C. smlouvy: KHZP/2024/002/La

ENDOPLY1 Clinical Trial
Agreement

Smlouva o klinické zkousce
ENDOPLY1

THIS CLINICAL TRIAL AGREEMENT (hereinafter
referred to as the “Agreement “) shall enter into
force upon signature by all parties to the
Agreement and shall become effective upon
publication in the Register of Contracts in
accordance with Act No. 340/2015 Coll., on Special
Conditions for the Effectiveness of Certain
Contracts, Publication of Such Contracts and on the
Register of Contracts (Act on the Register of
Contracts), as amended (hereinafter referred to as
the “Effective Date”) and is entered into between
St. Anne's University Hospital in Brno, with
registered office at Pekarskd 53, 602 00 Brno, Czech
Republic, ID No.: CZ00159816, represented by Ing.
Vlastimil Vajdak, Director (hereinafter referred to
as "Clinical Department") (hereinafter “Clinical
Site”) and a private company, Endoply, with
registered office at 1801 S Perimeter Rd, Ft.
Lauderdale Fla, 33309, USAG65 rue des Contamines,
69140 Rillieux-la-pape, Lyon, France, ID No.: 901
660 142 R.CS. Lyon, represented by |

I (hereinafter referred to as the

"Contracting Authority").

TATO SMLOUVA O KLINICKE ZKOUSCE (dale jen
»Smlouva“) vstupuje v platnost podpisem vsech
smluvnich stran a v G¢innost uverejnénim v registru
smluv v souladu se zdkonem ¢. 340/2015 Sbh., o
zvlastnich podminkdach ucinnosti nékterych smluv,
uverejiiovani téchto smluv a o registru smluv
(zdkon o registru smluv), ve znéni pozdéjsich
predpist (dale jen ,Datum ucinnosti“) a uzavira se
mezi Fakultni nemocnici u sv. Anny v Brné, se
sidlem PekaFska 53, 602 00 Brno, Ceska republika,
IC: €Z00159816, zastoupenou Ing. Vlastimilem
Vajddkem, reditelem (dale jen ,Klinické
pracovisté”) a soukromou spolecnosti Endoply, se
sidlem 1801 S Perimeter Rd, Ft. Lauderdale Fla,
33309, USA65 rue des Contamines, 69140 Rillieux-
la-pape, Lyon, Francie, IC: 901 660 142 R.C.S. Lyon,

zastoupenou | N Bl (déle jen

»Zadavatel“).

Whereas, Sponsor desires that Clinical Site, under

the supervision of [
.
I C:cch Republic, (the “Principal

Investigator”) carry out a clinical trial entitled,
“Safety and feasibility of the ENDOPLY System in
humans: a pilot study” (hereinafter referred to as
"the Study") relating to a medical device called
Endoply particularly described in the clinical trial
protocol no. Endoplyl hereto (the “Protocol”).

Vzhledem k tomu, Ze Zadavatel si preje, aby

Klinické pracovisté pod dohledem | NN
B B B 2§
. |

Ceska republika (déle jen ,Hlavni zkousejici lékar*)
provedlo klinickou zkousku s ndzvem ,,Bezpecnost
a proveditelnost systému ENDOPLY u lidi: pilotni
studie” (dale jen ,Studie”) tykajici se
zdravotnického prostfedku s nazvem Endoply,
ktery je zvlasté popsan v protokolu klinické studie
¢. Endoply1 (dale jen ,,Protokol”).

WHEREAS Clinical Site agrees to conduct the Study
under the supervision of the Principal Investigator
subject to and compliance with the terms and
conditions set forth in this Agreement, the
Protocol, good clinical practice and all relevant laws
and regulations, including all permits and/or
licenses required from relevant authorities; and

VZHLEDEM K TOMU, Ze Klinické pracovisté souhlasi
s provedenim Studie pod dohledem Hlavniho
zkousejiciho |ékafe pfi dodriovani podminek
stanovenych v této Smlouvé a Protokolu, spravné
klinické praxe a vsech pfrislusnych zakond a
predpistl, véetné vSech povoleni a/nebo licenci
poZadovanych od pfislusnych organi; a
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WHEREAS the parties agree to comply with
applicable laws and regulations in respect to the
performance of clinical trials similar to the Study.

VZHLEDEM K TOMU, Ze Smluvni strany souhlasi s
tim, Ze budou dodrzovat platné zakony a predpisy
tykajici se provadéni klinickych zkousek podobnych
této Studii.

NOW, THEREFORE, the parties hereto, attending to
be legally bound, hereby agrees as follows:

A PROTO Smluvni strany uzaviraji tuto Smlouvu,
kterou chtéji byt pravné vazany:

1. Preamble and definitions

1. Uvodni ustanoveni a vyklad pojma

1.1 The preamble to this Agreement, and all
attachments hereto, constitute an integral part
hereof.

1.1 Uvodni ustanoveni a viechny pfilohy této
Smlouvy tvofi jeji nedilnou soucast.

1.2 In addition to terms defined elsewhere in this
Agreement, the following terms should have the
corresponding meanings:

1.2 Kromé pojmU definovanych v jinych ¢astech
této Smlouvy maji nasledujici pojmy odpovidajici
vyznam:

“Helsinki Declaration” shall mean the World
Medical Declaration Association of Helsinki
regarding “Ethical Principles for Medical Research
Involving Human Subjects” as amended and
modified from time to time.

,Helsinskou deklaraci” se rozumi deklarace Svétové
Iékarské asociace o ,etickych zdsadach |ékarského
vyzkumu zahrnujiciho lidské subjekty”, ve znéni
pozdéjsich zmén a Uprav.

“IRB” shall mean Institutional Ethics Board
(Institutional Review Board), the role of which is to
approve any medical experiment on human
subjects that will be conducted by Clinical Site.

,IRB“ se rozumi institucionalni etickd komise
(Institutional Review Board), jejimz ukolem je
schvalovat veSkeré I|ékarské experimenty na
lidskych subjektech, které budou provadény
Klinickym pracovistém.

“Study Device” shall be a device called the Endoply.

,Zarizenim studie” se rozumi zafizeni nazvané
Endoply.

“Study Staff” shall mean the appropriate and
qualified personnel designated by Clinical Site for
the Performance of the Study, and shall include the
Principal Investigator; and

»,Persondlem studie” se rozumi vhodny a
kvalifikovany personal uréeny Klinickym
pracovistém pro provadéni Studie, véetné Hlavniho
zkousejiciho lékare; a

“Subjects” shall mean the persons chosen by the
Principal Investigator to participate in the Study
according to the criteria established in the
protocol, and so participating.

»Subjekty” se rozumi osoby vybrané Hlavnim
zkousejicim lékarem k Ucasti na Studii podle kritérii
stanovenych v Protokolu, které se ji ucastni.

2. Performance of the Study

2. Provadéni Studie

2.1 Conditions Precedent. It is hereby agreed that
the conduct of the Study by the Clinical Site will
commence only after approval to conduct the

2.1 Odkladaci podminky. Timto je dohodnuto, Ze
provadéni Studie Klinickym pracovistém bude
zahajeno aZ po obdrzeni souhlasu s provadénim
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Study has been received from the IRB and, to the
extent required, from all other relevant authorities.
Responsibility for obtaining the above approvals
rests with the Sponsor. The performance of the
Study, including any procedures related to the
Study Device shall commence only after the
forgoing bodies approve the protocol.

Studie od IRB a v poZadovaném rozsahu od vSech
ostatnich pfislusnych organd. Odpovédnost za
ziskani vySe uvedenych souhlasli nese Zadavatel.
Provadéni Studie, vcetné vSech postupl
souvisejicich se Zatizenim studie, bude zahajeno az
po schvaleni Protokolu vyse uvedenymi organy.

Sponsor has supplied Clinical Site with the Protocol
which describes the Study Device and its clinical
history including associated complications and
Clinical Site undertakes to ensure that Principal
Investigator-physician is familiar with this
document before the Study commences.

Zadavatel poskytl Klinickému pracovisti Protokol,
ktery popisuje Zafizeni studie a jeho Kklinicky
prabéh véetné souvisejicich komplikaci, a Klinické
pracovisté se zavazuje zajistit, ze Hlavni zkousejici
Iékar bude s timto dokumentem sezndmen pred
zahdjenim Studie.

2.2 Compliance. Clinical Site undertakes to perform
the Study according to the terms and conditions of
the Protocol under the guidance and direction of
the Principal Investigator and in compliance with
all legal regulations in force in the territory of the
Czech Republic, in particular Act No. 372/2011
Coll., on health services and conditions of their
provision, as amended, Act No. 375/2022 Coll., on
medical devices and in vitro diagnostic medical
devices, including legal regulations of the European
Union, in particular in accordance with Regulation
2017/745 and 2017/746 of the European
Parliament and of the Council of the European
Union, as well as the General Regulation on the
Protection of Personal Data 2016/679 (hereinafter
referred to as "GDPR"). The Clinical site and the
Principal Investigator undertake to conduct the
Study also in accordance with all instructions and
conditions specified in the approval of IRB, the
Helsinki Declaration, all generally recognized
medical and ethical standards for the conduct of
clinical trials, including guidelines for good clinical
practice (“GCP”) and laws, rules, and regulations
generally in force in the territory of the Czech
Republic regulating such studies, including without
limitation rules and regulations in force in the
territory of the Czech Republic for protecting the
rights, safety and welfare of human subjects and
for the control of new medical devices under
investigation, including relevant personal data
protection laws in force in the territory of the Czech
Republic  (collectively, the  “Rules and
Regulations”).  Clinical Site and Principal
Investigator hereby confirm it/his/her knowledge

2.2 Dodriovani pozadavkii a predpisd. Klinické
pracovisté se zavazuje provadét Studii v souladu s
podminkami Protokolu pod vedenim Hlavniho
zkousejiciho |ékare a v souladu se viemi pravnimi
predpisy ucinnymi na Uzemi Ceské republiky,
zejména zakonem ¢. 372/2011 Sb., o zdravotnich
sluzbach a podminkach jejich poskytovani, ve znéni
pozdéjsich predpisli, zdkonem ¢. 375/2022 Sb., o
zdravotnickych prostfedcich a diagnostickych
zdravotnickych prostfedcich in vitro, vcetné
pravnich predpisd Evropské unie, zejména
v souladu s natizenim Evropského parlamentu a
Rady EU 2017/745 a 2017/746 a dale obecnym
nafizenim o ochrané osobnich udaji 2016/679
(dale jen ,,GDPR“). Klinické pracovisté a Hlavni
zkousejici lékaf se zavazuji provadét Studii také v
souladu s veSkerymi pokyny a podminkami
uvedenymi ve schvaleni IRB, Helsinskou deklaraci,
vSemi obecné uzndvanymi lékarskymi a etickymi
normami pro provadéni klinickych studii, véetné
pokynl pro spravnou klinickou praxi (dale jen
»,GCP“) a zakony, pravidly a predpisy obecné
acinnymi na Gzemi CR upravujicimi takové studie,
véetné, avsak nikoli vylucné, pravidel a predpist
a¢innych na uzemi CR na ochranu prav,
bezpecnosti a blaha lidskych subjektd a na kontrolu
novych zkoumanych zdravotnickych prostredkd,
véetné prislu$nych zakond uginnych na tzemi CR na
ochranu osobnich Udaja  (dale spolecné jen
»Pravidla a predpisy”). Klinické pracovisté a Hlavni
zkousejici l1ékar timto potvrzuji, Ze se seznamili s
Pravidly a predpisy. Klinické pracovisté a Hlavni
zkousejici lékar ddale potvrzuji, Ze jsou drziteli
potfebného opravnéni a maji potfebné odborné
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of the Rules and Regulations. Furthermore, Clinical
Site and Principal Investigator confirm that
it/she/he holds the necessary permissions and has
the necessary expertise, time, and resources to
perform the Study and assumes responsibility to
operate under this Agreement in strict compliance
with said Rules and Regulations.

znalosti, ¢as a zdroje k provadéni Studie a prebiraji
odpovédnost za to, Ze budou postupovat podle
této Smlouvy v prisném souladu s uvedenymi
Pravidly a predpisy.

2.3 Conflict. Should any contradiction arise
between any of the Rules and Regulations and the
Protocol, the Rules and Regulations shall prevail. In
the event of any inconsistency between the
provisions of this Agreement and the Protocol, the
Contract has priority is in matters of commercial
law and Protocol in the current version in clinical
matters.

2.3 Rozpor mezi ustanovenimi. V pripadé rozporu
mezi Pravidly a predpisy a Protokolem maiji
prednost Pravidla a predpisy. V pfipadé jakéhokoli
rozporu mezi ustanovenimi této Smlouvy a
Protokolu ma prednost Smlouva ve vécech
obchodnépravnich a Protokol v aktudlnim znéni ve
vécech klinickych.

2.4 Manner of Conduct. The study will be
conducted in a manner required of appropriately
skilled and experienced investigator or physician.
Clinical Site represents that it and the Principal
Investigator have the requisite skills, knowledge,
experience, and human resources to undertake
and conduct the Study in accordance with the
provisions of this Agreement. Principal Investigator
and Clinical Site represent and warrant, that they,
and the Study Staff have all training, information,
licenses, permissions, or certifications necessary
for safely, adequately, and lawfully performing the
Study, and all such training, licenses, permissions,
or certifications shall be properly maintained
throughout the course of the Study. Nothing herein
shall be deemed as providing management and/or
supervision authority to the Sponsor or any other
person authorized by the Sponsor over the Study,
clinical site and or the Principal Investigator and/or
whomever of the Study Staff.

2.4 Zpusob provadéni. Studie bude provadéna
zpUsobem vyzadovanym od nalezité
kvalifikovaného a zkuseného zkousejiciho lékare
nebo jiného odbornika. Klinické pracovisté
prohlasuje, Ze ono i Hlavni zkousejici 1ékar maji
potifebné dovednosti, znalosti, zkuSenosti a lidské
zdroje k tomu, aby mohli provést a vést Studii v
souladu s ustanovenimi této Smlouvy. Hlavni
zkousejici |ékar a Klinické pracovisté prohlasuji a
zarucuji, Ze oni a Persondl studie maji veskera
Skoleni, informace, licence, opravnéni nebo
certifikace nezbytné pro bezpecné, pfimérené a
zdkonné provadéni Studie a Ze vSechna tato
Skoleni, licence, opravnéni nebo certifikace budou
fadné udriovany po celou dobu trvani Studie.
Z4adné ustanoveni této Smlouvy neudéluje fidici
a/nebo kontrolni pravomoci Zadavateli nebo
jakékoli jiné Zadavatelem povérené osobé nad
Studii, Klinickym pracovistém a/nebo Hlavnim
zkousejicim |ékafem a/nebo kymkoli z Personalu
studie.
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2.5 Successor Investigator. If the Principal
Investigator for any reason whatsoever, shall be
unable to conduct the Study, or shall cease to be
available for the performance of the undertakings
set forth in this Agreement, Clinical Site shall
endeavor to appoint, within 15 days, a successor
investigator with at least the same level of
experience and expertise in the field of the Study,
whose identity must be approved in writing in
advanced by Sponsor (the  “Successor
Investigator”). The Successor Investigator signs the
Acknowledgement of Contract and shall be
deemed the “Principal Investigator” for all purpose
under this contract from the time of his
appointment. Should Clinical Site not be able to
appoint such Successor Investigator or if the
appointed Successor Investigator is not reasonably
acceptable to Sponsor, Sponsor shall be entitled to
terminate the Agreement in accordance with the
provisions of Article 11 of this Agreement.

