal Data
informationnotice that contains information about
their Personal Data Processed and their rights (e.g.
access right, portability, rectification) so that Sponsor
and / or ERGOMED comply with their obligation
under applicable Data Protection Laws.

Spoleénost ERGOMED je povinna poskytnout
ZKOUSEJICIMU a Tymu ZKOUSEJICIHO oznameni o
Osobnich Gdajich obsahujici informace o jejich
Zpracovavanych Osobnich Gdajich a s tim souvisejicich
pravech (napf. pravo na pfistup k udajim, pravo na
ptenositelnost tdajti, pravo na opravu a doplnéni udaji)
tak, aby Zadavatel a spole¢nost ERGOMED spliiovali
své povinnosti vyzadované piislusSnymi Zakony o
ochrané osobnich udaji.

55

ERGOMED and the SponsorProcess Personal Data of
INVESTIGATOR and INVESTIGATOR’s team for
the following specific purposes, where:

Spole¢nost ERGOMED a Zadavatel budou Zpracovavat
Osobni  Udaje ~ ZKOUSEJICIHO a Tymu
ZKOUSEJICIHO pro tyto konkrétni ucely, kdy:

o the Sponsor is the Controller:

e Zadavatel plisobi jako Sprévce pro:

(i) ensuring proper conduct of the Clinical
Trial;

(i) zajisténi  tadného  prabéhu  Klinického
hodnoceni,

(if) review by a regulatory authority, Sponsor,
ERGOMED or their agents;

(i) kontrolu ze strany regulacniho organu,
Zadavatele, spolecnosti ERGOMED nebo
jejich zastupci,

(iii) 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
clinical trial results;

(iii) zvefejnéni na: www.clinicaltrials.gov nebo
jinych  vefejné¢  pfistupnych  webovych
strankéch a portalech klinickych studii EMA a
dalsich agentur, které informuji o provedenych
klinickych studiich, jejich ZKOUSEJICICH a
vysledcich téchto studii;

(iv) satisfying legal or regulatory requirements
e.g. anti-corruption compliance.

(iv) splnéni pravnich nebo regula¢nich pozadavki
(napt. dodrzovani protikorup¢nich predpisi).

e ERGOMED is the Controller:

»  ERGOMED ptisobi jako Spravce pro:

(i) maintaining in databases to facilitate selection
of investigators and sites in future clinical
trials;

(i) vedeni databazi pro usnadnéni vybéru
ZKOUSEJICICH a mist  uskute¢néni
klinickych hodnoceni v budoucnu.
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(ii) conclusion and
Agreement;

performance of this

(ii) uzavieni a plnéni této Smlouvy;

(iii) fulfilment of ERGOMED’s legal obligations
as far as such exist or may be imposed under

(iii) plnéni  pravnich povinnosti  spolecnosti
ERGOMED, at’ jiz existujicich nebo piipadné

the Regulations to ERGOMED (for example, uloZenych spole¢nosti ERGOMED
tax obligations); prislusnymi  Predpisy  (napf.  danové
povinnosti);
(iv) for the establishment, exercise or defence of (iv) vznik, vykon nebo obhajobu pravnich narok?.
legal claims.
ERGOMED’s, INSTITUTION’s and Pokud jde 0 spolecnost ERGOMED,

INVESTIGATOR’s legal basis for Processing in the
role of the Processor is the performance of a contract.

POSKYTOVATELE a ZKOUSEJICIHO (jakozto
Zpracovatele), je plnéni smlouvy pravnim zékladem pro
Zpracovani.

Article 6

Clanek 6

Intellectual Property

DusSevni vlastnictvi

6.1

The Parties hereby agree that the Sponsor shall at all
times retain ownership of any know-how, trade
secrets, developments, discoveries, inventions,
innovations or improvements (whether or not
patentable) conceived or first reduced to practice, or
deriving therefrom, in the performance of Services
under this Agreement, in the performance of the
Clinical Trial, or as a result of using data from the
Clinical Trial by INSTITUTION, its employees or
INVESTIGATOR (hereinafter: the “Intellectual
Property”) and the INSTITUTION and
INVESTIGATOR have no rights to any such
Intellectual Property, unless mandatory provisions of
applicable law provide otherwise.

Smluvni strany se timto dohodly, Ze Zadavatel si po celou
dobu ponecha vlastnické pravo k veskerému know-how,
obchodnim tajemstvim, vyvoji, objeviim, vynaleziim,
inovacim ¢i zlepSenim (at’ jsou patentovatelna ¢i ne), ke
kterym dojde nebo se poprvé dostanou do praktického
vyuziti, nebo z toho budou odvozena pti poskytovani
Sluzeb na zakladé této Smlouvy, pifi provadéni
Klinického hodnoceni nebo v disledku vyuzivani udaji
z Klinického hodnoceni POSKYTOVATELEM, jeho
zaméstnanci nebo ZKOUSEJICIM (dale jen: ,DuSevni
vlastnictvi“)y a POSKYTOVATEL a ZKOUSEJICI
nemaji Zadna prava na takové Dusevni vlastnictvi, pokud
zavazna ustanoveni piislusnych pravnich Piedpist
nestanovi jinak.

For the avoidance of doubt, to the extent that the
Sponsor shall not automatically, by operation of
provisions of this article, become the sole and
unlimited owner of the Intellectual Property, the
INSTITUTION and INVESTIGATOR shall transfer
or assign (at the Sponsor’s choice and direction) the
Intellectual Property to the Sponsor at no additional
cost and they. To the extent that the Intellectual
Property or the right to exercise the Intellectual
Property are not transferable or assignable due to
mandatory  laws the INSTITUTION and
INVESTIGATOR hereby grant to Sponsor an explicit,
exclusive, irrevocable, unlimited  worldwide,
transferable, assignable and cost-free license
regarding any and all right, title and interest in any and
to any Intellectual Property. INVESTIGATOR and
INSTITUTION shall assign and deliver to Sponsor all
documents and do all such things as may be necessary
or appropriate to vest, transfer or assign (at the
Sponsor’s choice and direction) in Sponsor all rights,
title and interest in and to such Intellectual Property.
INVESTIGATOR and INSTITUTION shall promptly
disclose to the Sponsor any such Intellectual Property.

Aby se predeslo pochybnostem, v rozsahu, v némz se
Zadavatel automaticky nestane na zakladé ustanoveni
tohoto c¢lanku jedinym a neomezenym vlastnikem
Dusevniho vlastnictvi, budou POSKYTOVATEL a
ZKOUSEIJICI povinni bezplatné prevést &i postoupit (dle
volby a pokynu Zadavatele) Dusevni vlastnictvi
Zadavateli. V rozsahu, v némz je DuSevni vlastnictvi
nebo pravo vyuzivat DuSevni vlastnictvi nepfenosné a
nepievoditelné z divodu zavaznych pravnich predpisi,
timto POSKYTOVATEL a ZKOUSEJICI udéluji
Zadavateli  vyslovnou, vyhradni, neodvolatelnou,
celosvétové neomezenou, prenosnou, pievoditelnou a
bezplatnou licenci ve vztahu ke vS§em pravim, narokim
a podilim na jakémkoli takovém DuSevnim vlastnictvi.
POSKYTOVATEL a ZKOUSEJICI jsou povinni
poskytnout a dodat Zadavateli veskeré dokumenty a
ucinit veskeré kroky, které jsou nezbytné ¢i vhodné k
udéleni, prevodu ¢i postoupeni (dle volby a pokynu
Zadavatele) vSech prav, narokt a podili na takovém
Dusevnim vlastnictvi na Zadavatele. POSKYTOVATEL
a ZKOUSEIJICI jsou povinni neprodlené informovat
Zadavatele o kazdém takovém DuSevnim vlastnictvi.

Upon the request of the Sponsor INVESTIGATOR
and INSTITUTION shall assist the Sponsor in the
preparation, filing and prosecution of patent
applications on  the Intellectual  Property;
INVESTIGATOR and INSTITUTION further agree
to execute and deliver any and all instruments
necessary to effectuate the ownership of such patent
applications and to enable the Sponsor to file and

Na Zzadost Zadavatele jsou POSKYTOVATEL a
ZKOUSEJIC] povinni spolupracovat se Zadavatelem na
piipravé, podani a vyfizovani Zadosti o patent na DuSevni
vlastnictvi. POSKYTOVATEL a ZKOUSEJICI se déle
zavazuji, ze uzaviou a dodaji veskeré doklady nezbytné
k vykonu vlastnictvi ve vztahu k témto Zadostem o patent
a umozni Zadavateli, aby podal a vyfidil tyto zadosti o
patent v kterékoli zemi a udrzoval jiz vydané patenty.
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prosecute such patent applications in any country and
maintain the patents issued thereon,.

6.2 INSTITUTION and INVESTIGATOR agree that any POSKYTOVATEL a ZKOUSEIJICI souhlasi s tim, Ze
and all works, recommendations, advices, veskeré prace, doporuceni, rady, postichy a zavéry,
observations and conclusions, rendered, obtained, poskytnuté, ziskané, vytvofené, formulované i
generated, conceived or derived, directly or indirectly, odvozené, a to pfimo ¢i nepifimo, POSKYTOVATELEM
by INSTITUTION and/or INVESTIGATOR during a/nebo ZKOUSEJICIM v pribéhu poskytovani Sluzeb
the course of the performance of Services under this dle této Smlouvy, pii provadéni Klinického hodnoceni
Agreement, in performance of the Clinical Trial, or as nebo v dusledku vyuziti idaji z Klinického hodnoceni,
a result of using data from the Clinical Trial, including, mimo jiné veetné klinickych ¢i jinych udajt (mimo jiné
without limitation, clinical and other data (including véetné pisemnych, tisténych, grafickych, video a audio
without limitation, written, printed, graphic, video and materiall a informaci obsazenych v jakékoli pocitacové
audio material, and information contained in any databdzi nebo v strojové ¢Citelné podob€) budou
computer database or computer readable form) shall absolutnim a vyhradnim vlastnictvim Zadavatele, ktery
be Sponsor’s absolute and exclusive property, who je bude moci pouzivat dle vlastni vile tak, jak to
shall be free to use it as it deems fit for any purpose povazuje za vhodné pro jakykoli Gcel.
whatsoever.

INSTITUTION and INVESTIGATOR agree that they POSKYTOVATEL a ZKOUSEJICI se zavazuji, ze

assert no claim to rights in technology and materials neuplatni zadné naroky na prava k technologii a

owned by ERGOMED or the Sponsor. materialim, které vlastni spole¢nost ERGOMED nebo
Zadavatel.

6.3 INSTITUTION or INVESTIGATOR may be allowed POSKYTOVATEL nebo ZKOUSEJICI  mohou

to present and publish clinical data resulting from the prezentovat a publikovat Kklinické Gdaje vyplyvajici z
Clinical Trial for academic or educational purposes Klinického hodnoceni pro akademické nebo vzdélavaci
pursuant to the Sponsor’s publication policies and ucely v souladu se zasadami Zadavatele pro publikovani
upon obtaining prior expressed written approval from na zakladé piedchoziho pisemného souhlasu Zadavatele
the Sponsor for any such presentation or publication. s takovou prezentaci nebo publikaci.
Any material and manuscript prepared for publication Veskeré materialy a rukopisy pripravené k publikaci ¢i
or presentation shall be submitted to the Sponsor for prezentaci musi byt ptredlozeny Zadavateli k
review and comment at least 60 (sixty) days prior to pfezkoumani a pfipominkam nejméné 60 (Sedesat) dni
submission for publication. INSTITUTION and/or pted predlozenim k publikacii POSKYTOVATEL
INVESTIGATOR shall modify the publication or a/nebo ZKOUSEIJICI jsou povinni upravit materialy pro
presentation material according to the comments publikaci ¢i prezentaci v souladu s piipominkami
provided by the Sponsor. Zadavatele.

6.4 Notwithstanding any provision hereof to the contrary, Bez ohledu na jakykoli ¢lanek této smlouvy, ktery by

INSTITUTION and/or INVESTIGATOR further
agree to delete information identified by ERGOMED
or the Sponsor as confidential from any publication or
presentation, including data resulting from the Clinical
Trial , prior to submitting such material or manuscript
as referred to in Article 6.3 and making such
publication or presentation. During the period for
review of a proposed publication or presentation
material or manuscript , the Sponsor shall be entitled
to request a delay of publishing such materials or
making such presentation for a period of up to six 6
(six) months from the date of first submission to the
Sponsor in order to enable the Sponsor to take steps to
protect its proprietary information and/or Intellectual
Property.

vyznél opacng, POSKYTOVATEL a/nebo
ZKOUSEIJICI se dale zavazuji, ze odstrani informace,
které spolecnost ERGOMED nebo Zadavatel oznaci za
duvérné z jakékoli publikace nebo prezentace, véetné dat
vyplyvajicich z Klinického hodnoceni, a to pied
predloZenim takovych materidlti nebo rukopisd, jak je
uvedeno v Clanku 6.3 a vytvofeni takové publikace &i
prezentace. Béhem doby piezkumu navrhovanych
materiali a rukopisti k publikaci nebo prezentaci bude
mit Zadavatel pravo zazadat o odloZeni publikovani
takovych materialii nebo vytvafeni takovych prezentaci
po dobu az 6 (Sesti) mésicl od data prvniho predlozeni
Zadavateli, aby Zadavatel mohl ucinit kroky k ochrané
svych proprietarnich informaci a/mebo DuSevniho
vlastnictvi.

INSTITUTION and/or INVESTIGATOR shall not
unreasonably withhold or delay their consent to a
request from the Sponsor for an exceptional additional
delay if, in the reasonable opinion of the Sponsor, the
Sponsor’s proprietary information and/or intellectual
property rights and know-how might otherwise be
compromised or lost.

POSKYTOVATEL a/nebo ZKOUSEJICI  nesmi
bezdivodné odmitnout nebo zdrzet sviyj souhlas s zadosti
Zadavatele o dalsi vyjimecné odloZeni, pokud by jinak
dle pfiméteného nazoru Zadavatele mohlo dojit k
ohrozeni nebo ztraté proprietarnich informaci a/nebo
prav duSevniho vlastnictvi a know-how Zadavatele.
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6.5 If the Clinical Trial is multi-centre, any publication V piipadé, Zze je Klinické hodnoceni multicentrické,
based on the results obtained at the INSTITUTION (or nesmi dojit k publikaci na zaklad¢ vysledka ziskanych u
a group of sites) shall not be made before the first POSKYTOVATELE (nebo skupiné mist) pfed prvni
multi-centre publication. In case of presentation or multicentrickou publikaci. V piipadé prezentovani ¢i
publication of such data INSTITUTION and publikovani takovych tidaji budou POSKYTOVATEL a
INVESTIGATOR shall be bound by the ZKOUSEJICI vazani povinnosti zachovani mléenlivosti
confidentiality of Article 7 of this Agreement and dle Clanku 7 této Smlouvy azachovani prav Zadavatele
subject to preserving Sponsor’s rights in Articles 6.1 uvedenych v Clancich 6.1 a 6.2. této Smlouvy.
and 6.2. herein.

6.6 INSTITUTION and INVESTIGATOR shall not, and POSKYTOVATEL a ZKOUSEJICI nesmi poskytovat
shall ensure that their respective personnel do not, rozhovory ani byt v jiném kontaktu s médii, mimo jiné
engage in interviews or other contacts with the media, veetné novin, radia, televize a internetu, v souvislosti s
including but not limited to newspapers, radio, Klinickym hodnocenim nebo Klinicky hodnocenym
television and the Internet, related to the Clinical Trial ptipravkem bez predchoziho pisemného souhlasu
and the Clinical Trial Product without the prior written Zadavatele, a jsou povinni zajistit, aby tak necinil ani
consent of the Sponsor. This provision does not jejich piislusny personal. Toto ustanoveni nezakazuje
prohibit publication, presentation or other public publikace, prezentace nebo jiné vefejné zptistupnéni v
disclosure in accordance with Sections 6.3. souladu s Clankem 6.3.

Avrticle 7 Clanek 7
Confidentiality Zachovani mléenlivosti

7.1 INSTITUTION and INVESTIGATOR shall hold in POSKYTOVATEL a ZKOUSEJICI jsou povinni
strict confidence any and all information and data (i) zachovat v piisné duvérnosti veskeré informace a data (i)
acquired by the INSTITUTION  and/or ziskané POSKYTOVATELEM a/nebo ZKOUSEJICiM
INVESTIGATOR from ERGOMED and/or the od spole¢nosti ERGOMED a/nebo Zadavatele ve vztahu
Sponsor in reference or in connection with to the nebo v souvislosti ke Klinicky hodnocenému piipravku,
Clinical Trial Product, the Sponsor or ERGOMED, or Zadavateli nebo spolecnosti ERGOMED, nebo Sluzbam
the Services performed under this Agreement or the poskytovanym na zakladé této Smlouvy ¢éi ve vztahu k
Clinical Trial and (ii) developed by the tomuto Klinickému hodnoceni, a (ii) vyvinuté
INSTITUTION and/or INVESTIGATOR in the POSKYTOVATELEM a/nebo ZKOUSEJICIM pii
performance of the Services under this Agreement or poskytovani Sluzeb dle této Smlouvy nebo v pribéhu
the Clinical Trial (hereinafter: “Confidential Klinického hodnoceni (dale jen: ,,Diivérné informace*).
Information”).

7.2 INSTITUTION and INVESTIGATOR undertake to POSKYTOVATEL a ZKOUSEJICI se zavazuji umoznit
permit access to the Confidential Information only to pfistup k Duavérnym informacim pouze tém
those employees of the INSTITUTION or members of zaméstnanciim POSKYTOVATELE nebo ¢lenim Tymu
the INVESTIGATOR’s team who reasonably need ZKOUSEJICIHO, ktefi rozumné potiebuji ptistup k
access to such information for the carrying out of the témto informacim za G¢elem plnéni povinnosti dle této
duties under this Agreement and who have signed Smlouvy a kteti podepsali dohody o zachovani
confidentiality agreements or other documents mlcenlivosti nebo jiné dokumenty, které obsahuji
containing, confidentiality obligations at least as povinnost zachovat ml¢enlivost, ktera je alespon stejné
restrictive as those contained herein. omezujici jako ta, ktera je obsazena v této Smlouvé.
INSTITUTION and INVESTIGATOR agree to POSKYTOVATEL a ZKOUSEIJICI se zavazuji, ze
handle and shall ensure that INVESTIGATOR’s team: budou jednat tak a zajisti, aby clenové Tymu

ZKOUSEJICIHO:

e handle Confidential Information with the (i) nakladali s Duavérmnymi informacemi s
reasonable degree of care; piiméfenou pédi,

e take precautions as necessary and (ii) pfijali opatfeni, ktera jsou nezbytna a
appropriate to guard the confidentiality of pfiméfena k ochrané davérnosti Davérnych
Confidential  Information and  any informacich a proti jejich piipadnému
inadvertent disclosure thereof; nedmysinému poskytnuti,

e use such Confidential Information only for (iii) pouzivali tyto Davérné informace pouze k
the performance of their obligations under plnéni svych povinnosti na zakladé této
this Agreement. Smlouvy.

7.3 This Article shall not apply to information: Toto Ustanoveni se nevztahuje na informace:

e which was possessed by INSTITUTION or
INVESTIGATOR prior to its receipt from
ERGOMED or the Sponsor, and

() ktere byly POSKYTOVATELEM i
ZKOUSEJICIM vlastnény pied jejich ptfijetim
od spolecnosti ERGOMED nebo Zadavatele,
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INSTITUTION or INVESTIGATOR is able
to so demonstrate through bona fide written
records of such receipt,

pokud je POSKYTOVATEL ¢ ZKOUSEJICT
schopen to prokazat prostfednictvim bona fide
zaznamu o jejich piijeti,

e which is or lawfully becomes generally
available to the public as evidenced by
objective public record, or

(if) které se v souladu se zakonem stanou obecné
pfistupnymi vefejnosti, o cemz sveédci
objektivni vetejné zaznamy, nebo

e which is lawfully acquired without any
restriction on disclosure from third parties
who have a right to disclose such
information, or

(iii) které v souladu se zékonem ziskali bez
jakychkoli omezeni vyzrazeni od tietich stran,
které maji pravo tyto informace poskytovat,
nebo

7.4 Notwithstanding the provisions of this Article 7, the Bez ohledu na ustanoveni tohoto Clanku 7 mohou
INSTITUTION and INVESTIGATOR may disclose or POSKYTOVATEL a ZKOUSEJICI divérné informace
use the Confidential Information, to the extent required zvefejiiovat nebo pouzivat v rozsahu vyzadovaném
under an applicable law or regulations, or court order in platnymi zakony nebo ptedpisy nebo soudnim piikazem
connection with any court action or any proceeding, v souvislosti s jakymkoli soudnim fizenim nebo
audit, investigation, or inquiry by or before any jakymkoli fizenim, auditem, vySetfovanim nebo
government, local or foreign governmental agency, vySetfovanim jakoukoli vladni, mistni nebo zahrani¢ni
commission, bureau, authority, court or arbitration vladni agenturou, komisi, kancelafi, Gfadem, soudem
tribunal; provided that INSTITUTION and/or nebo rozhodéim soudem; =za piedpokladu, Ze
INVESTIGATOR required to make any of the POSKYTOVATEL nebo ZKOUSEJICI, ktery je povinen
foregoing disclosures provides written notice to ucinit kterékoli z vySe uvedenych informaci, poskytne
ERGOMED and the Sponsor as soon as is reasonably pisemné oznadmeni spole¢nosti ERGOMED a/nebo
practicable after becoming aware of such requirement, Zadavateli, jakmile to bude rozumné proveditelné poté,
and cooperates with ERGOMED and/or the Sponsor, to co se o takovém pozadavku dozvi, a spolupracuje se
make an attempt to obtain an available protective order spole¢nosti ERGOMED a / nebo Zadavatelem, aby se
or other similar determination with respect to the pokusil ziskat dostupny ochranny piikaz nebo jiné
information required to be disclosed. However, podobné urceni s ohledem na informace, které maji byt
ERGOMED and the Sponsor shall not make such zvetejnény. ERGOMED a Zadavatel se vSak nebudou
attempt in a manner or timing to impede the pokouset  zpisobem a  nacasovanim  branit
INSTITUTION and/or INVESTIGATOR  from POSKYTOVATELI a / nebo ZKOUSEJICIMU v
complying with the laws, regulations, order, etc. dodrzovani zakont, ptedpisi, nafizeni atd. AvSak za
Provided, however, that the INSTITUTION and/or predpokladu, Ze POSKYTOVATEL a / nebo
INVESTIGATOR who made the above disclosure shall ZKOUSEICI, ktefi u¢inili vySe uvedené zvefejnéni
not be released from the obligations under this Article 7 nebude zprosténo povinnosti podle tohoto ¢lanku pro
for the Confidential Information so disclosed. diveérné informace takto zvetrejnéné.

7.5 Nothing herein shall be construed as prohibiting the Nic v této Smlouvé nelze vykladat tak, ze to zakazuje
Sponsor from reporting on this Clinical Trial to a Zadavateli podat zpravu o tomto Klinickém hodnoceni
governmental or regulatory agency or from exercising vladnimu nebo regula¢nimu organu ¢i uplatnit své pravo
its right in its Confidential Information as it deems na své Duvérné informace dle vlastniho uvazeni.
appropriate in its sole discretion.