2.5 Nastupce zkousejiciho lékafe. Pokud Hlavni
zkousejici lékaf z jakéhokoli dlvodu nebude
schopen vést Studii nebo prestane byt k dispozici
pro plnéni zavazk(l stanovenych v této Smlouvé,
Klinické pracovisté se vynasnazii do 15 dnl
jmenovat jeho nastupce s minimdlné stejnou
Urovni zkuSenosti a odbornych znalosti v oblasti
Studie, pfi¢emz toto jmenovani musi byt predem
pisemné schvaleno Zadavatelem (dale jen
,Nastupce zkousejiciho lékare”). Nastupce
zkousejiciho lékafe podepiSe sezndmeni se se
Smlouvu, a od okamziku svého jmenovani je pro
vSechny ucely podle této Smlouvy povazovan za
,Hlavniho zkousejiciho lékarfe”. Pokud Klinické
pracovisté neni schopno jmenovat takového
Nastupce zkousejictho Iékafe nebo pokud
jmenovany Nastupce zkousejiciho |ékafe neni pro
Zadavatele pfimérené pfijatelny, je Zadavatel
opravnén Smlouvu vypovédét vsouladu s
ustanovenimi ¢lanku 11 této Smlouvy.

2.6 No Warranty of Results. For the removal of
doubt, it is hereby clarified that nothing specified
in this Agreement shall be construed as a warranty
by Clinical Site that the Study’s results shall be
useful in any commercially exploitable manner.

2.6 Zadna zaruka za vysledky. Pro vylougeni
pochybnosti se timto uvadi, Ze nic z toho, co je
uvedeno v této Smlouvé, nelze vykladat jako zaruku
Klinického pracovisté, Ze vysledky Studie budou
jakkoli komercné vyuZitelné.

2.7 Subjects and Informed Consent. Clinical Site
shall ensure that each Subject (or his/her
authorized representative, where consent cannot
be given directly by the subject) have given his/her
written informed consent to participate in the
Study and to the processing of his/her personal
data, prior to their participation, on a form
prepared by the Sponsor, which is in accordance
with the Rules and Regulations including IRB
reviewing the Study. The Sponsor is responsible for
the compliance of this form with the Rules and
Regulations. A copy of the written informed
consent form shall be provided to each entity or its
authorized representative.

2.7 Subjekty a informovany souhlas. Klinické
pracovisté zajisti, aby kazdy subjekt (nebo jeho
opravnény zastupce, pokud souhlas nemuze udélit
pfimo subjekt) pred svou ucasti ve Studii udélil
pisemny informovany souhlas s Ucasti ve Studii a se
zpracovanim jeho osobnich Gdaju, a to na formulari
pfipraveném Zadavatelem, ktery je v souladu
s pozadavky Pravidel a Predpist vcetné IRB, ktera
Studii posuzuje. Za soulad tohoto formulare
s Pravidly a Predpisy odpovida Zadavatel. Kopie
pisemného formulare informovaného souhlasu je
pfeddna  kazdému  subjektu nebo jeho
opravnénému zastupci.

In addition, Principal Investigator-physician will
obtain consents on the forms prepared by the
Sponsor as may be required under HIPAA (Health
Insurance Portability and Accountability Act), and
GDPR to permit the Sponsor, its representatives,
and Agencies to exercise the rights to set forth in
this Agreement, specifically commercial use of the
Study results. The Sponsor is responsible for the

Kromé toho Hlavni zkousejici lékar zajisti souhlas
subjektu na formularich pfipravenych
Zadavatelem, které mohou byt vyZadovany podle
Zakona HIPAA (Health Insurance Portability and
Accountability Act), a GDPR, aby umoznil
Zadavateli, jeho zastupclim a ptislusnym organtim
vykonavat prdva stanovena v této Smlouvé,
zejména na komercni vyuziti vysledk( Studie. Za
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compliance of these forms with the Rules and
Regulations.

soulad téchto formulafl s Pravidly a Predpisy
odpovida Zadavatel.

Original signed ICFs shall be retained by the clinical
site and will be available for inspection by the
Sponsor, its representatives, and any Agency will
be available for inspection by the Awarding in
accordance with the Rules and Regulations.

Origindly podepsanych formulafl si ponecha
Klinické pracovisté a budou k dispozici k nahlédnuti
Zadavateli, jeho zastupclm a prislusnym orgdnim
v souladu s Pravidly a Predpisy.

For the avoidance of doubt, the contracting parties
declare that the Clinical Workplace is in relation to
the source data processed on the basis of Act No.
372/2011 Coll., on health services and conditions
of their provision as amended, in the position of the
administrator of personal data and in relation to
the Study data in the position processor.

Pro vylouceni veSkerych pochybnosti smluvni
strany prohlasuiji, Ze Klinické pracovisté je ve vztahu
ke zdrojovym datim zpracovavanych na zakladé
zdkona ¢. 372/2011 Sb., o zdravotnich sluzbach a
podminkach jejich poskytovani, ve znéni pozdéjsich
predpisQ, v postaveni spravce osobnich udaji a ve
vztahu k Udajim Studie v postaveni zpracovatele.

2.8 Supply and Storage of Study Device. Sponsor
shall provide Clinical Site, at Sponsor’s sole
expense, with the Study Device in sufficient
quantities required for the performance of the
Study. Sponsor shall also provide Clinical Site with
written instructions governing the administration
of the Study Device, and CLINICAL SITE shall
maintain proper and complete records concerning
the administration of the Study Device as well as
maintain an inventory log regarding the current
inventories of the Study Device and shall verify that
such log is completed and updated on an ongoing
basis. Clinical Site and the Principal Investigator
shall not modify or reverse engineer the Study
Device and will maintain, safeguard, and store the
STUDY DEVICE in a safe and secure manner
consistent to GCP and in strict compliance with the
Protocol and the Rules and Regulations and keep or
cause to be kept records of all STUDY DEVICE
received, used, dispensed, disposed of and/or
returned to Sponsor. All supplies, including the
Study device, provided by the Sponsor for the
purpose of conducting the Study shall not be used
for any other purpose. Principal Investigator and
Clinical Site are responsible for the proper storage
and accountability of all such supplies.

2.8 Dodavani a skladovani Zafizeni studie.
Zadavatel poskytne Klinickému pracovisti na vlastni
naklady Zafizeni studie v dostatecném mnoZstvi
potifebném pro provedeni Studie. Zadavatel rovnéz
poskytne Klinickému pracovisti pisemné pokyny
upravujici administraci Zafizeni studie a KLINICKE
PRACOVISTE povede Fadné a uplné zdznamy
tykajici se administrace Zafizeni studie a rovnéz
povede inventarni denik tykajici se aktudlnich
zasob Zaftizeni studie a bude kontrolovat, zda je
tento denik pribéziné vyplnovan a aktualizovan.
Klinické pracovisté a Hlavni zkousejici Iékar
nebudou Zafizeni studie upravovat ani zpétné
analyzovat a budou je udrZovat, chranit a skladovat
bezpecnym a zabezpecenym zplsobem v souladu s
GCP a v pfisném souladu s Protokolem a Pravidly a
predpisy; dale povedou nebo zajisti vedeni
zdznamU o vSech pfijatych, pouzitych, vydanych,
zlikvidovanych a/nebo  Zadavateli vracenych
Zarfizeni studie. VSechen material, véetné Zatizeni
studie, poskytnuty pro ucely provadéni Studie
Zadavatelem, nesmi byt pouzit k Zddnému jinému
ucelu. Hlavni zkousejici Iékar a Klinické pracovisté
odpovidaji za spravné skladovani vsSech téchto
zasob.
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It is agreed that Principal investigator and Clinical
Site shall reasonably cooperate with the Sponsor
and assist it as required in its efforts to attain
approvals for marketing the Study Device, including
but not limited to FDA approval by granting the
Sponsor and the relevant regulatory authorities’
personnel access to data which was prepared for
the Study and data obtained during the Study,
always in accordance with the Rules and
Regulations.

Je dohodnuto, Ze Hlavni zkousejici l1ékar a Klinické
pracovisté budou primérené spolupracovat se
Zadavatelem a budou mu v pfipadé potieby
napomocni v jeho Usili o ziskani povoleni k uvedeni
Zafizeni studie na trh, mimo jiné véetné schvaleni
FDA, a to tak, Ze Zadavateli a pracovnikiim
pfislusnych regulac¢nich orgdnd umozni pfistup k
udajlim, které byly pfipraveny pro Studii, a k
udajlim ziskanym béhem Studie, vidy v souladu
s Pravidly a Predpisy.

3. Adverse Events and Safety Considerations

3. Nezadouci udalosti a bezpecnostni aspekty

3.1 Adverse Event Reporting. If a serious or
unexpected adverse event (“Adverse Event”)
occurs during the course of the performance of the
Study or thereafter, the Principal Investigator shall
immediately inform Sponsor in writing, as well as
Clinical Site’s IRB and shall also file any applicable
reports, all as required pursuant to relevant
Protocol and rules and regulations. The Principal
Investigator shall comply with Sponsors and the
IRB’s instructions regarding such occurrences and
shall cooperate and ensure cooperation of the
Study Staff with any further information or
assistance needed. If an Adverse Event occurs as
aforesaid, and the Principal Investigator and
Clinical Site determine in their reasonable medical
judgment that continuation of the Study will
compromise the health safety or welfare of the
Study Subjects, then they are entitled to
immediately cease the performance of the Study,

terminate this Agreement pursuant to the
applicable provisions of Section 11 and
immediately report in writing their decision to
Sponsor.

3.1 HIaseni neZadoucich udalosti. Pokud se v
prabéhu provadéni Studie nebo po jejim ukonceni
vyskytne zdvazna nebo neocekavand nezddouci
udalost (dale jen ,NeZadouci udalost”), Hlavni
zkousejici |ékaf o tom neprodlené pisemné
informuje Zadavatele, jakoZz i IRB Klinického
pracovisté a poda veskera pfislusna hlaseni, vse v
souladu s Protokolem a pfisluSnymi Pravidly a
predpisy. Hlavni zkousejici |ékal je povinen
dodrzovat pokyny Zadavatele a IRB tykajici se
téchto udalosti a spolupracovat a zajistit spolupraci
Personalu studie pfi poskytovani dalSich informaci
nebo potfebné pomoci. Pokud dojde k NeZadouci
udalosti, jak je uvedeno vyse, a Hlavni zkousejici
lékaif a Klinické pracovisté podle svého
pfiméfeného lékarského usudku dojdou k zavéru,
Ze pokracovani Studie by ohrozilo zdravi,
bezpecnost nebo blaho subjektd Studie, jsou
opravnéni okamizité ukoncéit provadéni Studie,
vypovédét tuto Smlouvu podle pfislusnych
ustanoveni c¢lanku 11 a neprodlené pisemné
oznamit své rozhodnuti Zadavateli.

3.2 Evaluation of Risk. In the event of a Serious
Adverse Event, Sponsor and the Study Staff will
immediately take all measures at their disposal to
evaluate the risk to the other Subjects and will
agree on which measures to take in order to
mitigate that risk.

3.2 Hodnoceni rizik. V pfipadé vyskytu zavainé
NeZadouci udalosti Zadavatel a Personal studie
neprodlené pfijmou veskera opatreni, kterd maji k
dispozici, aby vyhodnotili riziko pro ostatni
subjekty, a dohodnou se na opatfenich, ktera je
treba prijmout ke zmirnéni tohoto rizika.

3.3 Safety Considerations. If Clinical Site and/or
any member of the Study Staff becomes aware of
any information that may affect the safety and/or
well-being of the Subjects, Clinical Site, as
applicable, will advise Sponsor and Clinical Site’s
IRB thereof and will abide by their instructions.

3.3 Bezpecnostni aspekty. Pokud se Klinické
pracovisté a/nebo kterykoli ¢len Personalu studie
dozvi jakoukoli informaci, kterd mulze ovlivnit
bezpeénost a/nebo blaho subjektld, Klinické
pracovisté o tom bude informovat Zadavatele a IRB
Klinického pracovisté a bude se fidit jejich pokyny.

4. Remuneration

4.0dmeéna
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4.1 Budget and Payment. The budget for the Study
and the consideration to Clinical Site for the
performance of its obligations pursuant to this
Agreement are set out in Appendix A to this
Agreement. Principal Investigator acknowledges
and agrees that his or her judgment with respect to
his or her advice to and care of each Study Subject
is not affected by the financial considerations of
the budget. Budgetary considerations set forth in
Appendix A are inclusive of any and all applicable
fees, overhead or similar charges, and costs related
to the Study, as applicable. The internal allocation
of the payments under this Agreement is entirely
at Clinical Site’s discretion.

4.1 Rozpocet a platby. Rozpocet Studie a odména
Klinickému pracovisti za plnéni jeho povinnosti
podle této Smlouvy jsou uvedeny v pfiloze A této
Smlouvy. Hlavni zkousejici Iékaf bere na védomi a
souhlasi s tim, Ze jeho Usudek ohledné poradenstvi
a péce o kazdy subjekt Studie neni ovlivnén
financnimi hledisky rozpoctu. Rozpoctové polozky
uvedené v pfiloze A zahrnuji veSkeré pfislusné
poplatky, rezijni a podobné naklady a pfipadné
naklady souvisejici se Studii. Interni rozdéleni
plateb podle této Smlouvy je zcela na uvazeni
Klinického pracovisté.

4.2 Full Remuneration. Neither Clinical Site, nor
the Principal Investigator, shall be entitled to an
additional compensation and/or remuneration
other than as explicitly set forth in this Agreement,
including any expenses incurred by any of them in
the performance of their pursuant to this
Agreement without prior written authorization.

4.2 Celkova odmeéna. Klinické pracovisté ani Hlavni
zkousejici IékaF nemaji bez pfedchoziho pisemného
souhlasu narok na jinou dodate¢nou ndahradu
a/nebo odménu, nez jak je vyslovné uvedeno v této
Smlouvé, vietné jakychkoli vydajd, které jim
vzniknou pfi plnéni jejich povinnosti podle této
Smiouvy.

4.3 Submission Limits. Clinical Site and Principal
Investigator shall not and shall ensure that no
Study Personnel (a) submits claims for payment by
any patient third party payor or any other person
entity for any item, procedure or service that has
been paid for or provided without charge by
Sponsor, or (b) seeks or retains payment from
Sponsor for any item, procedure or service that is
reimbursed by any patient, third-party payor or any
person or entity.