7.6
In case any applicable Regulations require public V piipadé, Ze jakékoli platné Piedpisy vyZaduji
disclosure of this Agreement, the Parties hereby agree uvefejnéni této Smlouvy, zavazuji se timto Smluvni
that none of the Parties may disclose or provide for strany, ze Zzadnd Smluvni strana nezvefejni ani
disclosure those parts of the Agreement which the neposkytne ke zvetejnéni ty ¢asti Smlouvy, které ostatni
other Parties or the Sponsor consider to be their Smluvni strany nebo Zadavatel povazuji za své obchodni
business secret. For the purposes of this paragraph and tajemstvi. Pro ucely tohoto odstavce a aniz by byla
without prejudice to any other provisions of this dotcena jind ustanoveni této Smlouvy, budou veskeré
Agreement, any information designated as business informace pisemné oznacené Smluvnimi stranami nebo
secret by the Parties or Sponsor in writing shall be Zadavatelem za obchodni tajemstvi povaZovana za
regarded as business secret, including the following obchodni tajemstvi, v€etné nasledujicich informact, které
information which constitutes business secret of the tvoii obchodni tajemstvi Zadavatele nebo spole¢nosti
Sponsor and ERGOMED: ERGOMED:

7.7 Schedule I - Protocol Ptiloha ¢. I - Protokol

(i) Schedule 1l — Budget and Timing

(ii) Schedule 11 — Description of personal data
processing

(i1i) Schedule IV — Technical and organizational
security measures

(i) Priloha ¢. IT — Rozpocet a nacasovani

(if) Ptiloha ¢&. III- Popis zpusobu zpracovani
osobnich udaji

(ili) Priloha ¢&. IV- Technickd a organizacni
bezpeénostni opatieni K ochrané osobnich tidaji

Before disclosure of the Agreement, INSTITUTION
shall seek, reasonably in advance, ERGOMED’s or
Sponsor’s approval of the extent in which the

Pred zvetejnénim této Smlouvy je POSKYTOVATEL
povinen s pfiméfenym piedstihem zazadat o souhlas
spole¢nosti  ERGOMED nebo Zadavatele ohledné

Country specific_Czech_ERG FRM PM 009.01, ver 07.4, effective 230ct2019

Page 16 of 37




ERGGMED

Agreement should be disclosed. INSTITUTION shall
modify the extent of disclosure in accordance with the
comments of ERGOMED and/or Sponsor. Should
ERGOMED and Sponsor provide no response to
INSTITUTION’s request for approval until 3 working
days before the deadline when the Agreement — if not
disclosed - would be automatically abolished, then
INSTITUTION shall be allowed to disclose the
Agreement in the strictly necessary extent and without
business secret information as described herein.

rozsahu, v némZz ma byt Smlouva zvefejnéna.
POSKYTOVATEL je povinen zménit rozsah zvetejnéni
v souladu s pfipominkami spole¢nosti ERGOMED
a/nebo Zadavatele. Pokud spolecnost ERGOMED ani
Zadavatel na zadost POSKYTOVATELE o souhlas
neodpovi do 3 pracovnich dnli pfed terminem, kdy by
Smlouva — pokud nebude zvefejnéna - byla automaticky
zruSena, bude POSKYTOVATELI povoleno zvefejnit
tuto Smlouvu v nezbytné nutném rozsahu a bez zahrnuti
obchodnich tajemstvi, jak je popsano v této Smlouve.

Article 8

Clanek 8

Insurance and Indemnification

Pojisténi a odSkodnéni

INSTITUTION shall defend, indemnify, save and
hold harmless the Sponsor, ERGOMED, their
affiliated  entities and  respective  affiliates,
subsidiaries, directors, officers, employees,
contractors, stockholders, agents, and successors and
assigns from and against any and all claims, demands,
suits, actions, causes of action, losses, damages, fines
and liabilities, including court costs and reasonable
attorneys’ fees (“L0Ssses”) resulting from or arising out
of any third party claims, actions or proceedings
relating to any INSTITUTION’s and/or the
INVESTIGATOR’s and/or the INVESTIGATOR’s
team’s:

POSKYTOVATEL je povinen branit, odskodnit, kryt a
zbavit Zadavatele, spolecnost ERGOMED, jejich
pfidruzené osoby a prislusné partnery, dcefiné
spole¢nosti, teditele, vedouci pracovniky, zaméstnance,
dodavatele, akcionafe, zprostiedkovatele, nastupniky a
nabyvatele odpovédnosti za jakékoli naroky, pozadavky,
zaloby, pravni tkony, Zalobni diivody, ztraty, Skody,
pokuty a zavazky, vcetné soudnich vyloh a pfimétenych
nakladi na pravni zastoupeni (,,Ztraty*) vyplyvajici
nebo souvisejici s jakymikoli naroky, zalobami nebo
fizenim tfeti strany tykajicimi se nasledujicich tkont
POSKYTOVATELE a/nebo ZKOUSEJICIHO, popt.
Tymu ZKOUSEJICIHO:

8.1 failure to follow any Regulations, including applicable nedodrzeni jakychkoliv Pfedpist, vcetné platnych
federal, state or local laws, regulations, and guidelines, federalnich, statnich nebo mistnich zakonu, pfedpist ¢i
or to conform to reasonable and prudent clinical pokynt, ¢i nedodrzeni pfiméfené a obezietné klinické
practices, including GCPs as applicable to clinical praxe, véetné GCP, ktera se vztahuje na klinické studie
studies for the Clinical Trial Product; pro Klinicky hodnoceny piipravek,

(i) wrongful or negligent acts or omissions, or (i) pochybeni, nedbalé jednani nebo opomenuti, ¢i
wilful malfeasance or misuse of the Clinical umyslné poni¢eni nebo zneuziti Klinicky
Trial Product; hodnoceného ptipravku,

(ii) failure to follow the Protocol or other written (if) nedorzeni Protokolu nebo jinych pisemnych
recommendations or instructions provided to doporu¢eni ¢ pokyni  poskytnutych
the INSTITUTION and/or the POSKYTOVATELI a/nebo ZKOUSEJICIMU
INVESTIGATOR and/or the a/nebo Tymu ZKOUSEJICIHO spole¢nosti
INVESTIGATOR’s team by ERGOMED or ERGOMED nebo Zadavatelem.
the Sponsor.

ERGOMED shall ensure that the Sponsor obtains Spole¢nost ERGOMED je povinna zajistit, aby si

appropriate insurance coverage or provides an Zadavatel obstaral odpovidajici pojistne kryti nebo

indemnity satisfactory to the INSTITUTION and poskytl slib odskodnéni, které budou postacujici pro

INVESTIGATOR in respect of their potential liability POSKYTOVATELE a ZKOUSEJICIHO v souvislosti s

under the Clinical Trial. jejich ptipadnou odpovédnosti v ramci Klinického
hodnoceni.

8.2

ERGOMED shall produce to the INSTITUTION, on
request, copy of an adequate insurance policy covering
Sponsor’s liability vis-a-vis Clinical Trial Subjects in
compliance with applicable Czech law.

Spole¢nost ERGOMED je povinna na vyzadani predlozit
POSKYTOVATELI kopii pfiméfené pojistné smlouvy
kryjici odpovédnost Zadavatele vi¢i Subjektim
klinického hodnoceni v souladu s pfislu$nymi ¢eskymi
pravnimi Piedpisy.

ERGOMED shall maintain an appropriate insurance
coverage in respect of its potential liability under this
Agreement. ERGOMED shall defend, indemnify, save
and hold harmless the INSTITUTION and the
INVESTIGATOR from and against any and all Losses
resulting from or arising out of any thirdparty claims,
actions or proceedings relating to any ERGOMED’s
wrongful or negligent acts or omissions.

Spoletnost ERGOMED je povinna udrzovat
odpovidajici pojistné kryti ve vztahu ke své potencialni
odpovédnosti dle této Smlouvy. Spoleénost ERGOMED
je povinna branit, odskodnit, kryt a zbavit
POSKYTOVATELE a ZKOUSEJICIHO odpovédnosti
za jakékoli Ztraty vyplyvajici nebo souvisejici s
jakymikoli néroky, zalobami nebo fizenim tfeti strany
tykajicimi se pochybeni nebo nedbalého jednani ¢i
opomenuti spolecnosti ERGOMED.
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8.3 The INSTITUTION shall maintain professional POSKYTOVATEL je povinen wudrzovat pojisténi
liability insurance coverage and general liability profesni odpovédnosti a pojisténi obecné odpovédnosti.
insurance coverage If the policy is a claims-made Pokud je pojisténi typu pojisténi na zakladé uplatnéného
policy, the INSTITUTION shall extend the coverage naroku bez ohledu na ¢asovou souvislost, je
period of such insurance coverage, for an additional POSKYTOVATEL povinen prodlouzit dobu pojistného
five 5 (five) years after completion of the Clinical kryti o dal§ich 5 (pét) let po dokonceni Klinického
Trial. The INSTITUTION shall provide ERGOMED hodnoceni. POSKYTOVATEL je povinen ptedat
with a certificate of insurance within 30 (thirty) days spole¢nosti ERGOMED potvrzeni o pojisténi do 30
of the date of the Agreement. (tficeti) dnl od data uzavieni této Smlouvy.

8.4 INSTITUTION and INVESTIGATOR acknowledge POSKYTOVATEL a ZKOUSEJICI uznavaji, ze
that the Sponsor has engaged ERGOMED to manage Zadavatel si najal spole¢nost ERGOMED k tomu, aby
the Clinical Trial, so ERGOMED has performed no toto Klinické hodnoceni ftidila, takze spole¢nost
independent research or analysis regarding the safety ERGOMED neprovedla zadny nezavisly vyzkum ani
or efficacy of the Clinical Trial Product, materials or analyzu tykajici se bezpe¢nosti nebo G¢innosti Klinicky
treatment procedures that are to be administered hodnoceného ptipravku, materiala nebo postupt
pursuant to the Clinical Trial and, therefore, zpracovani, které maji byt podavany v rdmci Klinického
ERGOMED makes no warranties, expressed or hodnoceni, a proto spoleénost ERGOMED neposkytuje
implied concerning the Clinical Trial Product, zadné zaruky, vyjadiené ani piedpokladané, tykajici se
materials, treatment procedures, results to be obtained Klinicky hodnoceného pfipravku, materiald nebo
in administering the Clinical Trial Product, or the postupll zpracovani, vysledkt, k nimz se ma dojit pfi
Clinical Trial Product‘s fitness for any particular podani Klinicky hodnoceného ptipravku, ani vhodnosti
purpose. Klinicky hodnoceného piipravku pro zadny konkrétni

ucel.

8.5 ERGOMED expressly disclaims any liability in Spole¢nost ERGOMED vyslovné odmita jakoukoli
connection with the Clinical Trial Product caused by, odpovédnost v souvislosti s Klinicky hodnocenym
or allegedly caused by, the use or misuse of the piipravkem zptsobenou ¢i tdajné zptisobenou pouzitim
Clinical Trial Product other than liability resulting nebo zneuzitim Klinicky hodnoceného piipravku kromé
from gross negligence or wilful misconduct on the part odpovédnosti vyplyvajici z hrubé nedbalosti nebo
of ERGOMED. umyslného pochybeni na strané spole¢nosti ERGOMED.

8.6 Nothing in this Article 8 may be construed so as to Nic v tomto Clanku 8 nesmi byt vykladano tak, Ze to
restrict or exclude the liability of INSTITUTON or omezuje nebo vylucuje odpovédnost
INVESTIGATOR in relation to death or personal POSKYTOVATELE ¢i ZKOUSEJICIHO v souvislosti s
injury caused by the negligence of such Party or its umrtim nebo zranénim zptisobenym nedbalosti ptislusné
employees respectively or to restrict or exclude any Strany, resp. jejimi zaméstnanci, ani tak, ze omezuje
other liability of INSTITUTION or INVESTIGATOR nebo  vyluéuje  jakoukoli  dalsi  odpovédnost
which cannot be so restricted or excluded in law. POSKYTOVATELE ¢i ZKOUSEJICIHO, kterou dle

zakona nelze takto omezit ani vyloucit.

8.7 INSTITUTION and INVESTIGATOR are obliged to POSKYTOVATEL a ZKOUSEJICI jsou povinni
immediately, in written form, inform ERGOMED of neprodlené pisemné informovat spole¢nost ERGOMED
any claim on existence of any personal injury, death or o jakémkoli naroku ve vztahu ke zranéni, imrti nebo
damages, and shall allow the Sponsor and/or vzniku $kody, a jsou povinni nechat Zadavatele a/nebo
ERGOMED to resolve such claim (including spole¢nost ERGOMED, aby tento narok vyfesSili (véetné
settlement deal) and shall cooperate with the Sponsor dohody o finan¢nim vyrovnani) a jsou povinni se
or ERGOMED in resolving of such claim. Zadavatelem ¢i spoletnosti ERGOMED pfi feSeni

takového néroku spolupracovat.