4.3 Omezeni narokd. Klinické pracovisté a Hlavni
zkousejici IékaF nesmi (a) vznaset naroky na uhradu
od jakéhokoli pacienta, platce treti strany nebo
jakékoli jiné osoby Ci subjektu za jakoukoli polozku,
proceduru nebo sluzbu, které byly uhrazeny nebo
poskytnuty bezplatné Zadavatelem, nebo (b) Zadat
o Uhradu nebo si ponechat Uhradu od Zadavatele
za jakoukoli polozku, proceduru nebo sluzbu, které
jsou hrazeny jakymkoli pacientem, platcem treti
strany nebo jakoukoli jinou osobou &i subjektem, a
musi zajistit, aby tak necinil ani Personal studie.

4.4 The contracting parties have agreed that the
financial performance will be provided to the
Clinical Workplace for each closed quarter starting
from the date of commencement of the Study in
accordance with this contract and its appendices.
Financial performance will be provided by the
Sponsor on the basis of an invoice, the attachment
of which will be a list of completed activities
determined according to the payment scheme for
calculating the contractual remuneration. The tax
document must contain all the requirements set
out in the Rules and Regulations. The maturity of
the tax document will be 30 days.

4.4 Smluvni strany se dohodly, Ze finan¢ni plnéni
bude Klinickému pracovisti poskytnuto za kaidé
uzaviené Ctvrtleti pocinaje dnem zahajeni Studie v
souladu stouto smlouvou a jejimi pfilohami.
Financni plnéni budou ze strany Zadavatele
poskytovana na zékladé faktury, jejiz pfilohou bude
seznam uskute¢nénych cinnosti rozhodnych dle
platebniho schématu pro vypocet smluvni odmény.
Danovy doklad musi obsahovat veskeré nalezZitosti
stanovené Pravidly a predpisy. Splatnost dariového
dokladu bude ¢init 30 dni.
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4.5 The estimated value of the financial
performance under this Contract is approximately
4.213.200 CZK

4.5 Predpokladana hodnota finan¢niho plnéni dle
této Smlouvy Cini ptiblizné 4.213.200,- Kc.

4.6 The Sponsor acknowledges that the Principal
Investigator, Study Staff or any other person
employed by the Clinical Workplace are not
authorized to enter into any direct contractual
relationships with the Sponsor, the Sponsor's
representative or any other person dealing with
the Sponsor or the Sponsor's representative in
agreement, at his behest or for his benefit, and to
accept any performance based on these
contractual relationships. The Sponsor hereby
agrees not to enter into any other contract with
any employee of the Clinical Site in connection with

4.6 Zadavatel bere na védomi, Ze Hlavni zkousejici
lékaF, Persondl studie ani jakdkoli jind osoba
v pracovnim poméru ke Klinickému pracovisti
nejsou opravnéni vstupovat do jakychkoli pfimych
smluvnich vztahl se Zadavatelem, se zastupcem
Zadavatele nebo s jakoukoli jinou osobou jednajici
se Zadavatelem nebo se zastupcem Zadavatele ve
shodé, na jeho prikaz nebo vjeho prospéch, a
pfijimat na zakladé téchto smluvnich vztahi
jakékoli plnéni. Zadavatel se timto zavazuje, ze v
souvislosti s touto Studii neuzavie Zadnou jinou
smlouvu s zadnym zaméstnancem Klinického

this Study. pracovisté.
5. Inspections and Audits; Reports and Record- | 5. Kontroly a audity; zpravy a vedeni zdznamu
Keeping

5.1 Updates to, and inspections by, Sponsor. The
study will be monitored by the Sponsor or its
designee. Sponsor or its designee will be allowed
access to all information relating to the Study and
will have the right to use information in accordance
with the Study Subject's informed consent and the
applicable Rules and Regulations. The Principal
Investigator undertakes to keep the Sponsor
informed of the progress of the Study (including
without limitation the number of Subjects enrolled
and any Adverse Events). The Principal Investigator
shall meet with the representatives of the Sponsor,
at Sponsor’s scheduled times during the course of
the Study, during customary working hours to
report to the Sponsor on an ongoing and
consecutive basis and update the Sponsor on all
matters related to the performance of the Study,
including  without limitation its progress,
difficulties, and solutions.

5.1 Poskytovani informaci Zadavateli a kontroly ze
strany Zadavatele. Studii bude monitorovat
Zadavatel nebo jim povérena osoba. Zadavatel
nebo jim povérend osoba bude mit pfistup ke vsem
informacim tykajicim se Studie a bude mit prédvo
tyto informace pouzivat v souladu s informovanym
souhlasem subjektu Studie a prislusSnymi Pravidly a
Predpisy. Hlavni zkousejici lékaf se zavazuje
informovat Zadavatele o prlibéhu Studie (mimo
jiné vcetné poctu zafazenych subjektd a
pfipadnych  Nezadoucich  udalosti).  Hlavni
zkousejici I1ékar se v pribéhu Studie bude setkavat
se zastupci Zadavatele v Zadavatelem stanovenych
terminech v obvyklé pracovni dobé, aby Zadavateli
pribézné a postupné podaval zpravy a informoval
ho o viech zaleZitostech souvisejicich s provadénim
Studie, mimo jiné o jejim prdbéhu, obtiZich a
fesenich.

Clinical Site agrees to permit representatives or
Sponsor to audit and inspect all documents and
records relating to the Study, including without
limitation all the results, notes, test reports and
other documents and representations obtained
during the course of the Study, validate reports
against original data in their files and monitor work
performed to insure compliance with the Protocol
and this Agreement, subject to confidentiality
requirements set out herein. Such audits and

Klinické pracovisté souhlasi s tim, Ze umoini
zastupcUm Zadavatele auditovat a kontrolovat
veskeré dokumenty a zaznamy tykajici se Studie,
mimo jiné vcetné vsech vysledkl, poznamek,
protokolll o testech a dalSich dokumentl a
prohlaseni ziskanych v prlbéhu Studie, ovérovani
hlaseni o pripadech na zakladé plvodnich udaja ve
slozkach a monitorovani provadéné prace s cilem
zajistit soulad s Protokolem a touto Smlouvou, s
vyhradou poZadavk( na ddvérnost stanovenych v
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inspections shall be conducted in a reasonable
manner that shall not interfere with or disturb the
work and activities being conducted and Clinical
Site.

této Smlouvé. Tyto audity a kontroly musi byt
provadény pfimérenym zplsobem, ktery nebude
narusovat ani rusit provadéné prace a cCinnosti a
Klinické pracovisté.

The Sponsor is obliged to inform the Clinical Site
through the Clinical Trials Centre about the
planned date of the initiation and termination visit,
audit, as well as the date of the start and end of
recruitment of Study Subjects by e-mail sent to
I he Sponsor is further obliged
to carry out the above visits by mutual agreement
with the Clinical Site. The Sponsor agrees that, in
addition to the Principal Investigating Physician,
other authorised Clinical Site staff will participate
in these visits as necessary.

Zadavatel je povinen informovat Klinické
pracovisté prostfednictvim Centra klinickych studii
o planovaném terminu iniciacni a ukoncovaci
navstévy, auditu a dale o datu zahajeni a ukonceni
naboru Subjektll studie prostrednictvim e-mailu
zaslaného na adres Ul - Z2d2vate!
je dale povinen provadét vyse uvedené navstévy po
vzdjemné domluvé sKlinickym pracovistém.
Zadavatel souhlasi, Ze se téchto ndvstév budou v
pripadé potifeby Ucastnit kromé Hlavniho
zkousejiciho lékarfe i dalSi povéreni pracovnici
Klinického pracovisté.

5.2 Information and Regulatory Authority Audits.
Clinical Site and Sponsor shall notify and provide
the other with copies of any inquiries,
correspondence, or communication to or from any
governmental or regulatory authority related to
the Study on the Clinical Site as soon as practicable
after their receipt. In addition, if any governmental
or regulatory authority (i) contacts Clinical Site or
the Principal Investigator with respect to the Study;
(ii) conducts or gives notice of its intent to conduct,
an inspection at Clinical Site in connection with the
Study; or (iii) takes, or gives notice of its intent to
take, any other regulatory action with respect to
any activity of Clinical Site, the IRB, or Principal
Investigator which could reasonably be expected to
impact any data or clinical activity under the Study;
the Clinical Site must promptly notify the Sponsor
of the contact or notice. The Sponsor has the right,
to the extent permitted by the Competent
Authority or the Regulations, to be present and
participate in any such inspection or regulatory
action relating to the Study. The Clinical Site and
Principal Investigator shall provide the Sponsor
with copies of all information and documentation
applicable to the Study issued by any governmental
or regulatory authority and any proposed
response. The Sponsor will have the right to review
and comment in advance on any responses, which
pertain to the Study. No such response will contain

5.2 Informace a audity regulaénich organt.
Klinické pracovisté a Zadavatel si navzajem oznami
a poskytnou kopie vSech dotazl, korespondence
nebo sdéleni jakéhokoli statniho nebo regulacniho
organu, které se tykaji Studie na Klinickém
pracovisti, a to co nejdfive po jejich obdrzeni.
Kromé toho, pokud jakykoli statni nebo regulacni
organ (i) kontaktuje Klinické pracovisté nebo
Hlavniho zkousejiciho Iékafe v souvislosti se Studif;
(i) provede nebo ozndmi svlij zamér provést
inspekci na Klinickém pracovisti v souvislosti se
Studii; nebo (iii) podnikne nebo oznami svlij zamér
podniknout jakékoli jiné regulac¢ni opatfeni v
souvislosti s jakoukoli cinnosti  Klinického
pracovisté, IRB nebo Hlavniho zkousejiciho lékafre,
u kterého lze dlivodné ocekavat, Zze by mohlo mit
dopad na jakékoli Udaje nebo klinickou ¢innost v
ramci Studie, Klinické pracovisté o tom musi
neprodlené informovat Zadavatele. Zadavatel ma
pravo byt v rozsahu povoleném pfislusSnym
orgdnem nebo Predpisem pfitomen a Ucastnit se
jakékoli takové inspekce nebo regulacniho opatreni
tykajiciho se Studie. Klinické pracovisté a Hlavni
zkousejici I1ékar poskytnou Zadavateli kopie vSech
informaci a dokumentace vztahujici se ke Studii
vydané jakymkoli statnim nebo regulacnim
orgdnem a pripadnou navrhovanou odpovéd.
Zadavatel bude mit prdvo predem prezkoumat
vsechny odpovédi, které se tykaji Studie, a vyjadfit
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any false or misleading information with respect to
the Study, the Study Device, or any of the Parties.
Furthermore, Clinical Site and Principal Investigator
shall provide the Sponsor within two weeks
following the inspection a written report of the
inspection, noting with specificity each study-
related record or document provided to or
reviewed by the regulatory authority. The Parties
shall use reasonable efforts to properly address
and will cure any and all non-compliance issues.
Clinical Site and the Principal Investigator will
consult with and inform the Sponsor of the actions
taken and the responses provided to any report or
correspondence issued by any governmental
authority which could reasonably be expected to
impact the Study.

se k nim. Zadna takovd odpovéd nesmi obsahovat
nepravdivé nebo zavadéjici informace tykajici se
Studie, Zatizeni studie nebo kterékoli ze Smluvnich
stran. Klinické pracovisté a Hlavni zkousSejici lékar
dale predloZi Zadavateli do dvou tydn( po inspekci
pisemnou zpravu o inspekci, v niz uvedou konkrétni
Udaje o kazdém zaznamu nebo dokumentu
souvisejicim se Studii, ktery byl regulaénimu
organu poskytnut nebo jim prfezkouman. Smluvni
strany vynalozZi pfimérené usili, aby radné vyresily
a odstranily veskeré problémy s nedodrzovdnim
Pravidel a predpist. Klinické pracovisté a Hlavni
zkousejici lékar budou konzultovat se Zadavatelem
a informovat jej o pfijatych opatfenich a
odpovédich na jakoukoli zprdvu nebo sdéleni
vydané jakymkoli stdtnim organem, u niz lze
divodné ocekavat, Ze bude mit dopad na Studii.

5.3 Reports. Each of Clinical Site and Sponsor shall
be responsible for filing all reports and documents
as may be required pursuant to all relevant rules
and regulations. Each party will provide the other
with copies of such reports and documents. In
addition, Clinical Site will cause Principal
Investigator to provide Sponsor with a final written
report summarizing the performance of the Study
and the results obtained in the course thereof
within 45 days of the conclusion of the Study or
earlier termination of this Agreement. The Principal
Investigator shall prepare and maintain both during
and following the Performance of the Study
current, complete and accurate written records,
accounts, notes, logs, reports, and data of the
Study, including CRFs, in the manner and/or on
such forms as provided by the Sponsor, and in
accordance with the Protocol. Such materials and
data shall be maintained in accordance with
section 7 below.

5.3 Zpravy. Klinické pracovisté a Zadavatel jsou
odpovédni za podavani viech zprav a dokumentd,
které mohou byt vyZzadovany podle vsSech
prislusnych Pravidel a predpisd. Kaidd Smluvni
strana poskytne druhé Smluvni strané kopie téchto
zprav a dokument(. Klinické pracovisté dale zajisti,
aby Hlavni zkousejici |ékatr predlozZil Zadavateli
zavéreCnou pisemnou zpravu shrnujici provedeni
Studie a vysledky ziskané v jejim priibéhu do 45 dnd
od ukonéeni Studie nebo ukonceni této Smlouvy,
pokud nastane dfive. Hlavni zkousejici lékaf je
povinen béhem provadéni Studie i po jejim
ukonéeni sestavovat a uchovavat aktudlni, iplné a
presné pisemné zaznamy, Ucty, poznamky, deniky,
zpravy a Udaje o Studii, véetné formulari CRF,
zplisobem schvalenym a/nebo na formulafich
poskytnutych Zadavatelem a v souladu s
Protokolem. Tyto materidly a Udaje se uchovavaji v
souladu s ¢lankem 7 nize.
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5.4 Case Report Forms. Sponsor agrees to provide
the Clinical Site and Principal Investigator with the
form of Case Report Forms (“CRF”) that shall be
complete by the Principal Investigator and Study
Staff. The Principal Investigator and Study Staff
shall be responsible for the collection, completion,
maintenance, and timely reporting of all Study data
included in the CRFs. If the eCRF is not the source
document, source documents must be maintained
to support the data entered on the CRF. The
Principal Investigator or delegated officer is
required to enter data into the CRF within 5
working days of discovery. Principal Investigator
and the Study Staff will answer any reasonable
guestions submitted by the Sponsor or its designee
related to the information entered in a CRF and
shall correct any data erroneously entered into any
CRF with the appropriate notations in the CRF. The
Principal Investigator and Clinical Site will assist the
Sponsor and/or its designated representatives in
resolving any discrepancies or errors in CRFs and
reports and in performing random audits of the
original CRFs laboratory results and other source
data relating to the Study.