8.8 Sponsor and ERGOMED shall have exclusive control Zadavatel a spole¢nost ERGOMED maji vyluénou

with respect to resolving such claim or petition,
including any settlement, however with limitation that
such settlement shall not include recognition of the
responsibility of the INSTITUTION and/or the
INVESTIGATOR and their associates without their
prior written approval, which shall not be withheld
without valid reason.

kontrolu, pokud jde o feSeni takového naroku ¢i navrhu,
veetné piipadného finanéniho vyrovnani, avSak s tim
omezenim, Ze takové vyrovnani nesmi zahrnovat uznani
odpovédnosti POSKYTOVATELE a/nebo
ZKOUSEJICIHO a jejich zamé&stnancti bez jejich
ptedchoziho pisemného souhlasu, ktery nesmi byt
odmitnut bez platného divodu.

Article 9

Clanek 9
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Anti-Corruption and Anti-

Bribery)

(Anti-Kickback

Zakaz korupce (nezakonné odmény a uplatkaistvi)

The INVESTIGATOR and the INSTITUTION agree
that their judgment with respect to the advice and
care of each Clinical Trial Subject shall not be
affected by the compensation they receive under this
Agreement, that such compensation does not exceed
the fair market value of the services they are
providing, and that no payments are being provided
to them for the purpose of inducing them to purchase
or prescribe any drugs, devices or products.

POSKYTOVATEL a ZKOUSEIJICI se zavazuji, ze
jejich usudek, pokud jde o poradenstvi a péci o Subjekty
klinického hodnoceni, nebude ovlivnén odménou,
kterou obdrzi na zaklad¢ této Smlouvy, Ze tato odména
nepiekroci spravedlivou trzni cenu sluzeb, které
poskytuji, a ze jim nejsou poskytovany zadné platby
motivujici je k zakoupeni ¢i pfedepsani jakychkoli 1ékd,
prostredku ¢i pripravk.

9.1 The INVESTIGATOR and the INSTITUTION agree POSKYTOVATEL a ZKOUSEJICI se zavazuji, ze
that they shall not bill any Clinical Trial Subject, nebudou Uctovat Zzadnému Subjektu  klinického
insurer, or governmental agency for any visits, hodnoceni, pojistovné ani vladnimu organu Zzadné
services or expenses incurred during the Clinical Trial navstévy, sluzby ¢i vydaje, které vzniknou v prib&hu
for which they have received compensation from Klinického hodnoceni, a za které dostali odménu od
ERGOMED. spole¢nosti ERGOMED.

9.2
Each Party, in performing this Agreement, represents Kazda Strana pfi pInéni této Smlouvy prohlasuje a
and warrants that it shall: zarucuje, 7e:

9.3
fully and absolutely comply with the provisions of any a) bude jednat plné a zcela v souladu s ustanovenim
applicable legislation on anti-bribery/anti-corruption vsech ptislusnych pravnich predpist tykajicich se
prevention as well as with the principles of prevence uplatkatstvi/korupce, jakoz i se
international anti-bribery/anti-corruption legislations zasadami mezinarodnich pravnich piedpistu proti
such as OECD Anti Bribery Convention or Combating tplatkatstvi/korupci, jako je Umluva OECD proti
Bribery of Foreign Public Officials in International podplaceni zahrani¢nich vefejnych Cciniteli v
Business Transactions, (“Anti-Bribery mezinarodnich  podnikatelskych  transakcich
Regulations”); (“Protikorupéni piredpisy”),
adopt all necessary measures to prevent violation to pfijme veSkerd nezbytnad opatieni, aby zabranila
the Anti-Bribery Regulations; porusovani Protikorupénich piedpist,
not, in the conduct of the performance of the Services pfi plnéni Sluzeb dle této Smlouvy nenabidne, neuhradi,
under this Agreement, offer, pay, give, or promise to neposkytne ani neslibi thradu ¢i poskytnuti, a to ptimo ¢i
pay or give, directly or indirectly, any payment or gift neptimo, jakékoli platby nebo penézniho daru ¢i
of money or thing of value to: (a) any government hodnotné véci: (a) zddnému statnimu ufednikovi s cilem
official to influence any acts or decisions of such ovlivnit jakékoli Ukony nebo rozhodnuti takového
official or to induce such official to use his/her ufednika nebo motivovat takového ufednika k tomu, aby
influence with any government to effect or influence pouzil sviij vliv v ramci piislusné vlady k uéinéni nebo
the decision of such government in order to assist the ovlivnéni rozhodnuti této vlady tak, aby pomohlo
Party in its performance of the obligations under this kterékoliv Smluvni strané v plnéni jejich povinnosti dle
Agreement or to benefit any of the Parties; (b) any této Smlouvy nebo ve prospéch kterékoli Smluvni strany;
political party or candidate for public office for such (b) zadné politické strané nebo kandidatovi na vetejny
purpose; or (c) any person if either Party knows or has post k tomuto tcelu; ani (¢) zddné osobé, pokud néktera
reason to know that such money or thing of value shall Smluvni strana vi nebo by méla védeét, ze tyto penize
be offered, promised, paid, or given, directly or nebo hodnotna véc budou nabidnuty, slibeny, uhrazeny
indirectly, to any official, political party, or candidate ¢i poskytnuty, a to pfimo ¢i nepiimo, danému tGfednikovi,
for such purpose. politické strané nebo kandidatovi za témito ucely.

a) The defaulting Party shall hold harmless and a) Porusujci Strana odskodni a zbavi odpovédnosti
indemnify the other Parties and the Sponsor dalsi Strany a Zadavatele ve vztahu k jakymkoli
from any and all claim, expense, fine, sanction, narokim  vydajim,  pokutdm,  sankcim,
obligations or consequences that may arise povinnostem & dasledkiim, které mohou
from violation of this Article and/or the Anti- vyplynout z poruseni tohoto Clanku a/nebo
Bribery Regulations. Protikorupénich predpis.

94 A violation or a threatened violation of this Poruseni nebo hroziciho poruseni tohoto Clanku

Article and/or the Anti-Bribery Regulations
shall constitute a material breach under this
Agreement and in addition to other rights or
remedies under this Agreement or at law, the
non-defaulting Party may terminate this
Agreement with immediate effect if the
defaulting Party breaches any of the

a/nebo Protikorupénich ~ pfedpisi  bude
predstavovat zavazné poruseni dle této Smlouvy a
krom¢ jinych prav ¢i opravnych prosttedkt podle
této Smlouvy nebo ze zakona mize neporusujici
Strana ukonéit tuto Smlouvu s okamzitym
ucinkem, pokud porusujici Strana porusi kterékoli
ze svych prohlaseni ¢i zaruk uvedenych v tomto
Clanku.
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representations or warranties contained in this
Article.

Article 10

Clanek 10

Notice of Debarment and Disqualification

Oznameni o vyloudeni a diskvalifikaci

If at any time during the term of this Agreement,
INSTITUTION, INVESTIGATOR, or any person
employed or retained by it/he/she to perform the
Clinical Trial: (i) comes under investigation by FDA
or other applicable agency for debarment action or
disqualification, (ii) is debarred or disqualified, or (iii)
comes under an investigation that may result in the
revocation or suspension of a medical license or
certification, (iv) medical license or certification is
revoked or suspended, or (v) engages in any conduct
or activity which could lead to any of the above
mentioned actions, said party shall immediately notify
ERGOMED of same.

Pokud kdykoli béhem doby platnosti této Smlouvy
POSKYTOVATEL, ZKOUSEJICI nebo jakakoli osoba,
ktera je zaméstnana nebo ktera provadi Klinické
hodnoceni: (i) je vySetfovana agenturou FDA nebo jinou
pfislusnou agenturou za ucelem vylouceni nebo
diskvalifikace , (ii) je vylouceno nebo diskvalifikovano,
nebo (iii) je pfedmétem vysetfovani, které mtze mit za
nasledek zruSeni nebo pozastaveni 1ékatské licence nebo
osvédceni, (iv) lékarska licence nebo osvédceni je
zruseno nebo pozastaveno, nebo (v) se u€astni jakéhokoli
jednani nebo Cinnosti, které by mohly vést k nékterému z
vySe uvedenych, uvedend strana o nich neprodlené
uvédomi ERGOMED.

Article 11

Clanek 11

Term and Termination

Doba trvani a ukonceni

111

This Agreement shall become valid on the date of its
signing by all Parties and if signed on the different
dates then on the latest signature date and is effective
from the day it is published in the Registry of
Contracts (“Effective Date) and shall remain in full
force and effect until the full and satisfactory
completion of the Services by the INSTITUTION and
INVESTIGATOR.

Tato Smlouva nabyva platnosti dnem jejiho podpisu
vSemi Smluvnimi stranami, a pokud byla podepsana v
rizné dny, pak k datu posledniho podpisu, ucinnosti
dnem zvetejnéni v registru smluv (,,Datum ucinnosti)
a zastane v plné platnosti a G¢innosti az do uplného a
uspokojivého splnéni Sluzeb ze strany
POSKYTOVATELE a ZKOUSEJ{CIHO.

11.2

ERGOMED may terminate this Agreement at any
time prior to its expiration with a written notice to the
other Parties and a notice period of not less than 30
(thirty) calendar days.

Spole¢nost ERGOMED miuize tuto Smlouvu ukondit
kdykoli pfed vyprSenim jeji lhuty platnosti
prostfednictvim pisemné vypoveédi s alesponi 30 (tficeti)
denni vypovédni lhitou.

11.3

ERGOMED may terminate this Agreement prior to
the full and satisfactory completion of the Services by
the INSTITUTION and INVESTIGATOR by written
notice and immediate effect for any of the following
reasons:

Spolec¢nost ERGOMED miize ukon¢it tuto Smlouvu pred
uplnym a uspokojivym provedenim Sluzeb ze strany
POSKYTOVATELE a ZKOUSEJICIHO na zékladg
pisemného ozndmeni a s okamzitym uCinkem z
kteréhokoli z nasledujicich divodu:

In case the Sponsor has terminated the relevant
Agreement with ERGOMED and / or has ceased any
further activity on the Clinical Trial and / or has
requested to stop Enrolment regardless of the reason
given to ERGOMED by the Sponsor;

v piipadé, ze Zadavatel ukoncil pfislusnou Smlouvu se
spolecnosti ERGOMED a/nebo ukoncil dalsi ¢innost v
ramci Klinického hodnoceni anebo zastavil Registrace
bez ohledu na divod, ktery Zadavatel spolecnosti
ERGOMED uvedl|,

A) Continuous and / or repetitive and /or material
breach of any of the INSTITUTION’s and / or
INVESTIGATORs obligations stipulated herein. For
the purpose of this Agreement, the following shall,
among other, be considered as the material breach of
this Agreement:

A) v ptipadé neustalého a/nebo opakovaného a/nebo
podstatného poruseni kterékoli povinnosti
POSKYTOVATELE  amebo  ZKOUSEJICIHO
stanovené v této Smlouvé. Pro ucely této Smlouvy se
bude za zavazné porusSeni Smlouvy povazovat mimo jiné
nasledujici:

B) INVESTIGATOR and/or INSTITUTION prevent
access to ERGOMED’s employees or contractors or
any third persons authorized by ERGOMED and / or
the Sponsor to any and all original medical records
necessary to verify entries on Clinical Trial Case
Report Forms;

B) POSKYTOVATEL a/nebo ZKOUSEJICI brani v
pfistupu zaméstnanci nebo dodavatelll spolecnosti
ERGOMED nebo tfetich osob opravnénych spole¢nosti
ERGOMED a/nebo Zadavatelem k n¢kterym originalim
lékatskych zdznami pro ucely ovéfeni zdznamii v
Zaznamech subjektu hodnoceni v ramci klinického
hodnoceni

(i) INVESTIGATOR, his associates, or any
other person engaged in this Clinical Trial

(i) ZKOUSEIJICI, jeho kolegové nebo jiné
osoby zapojené do tohoto Klinického
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(excluding Clinical Trial Subjects) are
unavailable upon reasonable notice by
ERGOMED and/or the Sponsor, to meet
with ERGOMED’s and/or the Sponsor’s
representative during the course of the
Clinical Trial, as necessary, to discuss
information relevant to the Clinical Trial;

hodnoceni (krom¢& Subjektd klinického
hodnoceni) nejsou dostupné na zéakladé
ozndmeni zaslaného spole¢nosti
ERGOMED a/nebo  Zadavatelem s
dostatenym ptedstihem, aby se seSli se
zastupcem spolecnosti ERGOMED a/nebo
Zadavatele v prubéhu Klinického hodnoceni
dle potieby, aby spolecné probrali informace
souvisejici s Klinickym hodnocenim,

(i) Case Report Forms have not been legibly
completed and / or forwarded by the
INVESTIGATOR to ERGOMED or to its
designated representative, as appropriate
within 60 (sixty) days of each Clinical
Trial Subject’s completion date.