5.4 Formulare hlaseni o ptripadech. Zadavatel se
zavazuje poskytnout Klinickému pracovisti a
Hlavnimu zkousejicimu |ékati formulaf hlaseni o
pfipadu (Case Report Form; , CRF“), ktery bude
Hlavni zkousejici Iékar a Personal studie vyplfiovat.
Hlavni zkousejici Iékaf a Persondl studie jsou
odpovédni za  shromazidovani, vypliovani,
uchovavani a véasné vykazovani vsech udaji Studie
zahrnutych ve formuldfich CRF. Hlavni zkousejici
nebo povéreny pracovnik je povinen vkladat data
do CRF do 5 pracovnich dn(i od jejich zjisténi. Pokud
neni eCRF zdrojovym dokumentem, musi byt
uchovavany i zdrojové dokumenty, které dokladaji
Udaje zadané do CRF. Hlavni zkousejici Iékaf a
Personal studie zodpovi vSechny pfimérené dotazy
predlozené Zadavatelem nebo jim povérenou
osobou tykajici se informaci uvedenych v CRF a
opravi Udaje chybné uvedené v jakémkoli CRF
pfislusSnymi pozndmkami v CRF. Hlavni zkousejici
Iékar a Klinické pracovisté budou Zadavateli a/nebo
jeho uréenym zastupcim napomocni pfi feseni
jakychkoli nesrovnalosti nebo chyb v CRF a
zpravach a pri provadéni namatkovych kontrol
pGvodnich laboratornich vysledkd CRF a dalSich
zdrojovych udaju tykajicich se Studie.

The Clinical Site and the Principal Investigator-
physician further agree to maintain all versions of
the Protocol in the Principal Investigating
Physician's Study file.

Klinické pracovisté a Hlavni zkousejici Iékar se dale
zavazuji uchovavat vsechny verze Protokolu v
dokumentaci Studie Hlavniho zkousejiciho lékare.

The Sponsor acknowledges and agrees that the
medical records of the Study Subjects are, and will
remain the property of the Clinical Site after the
completion of the Study.

Zadavatel bere na védomi a souhlasi, zZe
zdravotnicka dokumentace Subjektd studie je, a i
po ukonceni Studie zGstava majetkem Klinického
pracovisté.

6. Study Results, Proprietary Rights, and

6. Vysledky Studie, vlastnicka prava a vynalezy

Inventions

6.1 Title. The term “Data” as used herein shall
mean all clinical data included in the CRFs, and
other information obtained or generated during
the course of the Study (including without
limitation, written, printed, graphic, video and
audio material and information contained in any
computer database or computer readable form.)
With the exception of personal data (as such term
is defined under GDPR), all rights, title and interest
in and to the Data, Inventions (as defined below),
the Sponsor Confidential Information (as defined

6.1 Vlastnické pravo. Vyraz ,udaje” pouzity v
tomto dokumentu znamena veskeré klinické udaje
obsazené v CRF a dalsi informace ziskané nebo
vytvofené v prabéhu Studie (véetné, avsak nikoli
vyluéné, pisemného, tisténého, grafického, video a
audio materidlu a informaci obsazenych v jakékoli
pocitacové databazi nebo ve strojové C(Citelné
formé). Svyjimkou osobnich udaja (jak je tento
pojem definovan podle GDPR) jsou a zlstanou
veskerd vlastnicka a jind prava k uddajim,
Vynalezim (jak jsou definovany nize), DlOvérnym
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below), including the results generated during the
course of the Study or in relation to the Study orin
relation to the Study Device are and shall remain
the sole and exclusive property of Sponsor, and
same shall be provided to, and may be used, copy
and disclosed by Sponsor, its representatives
agents and employees for any purpose including
without limitation, analysis of Study findings and to
conduct additional research and in any manner
Sponsor deems appropriate but always in
accordance with the informed consent of the Study
Subject and the applicable Rules and Regulations;
provided, however that the Sponsor, its
representatives, agents and employees shall not
use such Data or source records to establish the
identity of any of any Study Subjects or to contact
them. Clinical Site shall ensure that all Data is
immediately and entirely disclosed to the Sponsor
by Principal Investigator and Study Staff. Nothing
contained in this Agreement, nor the disclosure to
Clinical Site and/or Principal Investigator of any
Sponsor confidential Information or other
information or items shall be deemed to transfer or
grant to the Clinical Site and/or Principal
Investigator or any other person or entity related
thereto, any right, title, interest, or license in, to or
under any patent or patent application of
Sponsor’s technology, or any of the intellectual
property or other rights of the Sponsor.

informacim Zadavatele (jak jsou definovany nize),
véetné vysledkll vytvofenych v pribéhu Studie
nebo v souvislosti se Studii nebo v souvislosti se
Zatizenim  studie, vyhradnim  vlastnictvim
Zadavatele, a budou poskytovany Zadavateli a
mohou byt pouzivany, kopirovany a predavany
Zadavatelem, jeho zdstupci a zaméstnanci pro
jakykoli ucel, v€etné, avsak nikoli vyluéné, analyzy
vysledkll Studie a provadéni dalsiho vyzkumu a
jakymkoli zplUsobem, ktery Zadavatel uzna za
vhodny, vidy vSak vsouladu sinformovanym
souhlasem Subjektu studie a pFislusSnymi Pravidly a
predpisy; Zadavatel, jeho zastupci, zmocnénci a
zaméstnanci vsak nesméji tyto Udaje nebo zdrojové
zaznamy pouzit ke zjisténi totoznosti kteréhokoli ze
subjektl Studie nebo k jejich kontaktovani. Klinické
pracovisté zajisti, aby Hlavni zkousSejici lékar a
Personal studie neprodlené a v plném rozsahu
sdélili vSechny udaje Zadavateli. Nic z toho, co je

obsazeno v této Smlouvé, ani zpfistupnéni
jakychkoli davérnych informaci nebo jinych
informaci ¢i poloZek Zadavatele Klinickému

pracovisti a/nebo Hlavnimu zkousejicimu Iékafti se
nepovazuje za prevod nebo udéleni jakéhokoli
vlastnického ¢i jiného prava nebo licence k

jakémukoli patentu nebo patentové pfrihlasce
technologie = Zadavatele  nebo  jakémukoli
dusevnimu vlastnictvi nebo jinym pravim

Zadavatele Klinickému pracovisti a/nebo Hlavnimu
zkousejicimu Iékafi nebo jakékoli jiné osobé nebo
subjektu, ktery je s nimi spojen.

6.2 Inventions. Any inventions, discoveries,
improvements and know-how (whether patentable
or not and whether or not reduced to practice) and
all other proprietary and intellectual property
rights made, developed or conceived by Clinical
Site and/or the Study Staff, including without
limitation the Principal Investigator, and/or their
respective employees, agents or contractors (the
“Inventions”) as part of the implementation of the
Study and/or relating directly to the Study Device
or making wuse of Sponsor’s Confidential
Information and shall be solely and exclusively
owned by Sponsor. Clinical Site and the Principal
Investigator undertake to notify the Sponsor in

6.2 Vynadlezy. Veskeré vynalezy, objevy, zlepseni a
know-how (at uz patentovatelné &i nikoli a at uz
zavedené v praxi Ci nikoli) a veSkera dalsi vlastnicka
prava a prava dusevniho vlastnictvi, které vytvofilo,
vyvinulo nebo vymyslelo Klinické pracovisté a/nebo
Personal studie, vcCetné Hlavniho zkousejiciho
lékate, a/nebo jejich pfislusni zaméstnanci,
zastupci nebo smluvni partnefi (ddle jen
,Vyndlezy“) v ramci provadéni Studie a/nebo v
pfimé souvislosti se Zafizenim studie nebo s
vyuzitim Duavérnych informaci Zadavatele jsou
vyhradné a vyluéné ve vlastnictvi Zadavatele.
Klinické pracovisté a Hlavni zkousejici lékar se
zavazuji, Ze Zadavateli neprodlené vsechny
Vynalezy dlvérné pisemné oznami.
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writing of all Inventions in confidence without
delay.

6.3 Further Acts. If by operation of law or for any
reason, any intellectual property rights to be
owned by Sponsor pursuant to this Section 6 are
not automatically deemed proprietary to Sponsor
upon their creation, Clinical Site agrees to, and shall
cause the Study Staff to, irrevocably grant and
assign all such intellectual property rights to
Sponsor. Clinical Site and Principal Investigator
provides assistance in the preparation of all
documents, declarations and documents at the
expense of the Sponsor that the Sponsor may
reasonably request for use in obtaining or
enforcing such intellectual property rights,
including patents, copyrights, mask work rights,
trade secrets and other legal protections.

6.3 Dalsi kroky. Pokud ze zdkona nebo z jakéhokoli
dlvodu nejsou jakakoli prava dusevniho vlastnictvi,
ktera maji byt vlastnéna Zadavatelem podle tohoto
¢lanku 6, automaticky povazovana za vlastnictvi
Zadavatele pfi jejich vzniku, Klinické pracovisté se
zavazuje, Ze neodvolatelné udéli a postoupi
veskerd takova prava dusSevniho vlastnictvi
Zadavateli, pfipadné zajisti, aby tak ucinil Personal
studie. Klinické pracovisté a Hlavni zkousejici l1ékar
na naklady Zadavatele poskytnou soucinnost pfi
vyhotoveni veskerych dokumentl, prohlaseni a
listin, které Zadavatel mliZze opravnéné pozadovat
pro Ucely ziskdni nebo vymahani takovych prav
dusevniho vlastnictvi, v€etné patentdl, autorskych
prav, prav na pouZiti navrhu, obchodnich tajemstvi
a dalSich pravnich ochran.

7. Confidentiality

7. Duvérnost informaci

7.1 Confidential Information. All proprietary and
sensitive information, disclosed by or on behalf of
Sponsor to Clinical Site and/or the Study Staff or
learnt by Clinical Site and/or the Study Staff in
connection with and in the course of the Study,
regardless of form, and any proprietary and
sensitive information generated or resulting from
the conduct of the Study (the “Sponsor
Confidential Information”), shall be treated as
confidential both during the Study and following its
termination for a period of 10 years. During such
time period, Clinical Site undertake to maintain the
Sponsor Confidential Information in confidence
and to use all reasonable efforts to ensure that the
Study Staff maintain the Sponsor Confidential
Information shall not be disclosed to any third
party without the prior written approval of
Sponsor, except if required by law and/or court
order and/or regulatory authority (provided
Clinical Site provides prompt notice to Sponsor,

7.1 Duvérné informace. Veskeré chranéné a citlivé
informace sdélené Zadavatelem nebo jeho jménem
Klinickému pracovisti a/nebo Personalu studie
nebo ziskané Klinickym pracovistém a/nebo
Persondlem studie v souvislosti se Studii a v jejim
prabéhu, bez ohledu na formu, a veskeré chranéné
a citlivé informace vytvofené nebo vyplyvajici z
provadéni Studie (dale jen ,Dlvérné informace
Zadavatele”) budou povaZovany za davérné jak
béhem Studie, tak po jejim ukonéeni po dobu 10
let. Béhem této doby se Klinické pracovisté
zavazuje zachovavat davérnost DUvérnych
informaci Zadavatele a vynaloZi veSkeré pfimérené
usili k zajisténi toho, aby Persondl studie
zachovaval davérnost Duvérnych informaci
Zadavatele a aby tyto informace nebyly sdéleny
Zadné treti strané bez predchoziho pisemného
souhlasu Zadavatele, s vyjimkou pfipadl, kdy to
vyzaduje zakon a/nebo soudni pfikaz a/nebo
regulacni organ (za predpokladu, Ze Klinické
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and exercises at Sponsor’s expense reasonable
efforts to obtain confidential treatment for such
information and except to Clinical Site’s
responsible employees and professional advisers
with a bona fide need to know such Sponsor
Confidential Information to the extent necessary to
carry out the Study. The foregoing restrictions shall
not apply to Sponsor confidential Information
which is, or becomes part of the public domain
through no act or omission of Clinical Site and/or
the Study Staff and/or was lawfully obtained by
Clinical Site and/or by the Study Staff from another
source. Clinical Site shall be liable for any breach of
this section by any of its personnel, including the
Principal Investigator and the Study Staff.

pracovisté neprodlené informuje Zadavatele a na
jeho naklady vynaloZi pfimérené usili k zajiSténi
dlvérného zachazeni s takovymi informacemi), a s
vyjimkou odpovédnych zaméstnancl a odbornych
poradct Klinického pracovisté, ktefi v dobré vite
potiebuji znat tyto Davérné informace Zadavatele
v rozsahu nezbytném pro provedeni Studie. Vyse
uvedenda omezeni se nevztahuji na DUvérné
informace Zadavatele, které jsou nebo se stanou
verejné znamé jinak nez v dlsledku jednani nebo
opomenuti Klinického pracovisté a/nebo Personalu
studie a/nebo byly Klinickym pracovistém a/nebo
Personalem studie zakonné ziskany z jiného zdroje.
Klinické pracovisté je odpovédné za jakékoli
poruseni tohoto ¢lanku ze strany kteréhokoli ze
svych zaméstnanci, véetné Hlavniho zkousejiciho
Iékare a Personalu studie.

The Parties acknowledge that the Clinical
Department is obliged to publish the Contract in
the Register of Contracts in accordance with Act
No0.340/2015 Coll., on Special Conditions of
Effectiveness of Certain Contracts, Publication of
Such Contracts and on the Register of Contracts
(Act on the Register of Contracts), as amended. The
version of the Contract to be published shall be
agreed in advance by the Contracting Parties by e-
mail.

Smluvni strany berou na védomi, Ze Klinické
pracovisté je povinno uverejnit Smlouvu v registru
smluv v souladu se zdkonem ¢. 340/2015 Sbh., o
zvlastnich podminkach ucinnosti nékterych smluv,
uverejiiovani téchto smluv a o registru smluv
(zdkon o registru smluv), ve znéni pozdéjsich
predpisa. Verzi Smlouvy urcena k uverejnéni bude
pfedem odsouhlasena  smluvnimi  stranami
prostfednictvim e-mailu.

7.2 Document Retention. Clinical Site shall ensure
that all documents related to the Study are
retained for the mandatory periods set out in the
applicable rules and regulations. In the event that
Sponsor shall require Clinical Site to retain any
Study records for longer periods, Clinical Site shall
do so at Sponsor’s writing instructions and at
Sponsor’s expense.

7.2 Uchovavani dokumentt. Klinické pracovisté
zajisti, aby vSechny dokumenty souvisejici se Studii
byly uchovdvany po povinnou dobu stanovenou
pfisluSnymi Pravidly a predpisy. V pfipadé, Ze
Zadavatel bude poZadovat, aby Klinické pracovisté
uchovavalo jakékoli zaznamy Studie po delsi dobu,
Klinické pracovisté tak ucini podle pisemnych
pokyn( Zadavatele a na jeho naklady.