(ii) Zéaznamy subjektu hodnoceni nebyly ¢itelné
vyplnény a/nebo zaslany ZKOUSEJICIM
spole¢nosti ERGOMED nebo jejimu
ur¢enému zastupci do 60 (Sedesati) dni od
data dokonceni ucasti kazdého Subjektu
Klinického hodnoceni.

(iii) In case INVESTIGATOR does not
recruit any Clinical Trial Subject within
60 (sixty) days from the day of the initial
Visit;

(iii)  V piipadé, ze ZKOUSEJICI nenalezne k
naboru zaddny Subjekt klinického hodnoceni

.....

navstévy,

C) Incase the regulatory agency and/ or IRB/EC:
(i) has not issued the permit or approval for
conducting of the Clinical Trial; or (ii) loss of
such permit or approval.

C) V pripadg, ze IRB/EC nebo regula¢ni organ: (i)
nevystavil povoleni nebo schvaleni k provadéni
Klinického hodnoceni; nebo (ii) takové schvaleni
¢i povoleni zaniklo.

D) Determination by ERGOMED and/or the
Sponsor that the INVESTIGATOR, after a
reasonable opportunity, is unable, for any
reason to act as INVESTIGATOR and/or to
satisfactorily perform the Clinical Trial as
required by the Protocol and a suitable

D) zjisténi  spoleénosti ERGOMED  a/nebo
Zadavatele, 7¢ ZKOUSEJICI neni ani pies
pfimétenou prilezitost schopen z néjakého
divodu pasobit jako ZKOUSEJICI a/nebo
uspokojivé provést Klinické hodnoceni, jak to
vyzaduje Protokol, a neni v€as jmenovan vhodny

INVESTIGATOR replacement is not made néhradni ZKOUSEIJICI.
timely.

11.4
This Agreement may be terminated by the Tato Smlouva muze byt ukoncena
INSTITUTION and INVESTIGATOR upon thirty POSKYTOVATELEM a  ZKOUSEJICIM  po
(30) (_iays’ prior written notlce_of termination for predchozim 30ti dennim pisemném oznameni ukonceni z
material breach by ERGOMED, if said breach is not divvod teridlniho poruteni ze strany spolecnosti
cured within said 30-day period. uvodu materia p o ) y sp 5

ERGOMED, pokud toto poruseni neni napraveno béhem
30ti denni lhity.

11.5
In the event, that this Agreement is terminated, the V pfipadé, Ze je tato Smlouva ukoncena, je
INVESTIGATOR shall, immediately upon receipt of ZKOUSEJICI  povinen okamzit¢ po obdrzeni
ERGOMED’s written notice to terminate, cease pisemného oznameni od spolecnosti ERGOMED o
Enrolling Clinical Trial Subjects into the Clinical Trial ukonéeni, prestat Registrovat Subjekty Klinického
and shall discontinue conducting Clinical Trial hodnoceni do Klinického hodnoceni a ukoncit
procedures, to the extent medically possible. provadeéni postupi Klinického hodnoceni, pokud je to

mozné z lékarského hlediska.

11.6
The rights and obligations of the Parties under any Prdva a povinnosti Smluvnich stran vyplyvajici z
provision of this Agreement, which by its term is ustanoveni této Smlouvy, ktera maji zustat v platnosti i
intended to survive beyond the term of this po ukonceni platnosti této Smlouvy, mimo jiné véetné
Agreement, including but not limited to Article 5 Clanku 5 (Ochrana osobnich tdaji), Clanku 6 (Dusevni
(Data Protection) Article 6 (Intellectual Property), vlastnictvi), Clanku 7 (Zachovani ml&enlivosti) a Clanku
Article 7 (Confidentiality) and Article 8 (Insurance 8 (Pojisténi a odskodnéni) zlstanou v platnosti bez
and Indemnification), shall continue notwithstanding ohledu na ukonéeni nebo vyprseni platnosti této Smlouvy
the termination or expiration of this Agreement for any z jakéhokoli ditvodu.
reason.

11.7
In the event of early termination, the sum payable V piipadé pfedéasného ukonéeni bude ¢astka splatna na
under this Agreement shall be limited to pro-rated fees zakladé této Smlouvy omezena na pomérny podil ¢astky,
based on actual work performed pursuant to the odvozeny od rozsahu prace skute¢né provedené na
Protocol. zakladé Protokolu.

11.8

INSTITUTION and INVESTIGATOR shall return to
ERGOMED any unused Clinical Trial Product and all
Clinical Trial materials which shall, at the Sponsor’s

POSKYTOVATEL a ZKOUSEIJICI jsou povinni vratit
spole¢nosti ERGOMED veskery nepouzity Klinicky
hodnoceny pripravek a veSkeré materialy ke Klinickému

Country specific_Czech_ERG FRM PM 009.01, ver 07.4, effective 230ct2019

Page 21 of 37




ERGGMED

option and expense, either be returned to the Sponsor
or disposed of in accordance with the Protocol or the
Sponsor’s written instructions.

hodnoceni, a to dle uvazeni a na naklady Zadavatele bud’
prostiednictvim navraceni Zadavateli nebo likvidace v
souladu s Protokolem nebo pisemnymi pokyny
Zadavatele.

Article 12

Clanek 12

Final Provisions

Zavérecna ustanoveni

Neither Party may delegate their obligations or assign
their rights hereunder without the prior written consent
of the Sponsor. ERGOMED may assign this
Agreement with Sponsor’s prior written consent and

Z4dna ze Stran nesmi delegovat své povinnosti ani
postoupit sva prava podle této Smlouvy bez pfedchoziho
pisemného souhlasu Zadavatele. Spoleénost ERGOMED
muze postoupit tuto Smlouvu s predchozim pisemnym

without the consent of INSTITUTION or souhlasem Zadavatele a bez souhlasu
INVESTIGATOR. POSKYTOVATELE ¢&i ZKOUSEJICIHO.

12.1
Any and all additions and/or amendments to this Veskeré zmény a/nebo dodatky této Smlouvy musi mit
Agreement shall be in writing, nhumbered, dated and pisemnou formu, musi byt oéislovany, opatfeny datem a
signed by the authorized representatives of all Parties. podepsany opravnénymi zastupci vSech Smluvnich stran.

12.2
In the case of inconsistency between the Protocol and V ptipadé nesouladu mezi Protokolem a ostatnimi
the other terms of this Agreement, or any other podminkami této Smlouvy nebo jakymkoli jinym
document incorporated therein, the terms of the dokumentem v ni obsazenym budou mit podminky
Protocol shall prevail to the extent applicable to the Protokolu pfednost v rozsahu, ktery se tyka lékatrského
medical treatment of Clinical Trial Subjects but no osetieni Subjektt klinického hodnoceni, ale ne v
further. In respect of other inconsistencies, the ostatnim. Pokud jde o dal$i nesrovnalosti, bude mit
Agreement shall prevail. prednost tato Smlouva.

12.3
Any and all disputes arising out of or in connection Veskeré spory vzniklé ze Smlouvy nebo v souvislosti s
with the Agreement shall be settled by an amicable ni maji byt urovnany piatelskym tsilim Smluvnich stran.
effort of the Parties.

12.4 Any dispute, which is not amicably settled by such Jakykoli spor, ktery neni smirné urovnan na zakladé
efforts of the Parties, shall be submitted to the takového Usili Smluvnich stran, bude piedlozen
competent court of the Czech Republic. ptislusnému soudu Ceské republiky

125
This Agreement and all disputes thereof shall be Tato Smlouva a vSechny spory z ni se budou fidit a
governed by and construed in accordance with the vykladat v souladu s pravnim fadem Ceské republiky.
Czech law. V ptipade rizného vykladu této Smlouvy kvili jazyku
In case of different interpretation of this Agreement plati ¢eska verze.
due to language, the Czech version shall prevail.

12.6
If any provision of this Agreement should be deemed Pokud bude nékteré ustanoveni této Smlouvy oznaceno
invalid or legally unenforceable, such provision shall za neplatné nebo nevymahatelné, neovlivni toto
not affect the validity and/or enforceability of any ustanoveni platnost ani vymahatelnost jakychkoli jinych
other provision(s) of this Agreement or the Agreement ustanoveni této Smlouvy nebo Smlouvy jako celku.
as a whole. The Parties shall, in such case, replace the Smluvni strany jsou v takovém piipadé povinny nahradit
invalid provision with a valid one that best expresses neplatné ustanoveni platnym ustanovenim, které co
their original intent. nejlépe vyjadiuje plivodni zdmér ustanoveni.

12.7
This Agreement is being executed in 3 (three) identical Tato Smlouva je vyhotovena ve 3 (tfech) stejnopisech, z
copies, of which each Party shall keep 1 (one) copy. nichz kazda Smluvni strana obdrzi 1 (jeden) stejnopis.

12.8
The Parties agree that Sponsor is an intended third- Smluvni strany se dohodly, ze Zadavatel je zamysleny
party beneficiary of this Agreement, with full benefits piijemce - tieti strana v ramci této Smlouvy, a to s plnymi
and full rights of enforcement. Except for the Sponsor, pfinosy a pravy na vymahani. S vyjimkou Zadavatele
the Parties do not intend that any term of this nemaji Smluvni strany v dmyslu, aby byly jakékoli
Agreement shall be enforceable by any person who is podminky této Smlouvy vymahatelné osobou, ktera neni
not a party to this Agreement. Stranou této Smlouvy.

12.9
In this Agreement, the words "including" and V této Smlouvé pojmy ,,vCetné™ a ,,zahrnovat™ znamenaji
"includes" mean "including without limitation." ,, véetné a bez omezeni*.

12.10

All notices, statements, demands, requests, consents,
communications and certificates from any Party hereto

Veskera oznameni, prohlaseni, pozadavky, zadosti,
souhlasy, sdéleni a certifikaty od kterékoliv Smluvni

Country specific_Czech_ERG FRM PM 009.01, ver 07.4, effective 230ct2019

Page 22 of 37




ERGGMED

to the other shall be made in writing unless specified
to the contrary herein and sent by fax, certified mail,
return receipt requested, hand delivered or by FedEx®
or similar overnight delivery service for which a
receipt is made to the Parties, addressed as follows:

strany této smlouvy druhé musi byt u€inény pisemné,
pokud neni v této Smlouvé uvedeno jinak, a zaslany
faxem, doporucenou postou s doruc¢enkou, osobné nebo
prostiednictvim FedEX® nebo jiného expresniho kuryra,
ktery vydd pro Smluvni strany potvrzeni, a budou
adresovany takto:

12.11

(a) If intended for ERGOMED

(@) Pokud jsou urceny pro spoleénost ERGOMED

ERGOMED PLC

1 Occam Court, Surrey Research Park, Guildford,
Surrey, GU2 7HJ, United Kingdomand

c/o ERGOMED ISTRAZIVANJA ZAGREB d.o.o.
Oreskovic¢eva 20A, 10010 Zagreb, Croatia

ERGOMED PLC

1 Occam Court, Surrey Research Park, Guildford,
Surrey, GU2 7HJ, Spojené kralovstvi

c/o ERGOMED ISTRAZIVANJA ZAGREB d.o.o.
Oreskoviceva 20A, 10010 Zahieb, Chorvatsko

(b) If intended for Sponsor:

(b) Pokud jsou uréeny pro Zadavatele:

NanoCarrier Co, Ltd.
144-15 Chuo, 226-39 Wakashiba, Kashiwa, Chiba,
277-0871, Japan

Phone:
Fax:
Attn:

NanoCarrier Co, Ltd.
144-15 Chuo, 226-39 Wakashiba, Kashiwa,
Chiba, 277-0871, Japan

Telefon:
Fax:
K rukédm:

(c) If intended for INSTITUTION:

(c) Pokud jsou urc¢eny pro POSKYTOVATELE:

Fakultni nemocnice Brno
Jihlavska 20

625 00 Brno

Ceska republika

Tel.: +420 532 232 000
Fax: +420 543 211 185
Attn. to: director

Fakultni nemocnice Brno
Jihlavska 20

625 00 Brno

Ceska republika

Tel.: +420 532 232 000
Fax: +420 543 211 185
K rukam: feditele

(d) If intended for INVESTIGATOR:

(d) Pokud jsou uréeny pro ZKOUSEJICIHO:

!a!ultnl nemocnice !rno

Interni hematologicka a onkologicka klinika
Jihlavska 20
625 00 Brno

Ceska republika

Tel.: +420 532 233 641

Fakultni nemocnice Brno

Interni hematologicka a onkologicka klinika
Jihlavskéa 20

625 00 Brno

Ceska republika

Tel.: +420 532 233 641

or such other addresses as either Party hereto may
from time to time direct by service of notice to
the other Party as provided above. Any such
notices, statements, demands, requests,
consents, communications or certificates shall
be deemed given on the date received.

nebo na adresy, o nichz mlize piilezitostné jedna Strana
informovat druhou Stranu pfimo prostfednictvim
doruc¢eni oznameni tak, jak je uvedeno vyse.
Veskera takova oznameni, prohlasent,
pozadavky, zadosti, souhlasy, sd€leni ¢i
certifikaty budou povaZovany za zaslané v den
doruceni.