7.3 Subject Confidentiality and Privacy. Sponsor
undertakes that any individually identifying
information of Subjects which is disclosed to it
during the Study will be kept confidential and will
not be disclosed by them and/or its employees to
any third party unless ordered or so required to do
so by the relevant Rules and Regulations, and
Sponsor further agrees not to use any such
information for any purposes other than in
connection with the Study including to address an
Adverse Event. For the purpose of protecting
personal data and ensuring compliance with the

7.3 Ochrana osobnich udajti a soukromi subjekta.
Zadavatel se zavazuje, Ze veSkeré individualné
identifikovatelné informace o subjektech, které mu
budou sdéleny v pribéhu Studie, budou
povazovany za divérné a nebudou jim a/nebo jeho
zaméstnanci sdéleny Zadné treti strané, pokud to
nebude nafizeno nebo vyZadovadno pfislusnymi
Pravidly a predpisy, a Zadavatel se dale zavazuje, Ze
Zadné takové informace nepouzije k jinym ucellim
neZ v souvislosti se Studii ¢i feSenim NeZadoucich
udalosti  Smluvni strany za ucelem ochrany
osobnich Udaji a zajisténi dodrZovani GDPR
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GDPR, the Parties enter into an Annex on personal
data processing, which is Annex B to this
Agreement and an integral part thereof.

uzaviraji Prilohu o zpracovani osobnich Udaju, ktera
je prilohou B této Smlouvy a jeji nedilnou soucdsti.

8. Representations and Warranties

8. Prohlaseni a zaruky

8.1 By Sponsor. Sponsor hereby represents and
warrants that (i) the execution of this Agreement
does not and will not conflict with any provision of
any other agreement understanding, judicial
decision or administrative order binding upon it; (ii)
it is duly organized and validly existing under the
laws of the state of its incorporation and has the
full corporate power and authority to enter into
this Agreement and to carry out the provisions
hereof; (iii) it shall comply with all applicable laws,
regulations, rules and ordinances as may be
applicable to the fulfilment of its obligations
hereunder; (iv) it has all necessary rights in and to
the Study Device to be used in the study without
infringing the rights of any third party: (v) any
information provided by Sponsor in respect of the
Protocol shall be accurate and correct; and (vi) it is
not aware of any material fact or information that
would (A) impact upon the well-being of the
Subjects, or (B) affect Clinical Site’s agreement to
perform the Study hereunder.

8.1 Ze strany Zadavatele. Zadavatel timto
prohlasuje a zarucuje, Ze (i) uzavreni této Smlouvy
neni a nebude v rozporu s Zadnym ustanovenim
jiné smlouvy, dohody, soudniho rozhodnuti nebo
spravniho rozhodnuti, které je pro néj zavazné; (ii)
je Fadné registrovan a platné existuje podle zdkonu
stdtu svého zaloZeni a ma plnou pravomoc a
opravnéni uzavfit tuto Smlouvu a plnit jeji
ustanoveni; (iii) bude dodrZovat vSechny platné
zakony, predpisy, pravidla a nafizeni, které se
mohou vztahovat na plnénijeho zavazk(i podle této
Smlouvy; (iv) ma veskera potrebna prava k Zafizeni
studie, které ma byt ve Studii pouzito, a neporusuje
tim prava jakékoli treti strany; (v) veskeré
informace poskytnuté Zadavatelem v souvislosti s
Protokolem jsou pfesné a spravné; a (vi) nejsou mu
zndmy 73adné podstatné skutecnosti nebo
informace, které by (A) mély dopad na blaho
subjektd nebo (B) ovlivnily souhlas Klinického
pracovisté s provedenim Studie podle této
Smiouvy.

8.2 By Clinical Site. Clinical Site hereby represents
and warrants that (i) the execution of this
Agreement does not and will not conflict with any
provision or any other agreement, understanding,
judicial decision or administration order binding
upon it; (ii) it is duly organized and validly existing
under the laws of the state of its incorporation and
has the fully corporate power and authority to
enter into this Agreement and to carry out
provisions hereof, and (iii) it shall comply with all
applicable laws, regulations, rules and ordinances
may be applicable to the fulfillment of its
obligations hereunder. Clinical Site and Principal
Investigator further warrant and covenant, , that
(a) it has not been found by the FDA, U.S.
department of Health and Human Services (“HHS”),
or other federal or state regulatory or
governmental officials (each an “Agency” and
collectively, the “Agencies”) to have violated any

8.2 Ze strany Klinického pracovisté. Klinické
pracovisté timto prohlasuje a zarucuje, Ze (i)
uzavreni této Smlouvy neni a nebude v rozporu s
zadnym ustanovenim jiné smlouvy, dohody,
soudniho rozhodnuti nebo spravniho rozhodnuti,
které je pro néj zavazné; (ii) je radné registrovano a
platné existuje podle zakonU statu svého zaloZeni a
ma plnou pravomoc a opravnéni uzavrit tuto
Smlouvu a plnit jeji ustanoveni; a (iii) bude
dodrZovat vSechny platné zakony, predpisy,
pravidla a natizeni, které se mohou vztahovat na
plnéni jeho zédvazk( podle této Smlouvy. Klinické
pracovisté a Hlavni zkousejici |ékat dale prohlasuji
a zarucuji, kazdy svym jménem, Ze (a) FDA,
Ministerstvo zdravotnictvi a socidlnich sluzeb USA
(Department of Health and Human Services;
»HHS”) ani jiny federalni nebo statni regulacni Ci
jiny organ (ddle jen , Orgadn” a spolecné , Organy”)
neshledaly, Ze by doslo k poruseni jakychkoli
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statutes rules, or regulations concerning the
conduct of clinical investigations or research, (b) it
has not received an FDA or HHS warning or other
regulatory letter, (c) it has not been the subject of
a debarment action and is not debarred pursuant
to any applicable laws, (d) it has not been the
subject of any exclusion proceeding or excluded
from participation in any federal health care
program under 42 C.F.R. Part 1001 et seq (e) it has
not been involved in any investigation or research
project that has been disqualified by the FDA, (f) at
present, to the Clinical Site's reasonable
satisfaction, there are no proceedings before any
medical committee or similar body that would
adversely affect the conduct of the Study. Clinical
Site  additionally warrants that Principal
Investigator has not been and is not currently a
party to any litigation, arbitration or mediation
involving the practice of medicine as it pertains to
or to clinical trials. Clinical Site agrees that if the
foregoing warranties or covenants set forth in this
Section should change, Clinical Site and/or Principal
Investigator, as the case may be, shall notify
Sponsor in writing within five (5) working days of
such change.

zdkonl, pravidel nebo predpisi tykajicich se
provadéni klinickych zkousek nebo vyzkumu
Klinickym pracovistém, (b) neobdrzeli Zadny
varovny nebo jiny regulacni dopis od FDA nebo
HHS, (c) nebyli pfedmétem fizeni o zakazu ¢innosti
a nebyla jim zakdzdna cinnost podle platnych
zakond, (d) nebyli predmétem fizeni o vylouceni a
nebyli vylouceni z ucasti v jakémkoli federdlnim
programu zdravotni péce podle 42 C.F.R. ¢asti 1001
a nasl., (e) nebyli zapojeni do Zadného Setfeni nebo
vyzkumného projektu, ktery byl zakazan ze strany
FDA, (f) v soucasné dobé, dle adekvatniho zjisténi
Klinického pracovisté, nejsou predmétem fizeni
7zadné komise lékafll nebo podobného organu,
které by mélo negativni dopad na prlbéh Studie.
Klinické pracovisté dale zaruCuje, ze Hlavni
zkousejici lékat nebyl a v soucasné dobé neni
Ucastnikem zadného soudniho sporu, rozhodéiho
fizeni nebo mediace tykajici se vykonu lékarské
praxe v souvislosti s klinickymi zkouskami. Klinické
pracovisté se zavazuje, Ze pokud by se vyse
uvedené zaruky nebo prohlaseni uvedené v tomto
¢lanku zménily, Klinické pracovisté a/nebo Hlavni
zkousejici IékaF, podle okolnosti, o tom pisemné
informuje Zadavatele do péti (5) pracovnich dnl od
takové zmény.

9. Indemnification, Insurance and Liability

9. Odskodnéni, pojisténi a odpovédnost

9.1 Indemnification. Sponsor shall be liable and
indemnify Clinical Site, Principal Investigator, the
Study Staff, and the employees and/or officers
and/or representatives of Clinical Site, (the
“Beneficiaries”) from and against Subject and third
parties claim in respect of bodily injury damage
arising out of or in connection with the conduct of
the Study, including death from the Study Protocol
(except for medical malpractice and unauthorised
deviation from Protocol) provided however, that:

9.1 Odskodnéni. Zadavatel je povinen odSkodnit
Klinické pracovisté, Hlavniho zkousSejiciho lékare,
Persondl studie a zaméstnance a/nebo vedouci
pracovniky a/nebo zastupce Klinického pracovisté
(dale jen ,,Opravnéné strany“) pro pfipad narok
subjektl a tfetich stran v souvislosti s Ujmou na
zdravi, ktera vznikla v dlsledku provadéni Studie
dle Protokolu nebo v souvislosti s provadénim
Studie, véetné smrti (s vyjimkou pripadl Iékarského
pochybeni a neopravnéného odchyleni se od
Protokolu), avsak za predpokladu, Ze:

(a) that this indemnity shall NOT apply with regard
to events: (i) that are the result, and to the extent
thereof, of the negligence or willful misconduct of
a Beneficiary of their failure to obtain the informed
consent of a Subject (or his or her authorized
representative), or (ii) that occur as a result of a
Beneficiary’s failure to comply with the Protocol
applicable law and/or the Sponsor’s written
instructions.

(a) toto odskodnéni se NEVZTAHUJE na udalosti: (i)
které jsou dusledkem nedbalosti nebo umysiného
jednani Oprdvnéné strany nebo skutecnosti, Ze
Opravnéna strana neziskala informovany souhlas
subjektu (nebo jeho opravnéného zastupce), nebo
(ii) které nastanou v dlsledku nedodrzeni platnych
predpist podle Protokolu a/nebo pisemnych
pokyn( Zadavatele Opravnénou stranou.
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(b) that the Sponsor is notified in writing as soon as
practicable under the circumstances of any
complaint or claim potentially subject to
indemnification, provided.

(b) Zadavatel bude pisemné informovan o jakékoli
stiznosti nebo naroku, ktery by mohl byt
predmétem odskodnéni, jakmile to bude za danych
okolnosti moZné.

(c) in the event that the legal order of the Czech
Republic allows it, the Sponsor will participate in
the defense of any complaint or legal claim relating
to any indemnified obligation Sponsor may have to
any Beneficiary, and Sponsor shall pay all
reasonable expenses (including the legal expenses
of the Beneficiaries) associated with any legal claim
submitted by trial Subject in respect of the Loss for
which Sponsor owed indemnity hereunder to any
Beneficiary.

(c) V pfipadé, 7e to pravni Fad Ceské republiky
dovoli, bude se Zadavatel podilet na obhajobé proti
jakékoli stiznosti nebo pravnimu naroku tykajicimu
se jakéhokoli zavazku, ktery mize mit Zadavatel
vlci kterékoli Opravnéné strané, a Ze Zadavatel
uhradi veskeré primérené naklady (véetné pravnich
nakladd Opravnénych stran) spojené s jakymkoli
pravnim ndrokem predloZzenym subjektem klinické
zkousky v souvislosti se ztratou, za kterou
Zadavatel podle této Smlouvy dluzi odskodnéni
kterékoli Oprdvnéné strané.

(d) that the Beneficiaries shall fully cooperate with
Sponsor and with its legal representatives in the
investigation and defense of any matter on the
subject of indemnification. In no event may the
Indemnitees make any admission or settle any such
Claim without the prior written consent of Sponsor,
such consent not to be unreasonably withheld or
delayed.

(d) Opravnéné strany budou plné spolupracovat se
Zadavatelem a jeho prdvnimi zastupci pfi
vySetfovani a obhajobé jakékoli zalezitosti tykajici
se pfedmétu odSkodnéni. V Zadném pfipadé nesmi
Opravnéné strany ucinit zadné pfiznani nebo
urovnat jakykoli takovy narok bez predchoziho
pisemného souhlasu Zadavatele, pficemzZ tento
souhlas nesmi byt bezdlvodné odepfen nebo
zdrZzovan.

9.2 For the removal of doubt it is hereby clarified
that should Subjects require medical treatment
and/or shall be hospitalized as a result of an
Adverse Event that is directly due to their
participation in the Study, then the Sponsor shall
reimburse Clinical Site, for its direct, necessary and
actual medical and hospitalization expenses
incurred in treating the Adverse Event (“Medical
Expenses”), to the extent that the Subjects’ did not
cover such expenses and to the extent that such
medical treatment and/or hospitalization is not
due to a pre-existing medical condition, all
provided that such injury is not caused solely by the
failure of Clinical Site or the Principal Investigator
to perform the Study in accordance with the
Protocol and/or terms of this Agreement, and such
injury is not caused solely by the negligence and
willful misconduct of Clinical Site or the Principal
Investigator or any of their respective employees,
agents, affiliates and personnel. Medical expenses
will be paid to the relevant beneficiary on the basis
of an invoice according to a mutually agreed
detailed bill submitted to the Contracting

9.2 Pro vylouceni pochybnosti se timto upfesnuje,
Zze pokud budou subjekty potfebovat Iékarské
oSetrfeni a/nebo budou hospitalizovany v disledku
NeZadouci udalosti, kterd je zplsobena jejich Gcasti
ve Studii, pak Zadavatel uhradi Klinickému
pracovisti, jeho pfimé, nezbytné a skutecné
[é¢ebné a hospitalizacni vydaje vzniklé pfi l1éc¢bé
NeZadouci udalosti (dale jen , LéCebné vydaje“), v
rozsahu, v jakém tyto vydaje nepokrylo zdravotni
pojisténi subjektu, a v rozsahu, v jakém nutnost
lékafského oSetfeni a/nebo hospitalizace nebyla
zpUsobena jiz existujicim zdravotnim stavem, to
vse za predpokladu, Ze takova Ujma na zdravi neni
zpUsobena vyhradné tim, Ze Klinické pracovisté
nebo Hlavni zkousejici |ékat neprovedli Studii v
souladu s Protokolem a/nebo podminkami této
Smlouvy, a takova Ujma na zdravi neni zplUsobena
vyhradné nedbalosti a umysinym pochybenim
Klinického pracovisté nebo Hlavniho zkousejiciho
lékare nebo kteréhokoli z jejich pfislusnych
zaméstnanc(, zastupc(, pridruzenych spolecnosti a
pracovnikl. Lécebné vydaje budou vyplaceny
pfislusnému pfijemci na zakladé faktury podle
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Authority. The detailed bill will be sent by the
Clinical Department to the Contracting Authority.

oboustranné schvaleného podrobného vyuctovani
pfedlozeného Zadavateli. Podrobné vyuctovani
bude zasldno Klinickym pracovistém Zadavateli.

9.3 The Beneficiaries shall be entitled, at their sole
discretion to manage their defense themselves. If
the Aggrieved Party exercises this right, it shall bear
all costs and expenses incurred in connection with
the conduct of the defence.

9.3 Opravnéné strany mohou podle vlastniho
uvazeni fidit svou obhajobu samy. Pokud
Opravnénd strana tohoto prava vyuzZije, nese
veskeré naklady a vydaje, které ji v souvislosti s
vedenim obhajoby vzniknou.

9.4 Clinical Site will be liable for damages to the
extent resulting directly from (a) the negligence or
willful misconduct of one or more beneficiaries; (b)
any failure of one or more of the Beneficiaries to
adhere to the terms of the Study of the Protocol or
to follow good clinical practices or, (c) the failure to
obtain the informed consent of a Study Subject (or
his or her authorized representative), or (d)
violation of any applicable regulation by Clinical
Site or by one or more of Clinical Site’s Staff.