Signature page follows

Nésleduji podpisy
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SIGNED on behalf of ERGOMED /
PODEPSANO jménem spole¢nosti ERGOMED:

Name/Jméno: Date/Datum
Title/Pozice:

SIGNED by the INSTITUTION / PODEPSANO
POSKYTOVATELEM:

Name/Jméno: prof. MUDTr. Jaroslav Stérba, Ph.D. Date/Datum
Title/Pozice: Director / feditel

SIGNED by the INVESTIGATOR / PODEPSANO
ZKOUSEJICIM:

Date/Datum
Name/Jméno:
Title/Pozice: Investigator / zkouSejici
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SCHEDULE I - PROTOCOL

PRILOHA C.1-PROTOKOL

scHeDULE 11 - G

PRILOHA C.1I —

'l
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SCHEDULE I

PRILOHA C. 111

DESCRIPTION OF PERSONAL DATA
PROCESSING

POPIS ZPUSOBU ZPRACOVANI OSOBNICH
UDAJU

1. Introduction

1. Uvod

(i) INSTITUTION and INVESTIGATOR shall
process Personal Data as determined in this
Schedule Il on behalf of ERGOMED (the
Sponsor’s processor) as ERGOMED’s sub-
processors. Nothing in this Agreement derogates or
prevents the INSTITUTION or INVESTIGATOR
to keep Clinical Trial and medical documentation
as prescribed by the applicable mandatory
Regulations, nor excludes their obligations and
responsibilities as Controllers when they Process
Personal Data of their employees, contractors, sub-
contractors or Clinical Trial Subjects.

(i) POSKYTOVATEL a ZKOUSEIJICI jsou povinni
zpracovavat Osobni udaje podle této Prilohy ¢. Il
jménem spole¢nosti ERGOMED (zpracovatel
Zadavatele) jakozto dil¢i zpracovatelé spolecnosti
ERGOMED. Zadné ustanoveni této Smlouvy
nebrani nebo neomezuje POSKYTOVATELI nebo
ZKOUSEJICIMU  vplnéni jejich  povinnosti
uchovévat dokumentaci Klinického hodnoceni a
zdravotnickou  dokumentaci podle pozadavka
kogentnich  Predpis, ani nevylucuje jejich
povinnosti a odpovédnosti jakozto Spravcu pii
Zpracovavani Osobnich udaji svych zaméstnanct,
dodavatelli, subdodavateli ¢i Subjektd klinického
hodnoceni.

(il) INSTITUTION and INVESTIGATOR are
responsible for compliance with their obligations as
sub-processors in accordance with the Data
Protection Laws.

(i) POSKYTOVATEL a ZKOUSEJICI jakozto dil¢i
zpracovatelé nesou odpovédnost za plnéni svych
povinnosti v souladu se Zakony o ochrané osobnich
udaju.

(iii) The technical and organizational measures
regarding the security of the Personal Data
Processing are specified in Schedule IV herein.

(iii) Technickd a organizaéni opatfeni k ochrané
bezpecnosti Osobnich udaji jsou uvedena v Ptiloze
¢. IV.

2. Cateqgories of Data Subjects

2. Kategorie Subjektt udaju

The Personal Data concerns the following categories of
Data Subjects:

Osobni udaje se tykaji nasledujicich kategorii Subjektl
udaji:

e INVESTIGATOR and INVESTIGATOR’s team,;

e ZKOUSEIJICIi a Tym ZKOUSEJICIHO;

e  Clinical Trial Subjects.

e  Subjekty klinického hodnoceni.

3. The duration of the Processing (retention period)

3. Doba trvani Zpracovani (doba uchovavani Osobnich
udaju)

The processing activities based on this Agreement shall be
performed during the term of the Agreement. Retention
period for all Categories of Personal Data is defined by the
Sponsor. It starts from the Effective Date of this Agreement
and last for 15 years after closure of the Clinical Trial.

Jednotlivé aktivity zpracovani osobnich tidaji vyplyvajici
z této Smlouvy se realizuji po dobu trvani Smlouvy. Doba
uchovavani vsech kategorii Osobnich daji je vymezena
Zadavatelem a zaCina bézet ode Dne ucinnosti této
Smlouvy a trva po dobu 15let po ukonceni Klinického
hodnoceni.

4, The source of Personal Data

4, Zdroj Osobnich udaju

e 0of the INVESTIGATOR and INVESTIGATOR’s
team: Data Subject;

e ZKOUSEJICI a Tymu ZKOUSEJICIHO:
Subjekt udaji;
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e of Clinical Trial Subjects: Data Subject and the
INVESTIGATOR.

® Subjekti klinick¢ho hodnoceni: Subjekt udajii a
ZKOUSEJICI.

5. The Recipients of Personal Data of all Categories of 5.
Data Subjects

Piijemci Osobnich udaju vSech Kategorii Subjektu
udaju

o the regulatory authority;

e regulacni organ;

e |IRBI/EC;

e IRBI/EC;

e publicly accessible trial registries and databases;

e vefejné piistupné registry a databaze klinickych
hodnoceni;

e Sponsor’s and ERGOMED’s contracted service
providers;

e smluvni poskytovatelé sluzeb Zadavatele a
spole¢nosti ERGOMED;

e Sponsor’s and ERGOMED’s Affiliates involved in
research, development and commercialization of
medical products and their contracted service
providers;

e Ptidruzené osoby Zadavatele a spole¢nosti
ERGOMED zapojené do vyzkumu, vyvoje a
komercializace 1é¢ivych piipravki a jejich
smluvni poskytovatelé sluzeb;

e Sponsor's contract partner(s) in case they take over
the development and/or commercialization of
medical products;

e smluvni partner/partneti Zadavatele v pfipadé, ze
prebiraji vyvoj a/nebo komercializaci 1éCivych
piipravkd;

e insurance company, legal and/or medical advisors
or consultants engaged by all entities mentioned
above.

e pojistovna, pravni a/nebo Iékaisti poradci ¢i
konzultanti vSech vyse uvedenych subjekti.

6. Categories of Personal Data 6.

Kategorie Osobnich udaju

a. INVESTIGATOR’s and INVESTIGATOR
team’s: Personal Data are listed in Personal Data
information notice.

a. ZKOUSEJICI a Tym ZKOUSEJICIHO:
Osobni Gdaje jsou obsazeny v ozndmeni 0
Osobnich Gdajich.

b. Clinical Trial Subject:

b. Subjekt klinického hodnoceni:

(i) Processing by the INVESTIGATOR and
INSTITUTION:

(i) Zpracovani ZKOUSEJICIM a
POSKYTOVATELEM:

e surname, first name, patronymic,
matronymic and contact details (address,
telephone, mobile, fax, e-mail address);

e jméno a piijmeni, patronymické,
matronymické a kontaktni Gdaje (adresa,
telefon, mobil, fax, e-mail);

¢ health data;

e zdravotni Udaje;

e other Personal Data needed for the conduct
of the Clinical Trial.

e jiné Osobni Udaje nezbytné k provedeni
Klinického hodnoceni.

(ii) Processing by ERGOMED and Sponsor:

(ii) Zpracovani spole¢nosti ERGOMED a
Zadavatelem:

e Personal Data incl. health data ° Osobni tidaje v¢. zdravotnich udaja
e  pseudonymised for: ERGOMED and e  pseudonymizované pro:
Sponsor spolecnost ERGOMED a
Zadavatele

o  full detail when at the investigational
site for: assigned ERGOMED’s and
Sponsor’s staff (e.g. monitors, site
managers, study physician, auditors)
for wverification of clinical trial
procedures and/or data, without
violating the confidentiality of the
Clinical Trial Subject.

e podrobné v mist¢ Klinického
hodnoceni  pro:  povéfeny
personal spole¢nosti
ERGOMED a Zadavatele (napf.
monitory, site manazery, lékate
(klinické studie), auditory) za
ucelem ovéfeni postupti a/nebo
udajii  klinického hodnoceni,
aniz by tim byla poruSena
davérnost Subjektu klinického
hodnoceni.

7. Processing activities 7.

Cinnosti Zpracovani
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The Personal Data shall be subject to the following Cinnosti zpracovani Osobnich tdajii jsou nasledujici
Processing activities: collecting, recording, systemizing, ¢innosti: shromazd’ovani, zaznamenani, usporadani,
accumulating, storing, rectifying (updating, modifying), ukladani, Gprava (aktualizace, pozménéni), vyhledavani,
retrieving, using, transferring (distributing, providing, pouzivani, pfevadéni (Sifeni, poskytovani, zpfistupnéni),
accessing), blocking, erasing or removing. blokovéani, vymaz nebo zniceni.

In accordance with the Article 2.11 of this Agreement, 8. Vsouladu sc¢lankem 2.11 této Smlouvy timto

ERGOMED hereby confirms that it has authorised spole¢nost ERGOMED potvrzuje, Ze zmocnila

INSTITUTION and INVESTIGATOR, in the course of POSKYTOVATELE a ZKOUSEJICIHO k tomu,

providing its clinical research organisation services to aby béhem poskytovani sluzeb klinické vyzkumné

the Sponsor, to engage subcontractors (“Sub- organizace Zadavateli vyuzily subdodavatelti (dale
processor(s)”) and to transfer to its Sub-processors, on jen ,,Diléi zpracovatelé“) a aby jménem spoleénosti

ERGOMED’s  behalf, the Personal Data. ERGOMED piedali Osobni (daje svym Dil¢im

INSTITUTION and INVESTIGATOR are obliged to zpracovatelim. POSKYTOVATEL a ZKOUSEJICI

beforehand inform ERGOMED of any intended jsou povinni ozndmit spole¢nosti ERGOMED

changes concerning the involvement, addition or veskeré uvazované zmény tykajici se piidani nebo
replacement of Sub-processors, and ERGOMED is vymeény stavajicich Diléich zpracovatelt predtim,
entitled to object such Sub-processor. Furthermore, the nez jsou jmenovani, a spole¢nost ERGOMED je
same Data Protection Laws obligations as imposed in opravnéna vznést ndmitku proti jmenovani Dil¢iho

this  Agreement  on INSTITUTION and zpracovatele. Stejné povinnosti plynouci ze Zakont o

INVESTIGATOR by ERGOMED shall be imposed on ochran¢ osobnich udaji ulozené v této Smlouve

that Sub-processor by way of a contract and POSKYTOVATELI a ZKOUSEJICIMU spoleénosti

INSTITUTION and INVESTIGATOR are fully ERGOMED budou smluvné uloZzeny i Dil¢im

responsible for Sub-processor’s non-compliance with zpracovatelim. POSKYTOVATEL a ZKOUSEJICI

the Data Protection Laws. nesou plnou odpovédnost za poruseni Zakoni o

ochran¢ osobnich 1udaji ze strany Dilcich
zpracovateld.

INSTITUTION and INVESTIGATOR warrants and 9. POSKYTOVATEL a ZKOUSEJICI timto prohlasuji

represents that they shall: a zaruéuji, ze:

(i) Process the Personal Data only in accordance with (i) budou Zpracovavat Osobni tudaje vyluéné
the Data Protection Laws and ERGOMED’s v souladu se Zakony o ochrané osobnich udaji a
written instructions as specified in this Agreement pisemnymi pokyny spoleénosti ERGOMED,
or as may be issued by ERGOMED from time to kterou jsou specifikovany v této Smlouvé nebo
time, unless required to do so by European Union které mohou byt pribézné vydavany spolecnosti
or European Union Member State law to which ERGOMED, pokud to nevyzaduje prdvo Evropské
INSTITUTION and INVESTIGATOR and/or the unie nebo jejiho ¢lenského statu, kterému podléha
INVESTIGATOR’s team and/or the Clinical Trial POSKYTOVATEL a ZKOUSEJICI, popt. Tym
Subject is subject; in such a case, INSTITUTION ZKOUSEJICIHO a/nebo  Subjekt klinického
and INVESTIGATOR shall inform ERGOMED of hodnocent; Vv takovém pripadé maji
that additional legal requirement before POSKYTOVATEL a ZKOUSEJICI povinnost
Processing, unless that law prohibits such informovat spole¢nost ERGOMED o tomto
information on important grounds of public dodate¢ném pravnim pozadavku pted zahajenim
interest. Should INSTITUTION and Zpracovani s vyjimkou piipadu, kdy pfislusné
INVESTIGATOR be unable for any reason to pravni ptedpisy toto informovani zakazuji
ensure its compliance with any duties stipulated by z dalezitych divoda vetejného zajmu. Neni-li
the Data Protection Laws, this Agreement or POSKYTOVATEL ani ZKOUSEJICI schopen
ERGOMED’s instructions, INSTITUTION and z jakéhokoli diivodu plnit své povinnosti stanovené
INVESTIGATOR shall immediately notify Zakony o ochrané osobnich udaji, touto Smlouvou
ERGOMED, who may suspend the Processing of nebo pokyny spole¢nosti ERGOMED, jsou
the Personal Data. POSKYTOVATEL a ZKOUSEJICI povinni o této

skutecnosti neprodlené informovat spolec¢nost
ERGOMED, ktera je opravnéna pozastavit
Zpracovani Osobnich tdaju.

(it) promptly, and in any case no later than 24 (twenty- (i) neodkladng, avsak nejpozdéji do 24 (dvaceti Ctyr)
four) hours after discovering or suspecting a hodin po zjisténi vyskytu nebo podezieni
Personal Data Breach, (i) notify responsible z PoruSeni zabezpeceni osobnich udajt, (i) ohlasi
ERGOMED’s monitor and data protection officer piipad Poruseni zabezpeceni osobnich tdaju
at DPO@ergomedplc.com of such Personal Data odpovédnym pracovnikiim spolecnosti
Breach; (ii) investigate the Personal Data Breach ERGOMED, tj. monitorovi a povéfenci pro
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and provide responsible ERGOMED’s monitor
with detailed information about the Personal Data
Breach; and (iii) take reasonable steps to mitigate
the effects and to minimize any damage resulting
from the Personal Data Breach. If INSTITUTION
and INVESTIGATOR are unable to provide the
notice within 24 (twenty-four) hours, they shall
provide ERGOMED with reasons for the delay.
Where necessary, INSTITUTION and
INVESTIGATOR shall assist ERGOMED or
Sponsor when notifying relevant party about
Personal Data Breach and/or when communicating
to the data subjects.

ochranu osobnich 1udaji, a to na adrese:
DPO@ergomedplc.com; (ii) provedou Setieni
ptipadu Poruseni zabezpeceni osobnich udaji a
poskythou monitorovi spoleénosti ERGOMED
podrobné informace o PoruSeni zabezpeceni
osobnich udajt; a (iii) pfijmou veskera pifiméfena
opatfeni ke zmirnéni nasledkii jakékoli Skody
vzniklé v disledku Poruseni zabezpeeni osobnich
tidajti. Pokud POSKYTOVATEL a ZKOUSEJICI
nejsou schopni splnit svou informaéni povinnost ve
stanovené lhuté 24 (dvaceti ¢tyf) hodin, musi
spole¢nosti ERGOMED vysvétlit divody svého

prodleni. V ptipadé nezbytnosti
POSKYTOVATEL poskytne soucinnost
spolecnosti  ERGOMED nebo Zadavateli pfi

oznamovani PoruSeni zabezpeceni osobnich udaji
piislu$né strané a/nebo pii komunikaci se subjekty
Udaju.

(iii) immediately inform ERGOMED if, in (ili)) budou neodkladné¢ informovat spole¢nost
INSTITUTION’s and/or INVESTIGATOR’s ERGOMED, pokud - dle nazoru
opinion, ERGOMED’s instructions violate any POSKYTOVATELE a/nebo ZKOUSEJICIHO -
Data Protection Laws or other Regulations. pokyny vydané spole¢nosti ERGOMED porusuji
INSTITUTION and INVESTIGATOR shall be Zakony o ochrané¢ osobnich udaji nebo jiné
entitled to suspend and refuse the execution of Piedpisy. POSKYTOVATEL a ZKOUSEJICI
ERGOMED’s instructions that are in violation of maji pravo pozastavit a odmitnout plnéni takovych
the Data Protection Laws or other regulation until pokyni spole¢nosti ERGOMED, které jsou
ERGOMED confirms that there is no such VvV rozporu se Zakony o ochrané osobnich tdaji
violation or modifies its instructions. nebo jinymi piedpisy do té doby, dokud spole¢nost

ERGOMED nepotvrdi absenci takového porusent,
popi. neupravi svoje pokyny;

(iv) provide ERGOMED with all necessary materials, (iv) poskytnou spole¢nosti ERGOMED veskeré
documents, assessments and other information to podklady, materialy, posudky a dal$i informace
enable ERGOMED to confirm that INSTITUTION nezbytné k tomu, aby mohla spole¢nost
and INVESTIGATOR have complied with their ERGOMED potvrdit, z2 POSKYTOVATEL a
obligations under the Data Protection Laws and ZKOUSEJICI splnili své povinnosti stanovené
this Agreement. Moreover, where necessary, Zakony o ochrané osobnich udaji a touto
INSTITUTION and INVESTIGATOR shall help Smlouvou. Nadto, Vv piipadé nezbytnosti,
Sponsor in conducting data privacy impact POSKYTOVATEL a ZKOUSEJICI poskytnou
assessment as well as prior consultation procedure, Zadavateli asistenci se zpracovanim posouzeni
or any other activity required by ERGOMED or vlivu na ochranu osobnich tdaju jakozto i s
Sponsor in order to demonstrate their compliance procedurou tzv. piedchozi konzultace, nebo
with GDPR. INSTITUTION and s kteroukoliv jinou ¢innosti poZadovanou ze strany
INVESTIGATOR shall allow for and contribute to spole¢nosti ERGOMED nebo Zadavatele, ktera
GDPR audits to ensure compliance with the Data slouzi k prokazéni souladu s pozadavky GDPR.
Protection Laws. GDPR audits shall be carried out POSKYTOVATEL a ZKOUSEIJICI jsou povinni
during customary business hours following a prior umoznit a podilet se na provedeni auditu GDPR
announcement of 7 (seven) working days. k zajisténi souladu se Zakony o ochran¢ osobnich

udaji. GDPR audit bude probihat béhem béznych
provoznich hodin na zakladé predchoziho
oznameni ucinéného 7 (sedm) pracovnich dnt
predem,;

(v) notify ERGOMED promptly and in any event (v)  budou informovat spole¢nost ERGOMED, a to bez

within 1 (one) working day of receiving any
communication, complaint, inquiry, or request
from any third party, including a supervisory
authority or a Data Subject, relating to the
Personal Data Processing by INSTITUTION and
INVESTIGATOR. INSTITUTION and
INVESTIGATOR shall not respond to that request
except on the documented instructions of
ERGOMED or Sponsor or as required by

zbytecného prodleni, nejpozdéji vSak ve lhite 1
(jednoho) pracovniho dne po té, co obdrzi jakékoli
sdéleni, stiznost, dotaz nebo zadost od tieti strany,
vcetné dozorového organu nebo Subjektu udaji,
tykajici se  Zpracovani  Osobnich  udaji
POSKYTOVATELEM a  ZKOUSEJICIM.
POSKYTOVATEL a ZKOUSEJICI na Zadost
odpovi pouze na zakladé¢ pisemnych instrukci od
spole¢nosti ERGOMED nebo Zadavatele nebo

applicable  Regulations to  which  the pokud tak stanovi pouzitelné Pfedpisy vztahujici se
INSTITUTION and INVESTIGATOR are na POSKYTOVATELE. V takovém piipadé
subject, in which case INSTITUTION and POSKYTOVATEL a ZKOUSEJICI v rozsahu
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INVESTIGATOR shall to the extent permitted by
applicable Regulations inform ERGOMED.

povoleném pouZitelnymi informuji

spole¢nost ERGOMED.

Predpisy

and INVESTIGATOR and its employees respect
confidentiality obligation defined in Article 7.

(vi) to comply with their obligations under the Data (vi) budou plnit svoje povinnosti stanovené Zakony o
Protection Laws, including but not limited to, ochran¢ osobnich udaju, véetné (nikoliv vSak
obligations according to articles 28 and 32 GDPR. vyluén€) povinnosti uvedenych v ¢l. 28 a ¢l. 32
In that light, INSTITUTION and GDPR. V tomto ohledu jsou POSKYTOVATEL a
INVESTIGATOR shall take appropriate technical ZKOUSEJICI  povinni  piijmout odpovidajici
and organisational security measures to safeguard technicka a organizacni bezpe¢nostni opatieni k
the Personal Data against unauthorised or unlawful ochran¢  Osobnich udaju  pfed jakymkoli
access, modification and against accidental loss or neopravnénym nebo nezdkonnym piistupem,
destruction of, or damage to the Personal Data, zménou, ndhodnou ztritou, zni¢enim, zneuZitim
unauthorised transfer or other unauthorised nebo poskozenim, neopravnénym piedanim nebo
Processing of any Personal Data or any other pted jinymi nezakonnymi formami Zpracovani ¢i
misuse of the Personal Data, as specified in pouziti, jak je blize uvedeno v Piiloze ¢. IV.
Schedule IV herein.

(vii)ensure that all persons engaged by INSTITUTION (vii) zajisti dodrzovani  povinnosti mlcenlivosti

plynouci zClanku 7 ze strany viech osob
angazovanych POSKYTOVATELEM a
ZKOUSEJICIM, jakoZ i jejich zaméstnancd.

In case of earlier termination of this Agreement or
its regular expiry, INSTITUTION and
INVESTIGATOR have to retain all Personal Data
that is subject of this Agreement (ISF and medical
records related to the Clinical Trial and Clinical
Trial Subjects entered into CRF), as defined by
Sponsor and required by Regulations, only to the
extent and for such period as required by applicable
Regulations.

V ptipad¢ predCasného nebo fadného skonceni
tého Smlouvy, ma POSKYTOVATEL a
ZKOUSEIJICI povinnost uchovat veskeré Osobni
Udaje, na které se vztahuje tato Smlouva (ISF a
1ékatské zdznamy vztahujici se ke Klinickému
hodnoceni a Subjektim klinického hodnoceni, jez
byly vlozeny do CRF), jak to stanovuje Zadavatel
a pozaduji Pfedpisy, avSak jen v rozsahu a po dobu
stanovenou pouzitelnymi Predpisy.

INSTITUTION and INVESTIGATOR shall
ensure the confidentiality of all such Personal Data
and shall ensure that such Personal Data is only
retained as necessary for the purpose(s) specified
by Sponsor requiring its storage and for no other
purpose. This Personal Data has to be archived at
the site as per applicable regulatory requirements
and in line with Sponsor’s agreement.