9.4 Klinické pracovisté odpovida za Skody v rozsahu
pfimo vyplyvajicim z (a) nedbalosti nebo
umysliného jednani jedné nebo vice Opravnénych
stran; (b) nedodrZeni podminek Studie, Protokolu
nebo spravné klinické praxe jednou nebo vice
Opravnénymi stranami; (c) neziskani
informovaného souhlasu subjektu Studie (nebo
jeho opravnéného zastupce); nebo (d) poruseni
jakéhokoli pfislusSného predpisu ze strany
Klinického pracovisté nebo jednoho nebo vice
zaméstnancl Klinického pracovisté.

The Sponsor is not authorized to admit wrongdoing
by the Clinical Site or the Principal Examining
Physician in the handling of third party claims
without the prior written consent of the Clinical
Site.

Zadavatel neni opravnén pfi vyfizovani narokd

tretich stran pfiznat pochybeni Klinického
pracovisté nebo Hlavniho zkousejiciho Iékafe bez
pfedchoziho pisemného souhlasu Klinického

pracovisté.

9.5 Insurance. The Sponsor shall obtain and
maintain, at all times during the performance of
the Study and thereafter for a period of 5 years
(Extended Reporting Period) a Clinical trial policy
insurance coverage against claims that may be filed
by Subjects in respect of bodily injury damage
arising out of or resulting from Study conducting
according to the Protocol (except for medical
malpractice and deviation from Protocol) pursuant
to applicable laws. The policy shall have aggregate
limits of not less three million dollars
($3,000,000.00) and per claim limits of not less
three million dollars ($3,000,000.00).

9.5 Pojisténi. Zadavatel je povinen uzavfit a
udrzovat po celou dobu provadéni Studie a poté po
dobu 5 let (prodlouzené obdobi pro podavani
zprav) pojistnou smlouvu pro klinickou zkousku pro
pfipad narokd, které mohou byt vzneseny subjekty
v souvislosti s Ujmou na zdravi vyplyvajici
z provadéni Studie dle Protokolu nebo v dlisledku
Protokolu (s wvyjimkou prfipadd |ékafského
pochybeni a odchyleni se od Protokolu) v souladu s
platnymi pravnimi predpisy. Pojistnd smlouva musi
mit souhrnné limity nejméné tfi miliony dolarG (3
000 000,00 USD) a limity na jednu pojistnou udalost
nejméné tfi miliony dolar( (3 000 000,00 USD).

9.6 Clinical Site Insurance. Clinical Site declares
that it has taken out liability insurance in respect of
its liability for damage caused in connection with
the provision of health services as required by the
relevant legislation and will ensure that this
insurance continues throughout the duration of
the Study. This insurance policy is taken out to the

9.6 Pojisténi Klinického pracovisté. Klinické
pracovisté prohlasuje, Ze ma uzavifeno pojisténi své
odpovédnosti za Skodu zpUsobenou v souvislosti
s poskytovanim  zdravotnich sluzeb, jak je
vyZadovano pfislusnymi pravnimi predpisy, a zajisti
trvani tohoto pojisténi po celou dobu provadéni
Studie. Tato pojistna smlouva je uzaviena
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extent required by law and does not include
liability insurance for damage caused during the
conduct of the clinical trials.

v zdkonem poZadovaném rozsahu a neobsahuje
pojisténi odpovédnosti za skodu zpUsobenou pfri
provadeéni klinickych zkousek.

10. Publicity and Publication

10. Propagace a publikace

10.1 Neither party shall without first obtaining the
consent in writing of the other party use the name
of the other party or the name of the Principal
Investigator, or otherwise disclose the fact of their
involvement in the performance of the Study in any
advertising, publicity, publication, or promotional
literature. The foregoing limitation shall not apply
to applications for regulatory approvals to official
authorities and/or as requested by regulatory
authorities as required by law or applicable
regulation, in which cases the Sponsor shall include
appropriate acknowledgement and credit to
Clinical Site and the Principal Investigator.

10.1 Zadnd ze Smluvnich stran nesmi bez
pfedchoziho pisemného souhlasu druhé Smluvni
strany pouZivat jméno druhé Smluvni strany nebo
jméno Hlavniho zkousejictho Iékafe ani jinak
zverejiovat skutecnost, Ze se podili na provadéni
Studie, v jakékoli reklamé, propagacnich
materidlech, publikaci nebo jiné propagacni
literature. VySe uvedené omezeni se nevztahuje na
zadosti o regulacni schvaleni podané prislusSnym
orgdnim a/nebo na Zadosti regulacnich organd
podle zakona nebo platného predpisu, pficemz v
téchto pripadech v nich Zadavatel uvede pfislusné
uzndni a zasluhy Klinického pracovisté a Hlavniho
zkousejiciho |ékare.

10.2 The Study is a single center study. Clinical Site
and Principal Investigator agree that they shall not,
publish, publicly disclose, present, or discuss any
results of or information pertaining to Clinical Site’s
and Principal Investigator’s activities conducted
under this agreement until the completion of the
study and only in accordance with the remaining
provisions hereof. Subject to the forgoing, the
Principal Investigator may publish the results of the
Study in a Publication, submission, or presentation
(hereinafter collectively a “Publication”), only after
obtaining the prior consent of Sponsor in writing
(for each specific Publication). In the event that a
Principal Investigator desires to make a Publication,
he or she shall submit the proposed Publication to
Sponsor, and Sponsor will have 60 days to review
such material to determine whether it contains
proprietary or confidential information or subject
matter for which patent protection shall be sought
prior to the completed disclosure. In the event that
Sponsor’s identifies confidential information or
subject matter for which patent protection should
be sought prior to the contemplated disclosure,
Principal Investigator shall revise the publication so
as to protect the confidential information. In the
event Sponsor identifies material for which patent
protection can be sought, then at Sponsor’s
request, Principal Investigator shall cause the

10.2 Studie je studii mensiho rozsahu provadénou
na jednom misté. Klinické pracovisté a Hlavni
zkousejici lékar se zavazuji, Ze nebudou
zvefejiovat, prezentovat ani diskutovat o
vysledcich nebo informacich tykajicich se ¢innosti
Klinického pracovisté a Hlavniho zkousejiciho
Iékare provadénych na zdkladé této Smlouvy aZ do
ukonceni Studie, a pak pouze v souladu s ostatnimi
ustanovenimi této Smlouvy. S vyhradou vyse
uvedeného muze Hlavni zkousejici |ékar zverejnit
vysledky Studie v publikaci, podani nebo prezentaci
(dadle spolecné jen ,Publikace”) pouze po
pfedchozim pisemném souhlasu Zadavatele (pro
kazdou konkrétni Publikaci zvlast). V pripadé, Ze si
Hlavni zkousejici Iékafl preje publikovat, predlozi
navrh Publikace Zadavateli a Zadavatel bude mit 60
dni na to, aby takovy materidl prezkoumal a urcil,
zda neobsahuje chranéné nebo divérné informace
nebo predmét, pro ktery je tfeba pted zverejnénim
Zzadat o patentovou ochranu. V pfipadé, Ze
Zadavatel identifikuje dlvérné informace nebo
predméty, pro které by méla byt pred zamyslenym
zvefejnénim poZadovdana patentova ochrana,
Hlavni zkousejici Iékar upravi Publikaci tak, aby byly
divérné informace chranény. V pripadé, Ze
Zadavatel identifikuje material, pro ktery lze Zadat
o patentovou ochranu, pak na Zadost Zadavatele
Hlavni zkousejici l1ékar odloZi zverejnéni Publikace
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Publication to be delayed for up to sixty (60)
additional days to enable Sponsor to make the
necessary patent filings, after which time Principal
Investigator shall be entitled to proceed with the
Publication.

aZz o dalsich Sedesat (60) dni, aby Zadavatel mohl
podat potifebné patentové prihlasky, a po uplynuti
této doby je Hlavni zkousejici lékaf opravnén
Publikaci zverejnit.

Sponsor shall be entitled to make any publications
and presentations with respect to the Study and
the results thereof freely at its discretion, provided
that to the extent appropriate the Sponsor shall
include a credit to Clinical Site, the Principal
Investigator, and the Study Staff.

Zadavatel je opravnén volné publikovat a
prezentovat vysledky Studie podle svého uvazeni,
pficemz musi ve vhodném rozsahu uvést zasluhy
Klinického pracovisté, Hlavniho zkousejiciho Iékare
a Persondlu studie.

11. Term and Termination

11. Doba trvani a ukonceni Smlouvy

11.1 Term. This Contract is concluded for a fixed
term, namely until the completion of the Study in
accordance with the Protocol and the submission
of the final report to the Contracting Authority in
accordance with this Contract or until the Contract
is terminated in accordance with the provisions
contained herein. It is anticipated that the duration
of the Study shall be for a period of approximately

11.1 Doba trvani. Tato Smlouva se uzavira na dobu
urcitou, a to do dokonceni Studie podle Protokolu
a predlozeni zavérecné zprdvy Zadavateli podle
této Smlouvy nebo do ukonéeni Smlouvy podle
ustanoveni v ni obsaZenych. Predpoklada se, Ze

Studie bude trvat pfiblizné || EEEGN

11.2 Termination. This Agreement may be
terminated in one of the following ways:

11.2 Ukonceni Smlouvy. Tuto Smlouvu lze ukoncit
jednim z nasledujicich zplsob:

(i) By written notice without notice on the basis of
Articles 2.5 and 3.1 of the Agreement

(i) pisemnou vypovédi bez vypovédni doby na
zakladé ¢lanku 2.5 a 3.1 Smlouvy.

(ii) Either party may terminate this Agreement by
written notice without notice in the event that
another party shall be in breach of this Agreement
and such breach has not been remedied within 30
days of delivery of a written notice from the non-
defaulting party to the defaulting party calling
upon it to cure such breach.

(i) Kterakoli Smluvni strana muZe tuto Smlouvu
vypovédét pisemnou vypovédi bez vypovédni doby
v pfipadé, Ze ji druhd Smluvni strana porusi a toto
poruseni nenapravi do 30 dnli od obdrZeni pisemné
vyzvy Smluvni strany, ktera Smlouvu neporusila, k
naprave.

(iii) Either party may terminate this Agreement by
written notice without notice upon or after the
filing of the winding-up or liquidation of a party
hereto if such application has not been withdrawn,
dismissed or struck-out within 30 days of its filing,
or if such party shall have suffered a similar action
as a consequence of debt or insolvency; or

(iii) Kterakoli ze Smluvnich stran muiZe tuto
Smlouvu vypovédét pisemnou vypovédi bez
vypovédni doby po podani navrhu na zruseni nebo
likvidaci Smluvni strany této Smlouvy, pokud
takovy navrh nebyl stazen, zamitnut nebo zruSen
do 30 dnl od jeho podani, a déle jestlize takova
Smluvni strana utrpéla podobny zédsah v dusledku
zadluZeni nebo platebni neschopnosti; nebo

(iv) Clinical Site or Sponsor may terminate this
Agreement by providing the other Party with 30
days prior written notice in the event that the
approval initially granted for the performance of
the Study is revoked of such approval has been
conditioned by conditions with which Clinical Site

(iv) Klinické pracovisté nebo Zadavatel mohou tuto
Smlouvu vypovédét pisemnym oznamenim druhé
Smluvni strané 30 dni pfedem v pfipadé, Ze
plvodné udélené povoleni k provadéni Studie bylo
zruseno nebo bylo podminéno podminkami, které
Klinické pracovisté a/nebo Hlavni zkousejici lékar
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and/or the Principal Investigator of Sponsor, as the
case may be, are unable to comply, despite making
reasonable efforts to comply.

Zadavatele nejsou schopni splnit, prestoZze o to
vynalozili pfimérené usili.

(v) The Clinical Site shall be entitled to terminate
this Agreement by written notice unless the safety
of the Study Subjects will be compromised if, as a
result of a demonstrable impediment beyond its
control, the Clinical Site is unable to complete the
Study in the long term without adversely affecting
its core business of providing health care. The
notice period shall be 60 days and shall commence
on the day following the date of delivery of such
notice to the last Party.

(v) Klinické pracovisté je opravnéno ukondit tuto
Smlouvu pisemnou vypovédi, nebude-li tim
ohroZena bezpecnost Subjektl studie, jestlize v
disledku vzniku prokazatelné prekazky, jez nastala
nezavisle na jeho vili a kterou nebylo schopno dale
ovlivnit, nebude Klinické pracovisté dlouhodobé
schopno dokonéit Studii, aniz by tim nebyla
negativné ovlivnéna jeho hlavni ¢innost, kterou je
poskytovani zdravotni péce. Vypovédni doba cini
60 dnl a pocind bézet dnem nasledujicim po dni
doruceni této vypovédi posledni smluvni strané.

11.3 Consequences. Upon termination or
expiration of this Agreement for any reason
whatsoever, the following shall apply (i) the
Principal Investigator and Clinical Site will stop
screening Subjects for and enrolling Subjects in the
Study and will cooperate with the Sponsor to
continue monitoring Study Subjects and ensure
that Study Subjects continue to follow the protocol
completely until completion procedures according
to the Protocol and receive appropriate access to
medical treatment in accordance with all
applicable standards of care, laws and regulations
and the Principal Investigator and Clinical Site will
cease use of the Study Device; (ii) all data, reports,
and any other documentation related to, created,
produced or required to be produced in the course
of performing the Study, including, without
limitation, any Sponsor Confidential Information
and any documentation containing Sponsor
Confidential Information, shall promptly be
delivered to Sponsor, at the earlier of the
termination date and Sponsor’s request and
expense; (iii) any remaining supply of the Study
Device shall be returned to Sponsor or disposed of
according to Sponsor’s written instructions and at
his expense; and (iv) the Principal Investigator and
Clinical Site shall use their best efforts to promptly
limit or terminate any outstanding commitments

11.3 Dusledky. Po ukonceni nebo vyprseni
platnosti této Smlouvy z jakéhokoli divodu se
uplatni nasledujici ustanoveni: (i) Hlavni zkousejici
lékaf a Klinické pracovisté prestanou provadét
screening subjektl a zafazovat subjekty do Studie
a budou spolupracovat se Zadavatelem na dalSim
sledovani subjektl Studie a zajisti, aby subjekty
Studie pokracovaly v Uplném dodrzovani Protokolu
az do dokonceni postupt dle Protokolu, a aby mély
odpovidajici pfistup k lékafské péci v souladu se
vSemi platnymi standardy péce, zakony a predpisy,
a Hlavni zkousSejici lékaf a Klinické pracovisté
prestanou pouZivat Zafizeni studie; (ii) veskeré
Udaje, zpravy a jakdkoli jind dokumentace tykajici
se Studie, vytvorend nebo pozadovana v priibéhu
provadéni Studie, v€etné, mimo jiné, jakychkoli
Davérnych informaci Zadavatele a jakékoli
dokumentace obsahujici Duavérné informace
Zadavatele, budou neprodlené predany Zadavateli,
a to na naklady Zadavatele k datu ukonceni nebo
na zadost Zadavatele podle toho, co nastane drive;
(iii) veSkeré zbyvajici zasoby Zaftizeni studie budou
vraceny Zadavateli nebo zlikvidovany podle jeho
pisemnych pokyn( a na jeho naklady; a (iv) Hlavni
zkousejici lékaf a Klinické pracovisté vynalozi
veskeré usili, aby neprodlené omezili nebo ukoncili
veskeré nesplnéné zavazky, a budou pfimérené
spolupracovat se Zadavatelem, aby zajistili radné

and shall reasonably cooperate with the Sponsor to | ukonceni sluZzeb poskytovanych podle této
provide for an orderly winding down of the services | Smlouvy.
provided hereunder.
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11.4 Survival. Sections 1,4.5,5,6,7,9,10,11.3 and
12 shall survive any termination or expiration of
this Agreement.

11.4 Platnost ustanoveni po ukonceni Smiouvy.
Clanky 1, 4.5, 5, 6, 7, 9, 10, 11.3 a 12 zistavaji v
platnosti i po ukonceni nebo vyprseni platnosti této
Smiouvy.

12. General

12. Obecnd ustanoveni

12.1 Assignment. Neither party may assign any of
its rights or obligations under this Agreement
without the prior written consent of the other
party, which shall not be unreasonably withheld.

12.1 Postoupeni. Zadna ze Smluvnich stran nesmi
postoupit Zadné ze svych prdv nebo povinnosti
podle této Smlouvy bez predchoziho pisemného
souhlasu druhé Smluvni strany, ktery nebude
bezdlvodné odepren.

12.2 Notices. All notices and communications
provided for hereunder shall be in writing and shall
be sent by registered letter, or facsimile, or data
message or delivered by hand to the address set
out above for the Clinical Site, and only via e-mail
for the Sponsor as outlined below:

12.2 Komunikace. Veskerd oznameni a sdéleni
podle této Smlouvy musi byt pisemnd a zasilana
doporuc¢enym dopisem, faxem, datovou zpravou
nebo dorucena osobné na adresu uvedenou vyse
pro Klinické pracovisté a pouze prostfednictvim e-
mailu pro Zadavatele, jak je uvedeno nize:

(i) If to Clinical Site: Department of
Gastroenterology and Hepatology, St. Anne's
University Hospital in Brno Pekarska 664/53, 602
00 Brno, Czech Republic, email:

(i) Klinickému pracovisti: Gastroenterologické a
hepatologické oddéleni, Fakultni nemocnice u
svaté Anny v Brné, Pekarska 664/53, 602 00 Brno,

Ceskd republika, email: |

(i) If to Sponsor:

(i) Zadavateli:

Contact Person: I

Kontaktni osoba: _

e-mail: I

Or to such other address, facsimile number, or

email, as a party shall designate in writing to the
other party. Notices and communications sent by
registered mail shall be deemed to have been
received by the addresses on the date of delivery
or at the moment of the fiction of delivery
according to § 573 of Act No. 89/2012 Coll., Civil
Code, as amended. Notices and communications
delivered by hand or sent by facsimile shall be
deemed delivered on the date of delivery and
receipt. Notices and communications delivered by
e-mail shall be deemed to have been received at
the time of notification of receipt.

Pfipadné na jinou adresu, faxové ¢islo nebo e-mail,

Email:

které dand Smluvni strana pisemné oznami druhé
Smluvni strané. Ozndmeni a sdéleni zaslana
doporuc¢enym dopisem se povazuji za dorucena
adresatiim v den doruceni nebo v okamziku fikce
doruceni dle § 573 zdkona ¢. 89/2012 Sb., obc¢ansky
zakonik, ve znéni pozdéjsich predpisli. Oznameni a
sdéleni doruc¢ena osobné nebo zaslanad faxem se
povaZuji za dorucend dnem doruceni a pfijeti.
Oznameni a sdéleni doruc¢ena e-mailem se povazuji
za dorucend okamzikem oznameni o pfijeti.

12.3 Independent Contractors. The parties agree
that the relationship between Sponsor on one
hand and Clinical Site on the other hand are that of
a client and an independent contractor and shall
not be construed to be a relationship of employer-
employee, principal-agent or any other legal
relationship differing from that of a client and

12.3 Nezavislost Smluvnich stran. Smluvni strany
se dohodly, Ze vztah mezi Zadavatelem na jedné
strané a Klinickym pracovistém na strané druhé je
vztahem objednatele a nezdvislého dodavatele a
nelze jej vykladat jako vztah zaméstnavatel-
zaméstnanec, zmocnitel-zmocnénec nebo jakykoli
jiny pravni vztah odlisny od vztahu objednatele a
nezavislého dodavatele. Zddnda ze Smluvnich stran
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independent contractor. Neither party has any
right or capacity to legally bind the other.

nemda pravo ani zpUsobilost pravné zavazovat
druhou Smluvni stranu.

12.4 Law and Jurisdiction. The Agreement shall be
governed and interpreted according to the legal
system of the Czech Republic without giving effect
to the conflict of laws, provisions and the
competent courts of the Czech Republic shall have
exclusive jurisdiction to hear any disputes arising
hereunder.

12.4 Rozhodné pravo a soudni prfislusnost.
Smlouva se fidi a vyklada podle pravniho fadu
Ceské republiky bez ohledu na kolizni normy a k
projednavani veskerych sporl z ni vyplyvajicich
jsou piisluiné vyhradné soudy Ceské republiky.

12.5 Interpretation. In this Agreement the
headings are intended solely for convenience of
reference and shall be given no effect in the
interpretation of this Agreement. This Agreement
is written in English and Czech. In the event of a
discrepancy between the language versions, the
contract will be evaluated by a bilingual interpreter
that is acceptable to both the Sponsor and the
Principal Investigator to determine the correct
version.

12.5 Vyklad. Nadpisy v této Smlouvé slouZi pouze
pro usnadnéni orientace a nemaji Zadny vliv na
vyklad této Smlouvy. Tato Smlouva je sepsana
v anglickém a ceském jazyce. V pfipadé rozporu
mezi jazykovymi verzemi je rozhodujici ¢eské znéni
smlouvy.

12.6 Entire Agreement; Amendment. This
Agreement including all appendices and
attachments hereto, constitutes the entire

Agreement between the parties hereto in respect
of the subject matter hereof may be amended only
by ascending numbered written amendments
signed by Clinical Site and Sponsor. For avoidance
of doubt, no changes shall be made to the Protocol
without prior written approval to the Sponsor.

12.6 Uplnost Smlouvy; zmény. Tato Smlouva,
véetné vSech dodatk( a pfiloh, predstavuje uplnou

dohodu mezi Smluvnimi stranami ohledné
pfedmétu této Smlouvy a lze ji ménit pouze
vzestupné Cislovanymi  pisemnymi  dodatky
podepsanymi Klinickym pracovistém a

Zadavatelem. Aby se predeSlo pochybnostem,
nesmi byt provedeny zadné zmény Protokolu bez
predchoziho pisemného souhlasu Zadavatele.

12.7 Severability. If any provision of this
Agreement is determined by a court of competent
jurisdiction to be invalid, illegal, or unenforceable,
that determination shall not affect any other
provision of this Agreement, and each such other
provision shall be construed and enforced as if the
invalid, illegal, or unenforceable provision were not
contained herein.

12.7 Oddélitelnost ustanoveni. Pokud soud
pfislusné jurisdikce rozhodne, Ze nékteré
ustanoveni této Smlouvy je neplatné, nezdkonné
nebo nevymahatelné, nebude mit toto rozhodnuti
vliv na Zadné jiné ustanoveni této Smlouvy a kazdé
takové jiné ustanoveni bude wvyklddano a
vymahano, jako by neplatné, nezdkonné a
nevymahatelné ustanoveni v této Smlouvé vibec
nebylo obsazZeno.

12.8 Exclusion of business practices. In accordance
with Section 558(2) of Act No. 89/2012 Coll., the
Civil Code, as amended, the Parties hereby
expressly exclude the use of commercial practices
in their legal dealings in connection with this
Agreement.

12.8 Vylouceni obchodnich zvyklosti. Smluvni
strany timto v souladu s § 558 odst. 2 zakona ¢.
89/2012 Sb., obdanského zakoniku, ve znéni
pozdéjsSich predpisl, vyslovné wvyluCuji pouziti
obchodnich zvyklosti ve svém pravnim styku v
souvislosti s touto Smlouvou.
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12.9 Attachments. The Annexes are also an integral
part of this Agreement:

Annex A: Budget

Annex B: Annex on the processing of personal data

12.9 Prilohy. Nedilnou soucasti této Smlouvy jsou
také jeji prilohy:

Ptiloha A: Rozpocet

Ptiloha B: Pfiloha o zpracovani osobnich tdaju

IN WITTNESS WHEREOF, the parties hereto have
caused this Agreement to be duly executed and
each of the undersigned hereby warrants and
represents that he or she has been and is, on the
date of this Agreement, duly authorized by all
necessary and appropriate action to execute this
Agreement.

NA DUKAZ TOHO Smluvni strany tuto Smlouvu
fadné podepsaly a kazdy z nize podepsanych timto
zarucuje a prohlasuje, ze byl a je ke dni podpisu
této Smlouvy faddné zmocnén vsemi potfebnymi a
vhodnymi Ukony k podpisu této Smlouvy.

Za zadavatele:

Name / Jméno: Jerome Dargent MD

Signature / Podpis:
Title / Funkce: CEO/Jednatel
Date / Datum: _19.12. 2024

Za Klinické pracovisté:

Name / Jméno: Ing. Vlastimil Vajdak

Signature / Podpis:
Title / Funkce: Director/Reditel
Date / Datum: 9. 1. 2025
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FNUSAUSER1
Psací stroj
9.1.2025


Acknowledgment of Principal Investigator:

.
hereby declare and confirm that | have read and
understood the Agreement, | agree to be
appointed as the Principal Investigator-physician
of the Clinical Study on behalf of Clinical site, and
| undertake to comply with all the conditions,
provisions, instructions and stipulations of the
Agreement.

Name: [

Date:

Clinical Trial Agreement, Endoply1, v2.0, 17Dec2024

Identification number: CTAE1
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Prohlaseni hlavniho zkousejiciho:

15,
timto prohlasuji a potvrzuji, Ze jsem si precetl a
porozumél této smlouvé, souhlasim s tim, Ze
budu jmenovan Hlavnim zkousSejicim lékafem
Studie jménem Klinického pracovisté, a zavazuji
se dodrzovat vSechny podminky, ustanoveni,
pokyny a ujednani této smlouvy.

Name: [

Date:
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Appendix A

Budget ENDOPLY1 Trial

Start-up fee

On the basis of the invoice, the Contracting
Authority will pay a one-off payment of Jjij
Il to the Clinical Department. This
administrative fee covers the reimbursement of
economic and legal costs related to the
negotiation of this Agreement, and the invoice
will be issued immediately after the Agreement
enters into force.

Supplement fee

If an addendum to the contract is concluded, the
contracting authority undertakes to pay the
Clinical Department a fee for negotiating the
addendum to the contract in the amount of ]
Il on the basis of an invoice. This fee covers
the costs incurred by the Clinical Department in
the administration and negotiation of the
addendum from a legal and economic point of
view. The invoice will be issued once the
addendum has been signed by all Parties and the
addendum has entered into force.

Archiving fee

The Contracting Authority further undertakes to
pay a lump sum of | to the Clinical
Department on the basis of an invoice to cover
the costs associated with archiving for a period
of 25 years. This lump sum payment shall be
made together with the last payment made
under the terms of this Agreement.

Close-out fee

The sponsor undertakes to pay a one-off amount
of I to the Clinical Department on the
basis of an invoice to cover the costs associated
with the closure of the centre. This payment will
be made together with the last payment in the
study.

Clinical Trial Agreement, Endoply1, v2.0, 17Dec2024

Identification number: CTAE1
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Priloha A

Platebni podminky studie ENDOPLY1

Start-up poplatek

Zadavatel uhradi na zakladé faktury Klinickému
pracovisti jednorazovou platbu ve vysi | N
Tento administrativni poplatek zahrnuje Uhradu
nakladd ekonomického a pravniho charakteru v
souvislosti s vyjednanim této Smlouvy, pficemz
faktura bude vystavena bezprostifedné po tom,
co smlouva vstoupi v uc¢innost.

Poplatek za dodatek

Bude-li uzavien dodatek ke smlouvé, zavazuje se
zadavatel uhradit na zakladé faktury Klinickému
pracovisti poplatek za sjednani dodatku ke
smlouvé ve vysi [l Tento poplatek
zahrnuje naklady Klinického pracovisté spojené s
administrativou a projednanim dodatku z
pravniho a ekonomického hlediska. Faktura
bude vystavena po podepsani dodatku vsSemi
Stranami a vstoupeni dodatku v Ucéinnost.

Poplatek za archivaci

Zadavatel se dale zavazuje uhradit na zakladé
faktury Klinickému pracovisti jednorazovou
¢astku ve vySi | Kk vhradé nakladd
spojenych s archivaci po dobu 25 let. Tato
jednordzova uhrada bude poskytnuta spole¢né
s posledni Uhradou ucinénou za podminek této
Smiouvy.

Close-out poplatek

Zadavatel se zavazuje uhradit na zakladé faktury
Klinickému pracovisti jednordzovou castku ve
vii I k rokryti nakladd spojenych
s uzavienim centra. Tato Uhrada bude ucinéna
spolu s posledni platbou ve studii.
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Reimbursement of travel expenses
Reimbursement of travel expenses will be made
through the Clinical Department's account. The
Clinical Department will issue an advance invoice
of I 2fter the contract enters into
force. Once this has been paid, the subjects will
be paid according to the informed consent for
each visit. If % of the advance invoice is
exhausted, the Clinical Unit is entitled to issue an
invoice for the same amount.

These reimbursements are not income to the
Clinical Site and the monies paid to the subjects
are not an expense to the Clinical Site, which is
only the agent for the reimbursements paid.
Payments will be made quarterly (unless
otherwise stated) based on invoices issued by
the Clinical Department. Invoices will be issued
on the basis of mutually agreed documents sent
by the contracting authority to the email address

Invoices will be issued to:

ENDOPLY

Registered office: 65 rue des Contamines, 69140
Rillieux-la-pape,Lyon,France

ID: 901 660 142 R.C.S. Lyon

TAX ID:FR26901660142

Invoices will be sent to the following email
address:

All payments under this Contract shall be
exclusive of VAT. The Employer shall pay VAT if
required to do so by applicable law and if the
Clinical Site charges and invoices VAT, which
shall be in full compliance with applicable tax
laws.