POSKYTOVATEL a ZKOUSEJICI zajisti, Ze
s veskerymi Osobnimi udaji bude nakladano jako
s divérnymi, Ze tyto Osobni udaje se uchovavaji
jen v ptipadé nezbytnosti, pouze za Géelem/tcely
specifikovanym/i Zadavatelem pifi stanoveni
pozadavku na uchovani téchto Osobnich udaju.
Tyto Osobni Gdaje musi byt archivovany v misté
Klinického hodnoceni v souladu s regulatornimi
pozadavky a dohodou se Zadavatelem.

10.

INSTITUTION and INVESTIGATOR shall only
transfer the Personal Data from any jurisdiction to
any other jurisdiction (the European Economic Area
(“EEA”) constituting a single jurisdiction for this
purpose) as necessary to provide the Services under
this Agreement, any relevant Clinical Trial Order, or
where otherwise instructed by ERGOMED, unless
required to do so by European Union or European
Union Member State law to which INSTITUTION
and INVESTIGATOR are subject; in such a case
INSTITUTION and/or INVESTIGATOR shall
inform ERGOMED of that legal requirement before
Processing, unless that law prohibits such
information on important grounds of public interest.

10. POSKYTOVATEL a ZKOUSEJICI smi predavat
Osobni Gdaje z jedné jurisdikce do druhé (k tomuto
ucelu predstavuje Evropsky hospodaisky prostor
(,,EHP*) samostatnou jurisdikci) pouze v piipadé, je-
li to nezbytné pro poskytovani Sluzeb na zaklad¢ této
Smlouvy, pfislusné Objedndvky, nebo dle jinych
pokynt vydanych spole¢nosti ERGOMED, pokud to
nevyzaduje pravo Evropské unie nebo jejiho
¢lenského statu, kterému podléha POSKYTOVATEL

a ZKOUSEJICI; vtakovém piipadé  jsou
POSKYTOVATEL a ZKOUSEJICI povinni
informovat  spolecnost ERGOMED o tomto

dodatecném pravnim pozadavku jesté pred zah4jenim
Zpracovani s vyjimkou piipadu, kdy pfislusné pravni
predpisy toto informovani zakazuji z dulezitych
diivodl vefejného zajmu.

11. INSTITUTION and INVESTIGATOR shall indemnify

ERGOMED for any damage suffered by ERGOMED
and/or any affiliate of ERGOMED as a consequence of
or ensuing from breach by the INSTITUTION and
INVESTIGATOR and/or their Sub-processors to
perform the obligations under this Agreement relating
to data protection. For the purposes of this Article,
damage shall mean: (i) fines and other penalties
imposed by a supervisory authority or

other

11.

POSKYTOVATEL a ZKOUSEJICI se zavazuji

uhradit spole¢nosti ERGOMED jakoukoli $kodu
vzniklou spole¢nosti ERGOMED a/nebo jejim

pridruzenym

osobam v dasledku  nesplnéni

povinnosti plynoucich pro POSKYTOVATELE a
ZKOUSEJICIHO, popt. jejich Diléi zpracovatele,
z této Smlouvy v souvislosti s ochranou Osobnich
udaji. Pro ucely této Smlouvy se ,,8kodou” rozumi:
(i) pokuty a jiné sankce ulozené dozorovym organem
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government agency; (ii) compensation claimed by third nebo jinou vladni agenturou; (ii) odS8kodnéni
parties; and (iii) reasonable costs connected with the pozadované tfetimi stranami; a (iii) priméiené
execution of this Article. néklady souvisejici s plnénim tohoto ¢lanku.
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SCHEDULE IV

PRILOHA C. IV

TECHNICAL AND ORGANIZATIONAL
SECURITY MEASURES

TECHNICKA A ORGANIZACNI
BEZPECNOSTNI OPATRENI

. Physical security and access control - Rights to access
and operate the automatic data processing system shall
be available only to INSTITUTION's employees,
INVESTIGATOR and members of
INVESTIGATOR’s team who shall be trained in
handling of the Personal Data and who shall directly
handle such Personal Data. Such persons shall only
have access to the Personal Data corresponding to
their respective authorisations, which shall be granted
solely to such persons. INSTITUTION and
INVESTIGATOR shall ensure that the IT systems
utilized for the Processing of the Personal Data only
allow authorised users access to the data limited to
their individual authorisation rights.

1. Fyzicka bezpecnost a Fizeni pristupu — Pravo na

pristup k automatizovanému systému zpracovani dat
a jeho provozovani maji vylucné zameéstnanci
POSKYTOVATELE, ZKOUSEJICI a ¢lenové
Tymu ZKOUSEJICIHO, ktefi jsou vyskoleni
v oblasti spravného nakladani s Osobnimi Gdaji a
ktefi budou s Osobnimi Udaji pfimo nakladat. Tyto
povéiené osoby maji pfistup pouze k Osobnim
udajim, které odpovidaji jejich opravnéni pristupu
k Osobnim  udajim. POSKYTOVATEL a
ZKOUSEJICI jsou povinni zajistit, aby nastaveni IT
systémi pouzivanych pii Zpracovani Osobnich
udajt umoziovalo opravnénym uzivatelim pouze
omezeny piistup kdatim Vv rozsahu jejich
uzivatelskych prav.

. Confidentiality - INSTITUTION and
INVESTIGATOR shall at all times keep confidential
all Personal Data it Processes pursuant to this
Agreement. INSTITUTION and INVESTIGATOR
may disclose the Personal Data to its employees,
members of INVESTIGATOR’s team, officers,
representatives or advisers who need to know such
information for the purposes of carrying out its
obligations under this Agreement provided that such
employees, officers, representatives or advisers are
required to maintain the confidentiality of the Personal
Data in accordance with the terms of this Agreement.

Zachovani mlicenlivosti — POSKYTOVATEL a
ZKOUSEJICI jsou povinni po celou dobu
zachovavat mlcenlivost o veskerych Osobnich
Udajich Zpracovavanych na zakladé této Smlouvy.
POSKYTOVATEL a ZKOUSEJICI jsou opravnéni
poskytnout Osobni tudaje svym zaméstnanciim,
¢lentm Tymu ZKOUSEJICIHO, vedoucim
pracovnikiim, zastupciim nebo poradctim, ktefi tyto
informace potiebuji znat pro plnéni svych povinnosti
vyplyvajicich  ztéto Smlouvy, to vSak za
predpokladu, ze tito zaméstnanci, vedouci
pracovnici, zastupci nebo poradci jsou ve vztahu
k Osobnim dajim vazani povinnosti ml¢enlivosti
v souladu s touto Smlouvou.

. Availability control - INSTITUTION and
INVESTIGATOR shall ensure that the Personal Data
cannot be unintentionally lost or destroyed. Without
limitation to the foregoing, INSTITUTION and
INVESTIGATOR shall implement an antivirus
protection system for all equipment used in the
Processing of the Personal Data and a data security
backup system.

Kontrola dostupnosti — POSKYTOVATEL a
ZKOUSEJICI jsou povinni zajistit, aby nemohlo
dojit k neumyslné ztraté nebo neumysinému zniceni
Osobnich Gdaji. Aniz by tim bylo dotéeno vyse
uvedené, POSKYTOVATEL a ZKOUSEJICI maji
dale povinnost nainstalovat do vSech zafizeni
pouzivanych pfi Zpracovani Osobnich daju
antivirovy bezpecnostni program (antivir) a zalozni
systém pro bezpecné ukladani a zalohovani dat.

. Transfer  control - INSTITUTION and
INVESTIGATOR shall ensure that during any transfer
of the Personal Data it cannot be read, copied,
modified or deleted without authorisation.

Kontrola predini — POSKYTOVATEL a
ZKOUSEIJICI jsou povinni zajistit, aby Osobni
udaje nemohly byt béhem procesu piedani
neopravnéné piecteny, zkopirovany, pozménény
nebo vymazany.

. Input control — INSTITUTION and INVESTIGATOR
shall implement a system to log who enters the
Personal Data into the system used in the Processing
of the Personal Data and by whom the Personal Data
is removed from such systems.

Vstupni  kontrola - POSKYTOVATEL a
ZKOUSEIJICI jsou povinni zavést ,,log* systém pro
ukladani a vymaz Osobnich udaji do/ze systému
pouzivaného pii Zpracovani Osobnich udaju.

. Separation of data processing for different purposes —
INSTITUTION and INVESTIGATOR shall ensure
that any Personal Data collected for different purposes
is processed separately.

Oddélené Zpracovani Osobnich udajii pro rizné
tcely — POSKYTOVATEL a ZKOUSEIJICI jsou
povinni zajistit, aby Osobni udaje shromazdéné pro
ruzné ucely byly zpracovavany oddéleng.

. Prior to the commencement of the Clinical Trial,
ERGOMED shall carry out and approve acceptance

Spolecnost ERGOMED je povinna pred samotnym
spustenim  Klinického hodnoceni realizovat a
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tests with an authorized Institution representative
where the login process to all the applicable systems,
databases and websites of ERGOMED will be verified
and data transfer will be tested and, if applicable, the
agreed test files will be uploaded.

Acceptance test means import of anonymous test-
study, which is entered into the system and the study
recipient confirms receipt of data and their
correctness.

After the test transfer has been completed, the
Institution personnel responsible for the Clinical Trial
shall confirm that he/she agrees with the work
procedures and confirms its functionality. This
acceptance is sufficient and the Institution personnel
becomes the guarantor for this procedure.
ERGOMED shall inform the Institution’s IT Centre
about the test transfer results and about the
acceptance of the procedure.

For security reasons, the Institution only supports the
latest version of Java.

If ERGOMED is unable to comply with the
Institution’s operating conditions for using HW and
SW at (Institution) FN Brno, the Institution reserves
the right not to accept those requirements of
ERGOMED that have not been notified before
signing the Agreement if the additional and not
submitted configurations and settings do not comply
with the security policy of the Institution, that is
acting as the operator of the essential service
information systems under Section 2(i) of Act No.
181/2014 Coll. on Cyber Security in healthcare. In
that case, ERGOMED shall carry out the Clinical
Trial using their own resources (e.g. a PC dedicated
to the study, incl. internet connection — STAND-
ALONE).

odsouhlasit akceptacni testy s povérenym zdstupcem
Poskytovatele, kde bude overen proces prihlaseni se
do vSech pozadovanych systému, databazi a
webovych stranek spolecnosti ERGOMED a fyzické
odzkouseni prenosu dat, prip. uploadu dohodnutych
testovacich souborii.

Akceptacnim testem se rozumi import anonymni
testovaci studie, ktera se do systému vioZi a prijemce
studie potvrdi prijem dat a jejich korektnost.

Po realizaci zkusebniho prenosu tak zastupce
Poskytovatele odpovédny za Klinické hodnoceni
potvrdi, Ze je s pracovnim postupem Srozumeén a
potvrdi jeho funkcionalitu. Danad akceptace je
postacujici a zastupce Poskytovatele se stava
garantem za toto reSeni. O vysledcich zkusebniho
prenosu a akceptace reSeni informuje spolecnost
ERGOMED  oddeleni  Centra  informatiky
Poskytovatele.

Z bezpecnostnich divodii Poskytovatel podporuje
jen aktudlni verzi aplikace Java.

V pripade, Ze nelze spolecnosti ERGOMED splnit
podminky provozu Poskytovatele pro pouziti HW a
SW ve FN Brno, si Poskytovatel vyhrazuje pravo
neprijmout  splnéni  pozadavkii  spolecnosti
ERGOMED neuvedenych pred podpisem smlouvy,
pokud dodatecné a nepredlozené konfigurace a
nastaveni budou v rozporu s bezpecnostni politikou
Poskytovatele jako provozovatele informacnich
systemu zakladni sluzby dle § 2 pism. i) zdkona C.
181/2014 Sb., o kybernetické bezpecnosti v odvétvi
zdravotnictvi.

V tomto pripadé spolecnost ERGOMED uskutecni
FeSeni Klinického hodnoceni pomoci svych vlastnich
prostredkit (napr. dedikované PC pro tuto studii,
véetné internetové konektivity — STAND ALONE).
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