Bank details of the Clinical Department:

Bank address: Czech National Bank, Brno Branch,
Rooseveltova 18, 601 10 Brno

Account number: 20001-71138621/0710

IBAN: CZ83 0710 0200 0100 7113 8621

SWIFT: CNBACZPP

Variable symbol: invoice number

ID NUMBER: 00159816

DIC: CZ00159816

Clinical Trial Agreement, Endoply1, v2.0, 17Dec2024
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Nahrada cestovnich nakladu

Nahrada cestovnich néakladd bude provedena
pfes ucet Klinického pracovisté. Klinické
pracovisté vystavi po vstoupeni smlouvy
v ucinnosti zalohovou fakturu ve vysi | -
Po jejim uhrazeni bude subjektlim vyplacena
Castka dle informovaného souhlasu za kaZzdou
navstévu. Pfi vyCerpani % zalohové faktury je
Klinické pracovisté opravnéno vystavit fakturu ve
stejné vysi.

Tyto ndhrady nejsou prijmem Klinického
pracovisté a penézni ¢astky vyplacené subjektlim
nejsou nakladem Klinického pracovisté, které je
pouze zprostiredkovatelem vyplacenych nahrad.

Platby budou probihat Ctvrtletné (pokud neni
uvedeno jinak) na zakladé faktur vystavenych

Klinickym pracovistém. Faktury  budou
vystavovany na zakladé vzajemné
odsouhlasenych podkladid zasilanych ze strany
zadavatele na emailovou adresu
]

Faktury budou vystavovany na:

ENDOPLY

sidlo: 65 rue des Contamines, 69140 Rillieux-la-
pape,Lyon,France

IC: 901 660 142 R.C.S. Lyon

DIC:FR26901660142

Faktury budou zasildny na emailovou adresu:

Vsechny platby dle této smlouvy neobsahuji
DPH. Zadavatel zaplati DPH, pokud tak bude
vyZzadovdno pfislusnym zdkonem a pokud
Klinické pracovisté bude DPH uctovat a uvadét
na fakture, coz musi byt plné vsouladu
s pfislusSnymi danovymi zakony.

Bankovni Udaje Klinického pracovisté:

Adresa banky: Ceskd narodni banka, pobocka

Brno, Rooseveltova 18, 601 10 Brno
Cislo Gi¢tu: 20001-71138621/0710
IBAN: CZ83 0710 0200 0100 7113 8621
SWIFT: CNBACZPP

Variabilni symbol: ¢islo faktury

IC: 00159816

DIC: CZ00159816
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Visit

Payment

V1 screening

V2 procedure

V3

V4

V5

V6

In Total

Screening failure

Unscheduled visit

Next visit

Payment

Chest-x-ray

X-ray of the abdomen
(native image) if
needed during an
unscheduled visit

Another extra day of
hospitalisation

Endosonography, if
necessary, as part of
an unscheduled visit

Extra endoscopy
(except V2
endoscopy)

Serum pregnancy test
(screening)

C. smlouvy: KHZP/2024/002/La

Navstéva

Castka

V1 screening

V2 vykon

V3

Va

V5

V6

Celkem

Screening failure

Nepldnovana
navstéva

liuni

Dalsi vySetieni

Castka

RTG hrudniku

RTG bficha (nativni
snimek) v pripadé
potfeby v  ramci
neplanované
navstévy

Dalsi  extra den
hospitalizace

Endosonografie v
pfipadé potieby v
ramci  neplanované
navstévy

Extra endoskopie
(kromé V2
endoskopie)

'llllF

One time payments

Payment

Star Up Fee

Archiving Fee
Payable with final
payment

Addendum to the
contract

Close-out fee

In Total

it

Travel stipend for
patient

Payment

Stipend per 1 visit

|
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Téhotensky test ze
séra (screening)

Jednorazové platby

Castka

Zahajovaci poplatek

Archivacni poplatek
Splatny se zavérecnou
platbou

Dodatek smlouvy

Ukoncovaci poplatek

Celkem

bl

Cestovné pro
pacienta
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~
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Nahrada za 1 vizitu
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ANNEX B

ANNEX ON THE PROCESSING OF
PERSONAL DATA

The terms of this Data Processing Annex ("Annex")
shall apply and form part of the Agreement. In the
event of any conflict between this Annex and the
Contract with respect to Personal Data, the terms
and definitions of this Annex shall apply and
prevail.

1. Definitions. Capitalized terms not otherwise
defined in this Attachment shall have the
meanings set forth in the Agreement.
Capitalized terms used but not defined in this
Annex or in the Agreement shall have the
meanings set forth in Regulation (EU) 2016/679
(General Data  Protection  Regulation)
("GDPR").

2. Scope. The Parties acknowledge and agree that

the Sponsor acts as Data Controller and the
Clinical Site acts as Processor in relation to the
Personal Data of the Study Subjects, which are
encoded (pseudonymised) in the Subject
Record Forms by the Clinical Site and provided
to the Sponsor and in the source
documentation collected and generated by the
Clinical Site/Principal Investigator in
accordance with the Study Protocol, Informed
Consent and the Agreement and have
delegated their rights and obligations under
this Agreement to the Sponsor. The Clinical Site
shall continue to act as the Data Controller in
relation to all medical records of Study Subjects
maintained or created by the Clinical Site, as
well as any other Personal Data collected or
created by the Clinical Site during the course of
the Study for the purpose of conducting an
independent medical assessment and pursuant
to Act No. 372/2011 Coll, on Health Services
and Conditions of their Provision, as amended;
for the avoidance of doubt, the Parties
expressly state that this Annex shall not apply

PRILOHA B

PRILOHA O ZPRACOVANi OSOBNIiCH

UDAJU

Podminky této Prilohy o zpracovani udajd
(,Priloha”) plati a jsou soucasti Smlouvy. V
prfipadé rozporu mezi touto Pfilohou a
Smlouvou s ohledem na Osobni Udaje se uplatni
a budou rozhodujici podminky a definice této
Prilohy.

1. Definice. Pojmy uvedené velkymi pismeny,
které nejsou definovany jinak v této Pfiloze,
maji vyznam uvedeny ve Smlouvé. Pojmy
uvedené velkymi pismeny, které nejsou
definovédny v této Priloze nebo ve Smlouvé,
maji vyznam uvedeny v nafizeni (EU) 2016/679
(Obecné natizeni o ochrané udajl) (,GDPR”).

2. Rozsah. Smluvni strany berou na védomi a
souhlasi s tim, Ze Zadavatel vystupuje jako
Spravce Udajli a Klinické pracovisté vystupuje
jako Zpracovatel ve vztahu k Osobnim Gdajim
Subjektdl  studie, které jsou kddovany
(pseudonymizovany) ve formuldfich o
zdznamech subjektd hodnoceni Klinickym
pracovistém a poskytovany Zadavateli a ve
zdrojové  dokumentaci shromdidéné a
vytvofené Klinickym pracovistém/ Hlavnim
zkousejicim lékafem v souladu s Protokolem
studie, informovanym souhlasem a Smlouvou a
delegovaly svd prava a zavazky podle této
Smlouvy na Zadavatele. Klinické pracovisté
bude i naddle jednat jako Spravce osobnich
udajli ve vztahu ke vSsem lékarskym zaznam(m
Subjektl studie vedenych nebo vytvorenych
Klinickym pracovistém, jakoz i k jakymbkoli
dalsim Osobnim udajim shromazdénym nebo
vytvorenym Klinickym pracovistém v pribéhu
Studie za Ucelem provadéni nezavislého
lékarského posouzeni a na zakladé zakona ¢.
372/2011 Sb., o zdravotnich sluzbach a
podminkach jejich poskytovani, ve znéni
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to such further processing of Personal Data by
the Clinical Department as a data controller.

Use and Disclosure of Personal Data. The
Clinical Site's Processing of Personal Data shall
be governed by this Agreement and the
Protocol, which sets forth the subject matter,
duration, nature and purpose of the
Processing, the type of Personal Data and
categories of data subjects, and the obligations
and rights of the Sponsor as Data Controller.

Instructions of the Contracting Authority. The
Clinical Site, in its capacity as Processor, shall
process Personal Data only in accordance with
the instructions of the Procuring Entity and as
necessary to perform its obligation under the
Agreement or as required by applicable data
protection law. The Clinical Site shall process
no more than the minimum amount of
Personal Data necessary to perform the
services under this Agreement. In the event
that the Clinical Site considers that the
instructions of the Procuring Entity constitute a
breach of the GDPR or other applicable Data
Protection Legislation, it shall immediately
notify the Procuring Entity.

Notification and Consent. The Clinical Site shall
obtain consent from the Study Subjects in the
form set forth in this Agreement, the Protocol,
or as otherwise directed by the Sponsor. The
Clinical Site will maintain a record of the
consent and provide such record upon request
by the Sponsor.

Compliance with Applicable Law. Both Parties
agree to comply with all applicable law. Where
Applicable Law may require the Clinical Site to
process Personal Data in connection with the
Study in a manner not set forth in the
Agreement or this Attachment, the Clinical Site
shall promptly notify the Sponsor of any
required Processing and shall use reasonable

pozdéjsich predpist; pro vylouceni vsech
pochybnosti smluvni strany vyslovné uvadéji,
Ze an tato dalSi zpracovani osobnich udajl
Klinickym pracovistém jako spravcem osobnich
Gdaju se tato Priloha nepoufZije.

3. Pouziti _a zverejnéni_Osobnich udajl.
Zpracovani  osobnich  ddaju  Klinickym
pracovistém se fidi touto Smlouvou a
Protokolem, které stanovi predmét, dobu
trvani, povahu a ucel Zpracovani, typ Osobnich
udajil a kategorie datovych subjektll a
povinnosti a prdva Zadavatele jako Spravce
udaju.

4. Instrukce Zadavatele. Klinické pracovisté, v
ramci funkce Zpracovatele, zpracovava Osobni
Udaje pouze v souladu s pokyny Zadavatele a
podle potieby plIni zadvazek vyplyvajici ze
Smlouvy nebo jak je vyzadovano pfislusSnym
pravnim predpisem na ochranu osobnich
udajd. Klinické pracovisté zpracuje nikoli vice
nezli minimalni mnoistvi Osobnich Gdajl
nutnych pro provedeni sluzeb podle této
Smlouvy. V pripadé, Ze Klinické pracovisté
usoudi, Ze instrukce Zadavatele predstavuiji
poruseni GDPR nebo jinych pfislusnych
pravnich pfedpist na ochranu osobnich udajd,
bude okamzité informovat Zadavatele.

5. Oznameni_a souhlas. Klinické pracovisté
ziskd souhlas od Subjektl studie ve formé
stanovené touto Smlouvou, Protokolem nebo
podle jinych pokynli Zadavatele. Klinické
pracovisté bude uchovavat souhlas a poskytne
takovy zdznam na vyzadani Zadavatele.

6. DodrZovani pftislusného platného pravniho
predpisu. Obé Smluvni strany souhlasis tim, Ze
budou dodrzovat vSechny pfislusné pravni
predpisy. Tam, kde pfislusné pravni predpisy
mohou vyZadovat, aby Klinické pracovisté v
souvislosti se Studia zpracovavalo Osobni udaje
zpUsobem, ktery neni stanoven ve Smlouvé
nebo v této Priloze, bude Klinické pracovisté
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efforts to comply with the Sponsor's requests
in relation to the restriction of any such
required Processing.

Assistance with the protection of Personal
Data. The Clinical Site shall provide full and
prompt cooperation and assistance to the
Sponsor with respect to any data protection
impact assessments and/or prior consultation
that may be required in connection with
Processing carried out under this Agreement.
The Clinical Site shall promptly provide the
Contracting Authority with all information
necessary to demonstrate compliance with this
Annex and the relevant legislation and shall
cooperate with the relevant governmental
authorities at the request of the Contracting
Authority.

Privacy and Security. During the term of this
Agreement, the Clinical Site shall ensure that
Personal Data is processed only in accordance
with this Annex and Article 32 of the GDPR,
including the appointment of a data protection
officer as required by applicable law. The
Clinical Site shall implement appropriate
technical and physical security measures to
protect Personal Data and ensure a level of
security appropriate to the risks for the
activities envisaged under the Contract. The
Clinical Site undertakes to regularly test, assess
and evaluate the effectiveness of the
processing security measures.

Supervision of Personnel. The Clinical Site shall
ensure that its personnel involved in the
Processing of Personal Data are informed of
the confidential nature of the Personal Data
and are properly trained on their
responsibilities. The Clinical Site shall ensure
that access to Personal Data is limited to those
persons performing services in accordance
with the Contract.

neprodlené informovat Zadavatele o jakémkoli
pozadovaném Zpracovani a vynaloZzi pfimérené
usili ke spInéni poZadavk( Zadavatele ve vztahu
k omezeni jakéhokoli takového pozadovaného
zpracovani.

7. Pomoc pfi ochrané Osobnich udajl. Klinické
pracovisté zajisti plnou a bezodkladnou
soucinnost a pomoc Zadavateli s ohledem na
veskera posouzeni dopad(l na ochranu udaj
a/nebo predchozi konzultace, které mohou byt
pozadovany v souvislosti se zpracovanim
provadénym podle této Smlouvy. Klinické
pracovisté neprodlené poskytne Zadavateli
veskeré informace nezbytné k prokazani
souladu s touto Pfilohou a pfislusSnym pravnim
pfedpisem a na Zadost Zadavatele bude
spolupracovat s pfislusSnymi organy statni
spravy.

8. Soukromi a bezpecnost. Po dobu platnosti
této Smlouvy Klinické pracovisté zajisti, Ze
Osobni udaje budou zpracovavany pouze v
souladu s touto Pfilohou a ¢lankem 32 nafizeni
GDPR, vcetné jmenovani osoby odpovédné za
ochranu osobnich Gdajid podle pozadavki
platného prdavniho predpisu. Klinické
pracovisté implementuje vhodnd technicka a
fyzicka bezpelnostni opatfeni na ochranu
Osobnich udaji a zajisti Uroven zabezpeceni
odpovidajici rizikim pro ¢innosti
prfedpoklddané podle Smlouvy. Klinické
pracovisté se zavazuje pravidelné testovat,
posuzovat a vyhodnocovat Ucinnost opatreni k
zajisténi bezpecnosti zpracovani.

9. Dohled nad personalem. Klinické pracovisté
zajisti, aby jeho persondl, ktery se podili na
Zpracovani Osobnich udajli, byl informovan o
dlivérné povaze Osobnich udajt, aby byl fradné
proskolen o svych povinnostech. Klinické
pracovisté zajisti, aby byl pfistup k Osobnim
udajiim omezen na osoby, které vykonavaji
sluzby v souladu se Smlouvou.
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10.

Data Breach. In the event of any actual or
suspected security incident affecting Personal
Data processed by the Clinical Site as a
Processor for the Contractor ("Data Security
Incident"), the Clinical Site shall:

a) promptly, and in no event later than
twenty-four (24) hours after becoming
aware of the Data Security Incident, send
written notification of the incident to

b) not make any statement or notification of
the Data Security Incident to any person
affected by the incident, the public or any
third party in its capacity as Processor
without the prior written consent of the
Contracting Authority,

c) promptly take steps to investigate and
mitigate the Data Security Incident,
including any such steps reasonably
required by the Sponsor, and in conducting
such investigation and mitigation, the
Clinical Site shall reasonably cooperate
with the Sponsor; and

d) The Clinical Site shall take steps to
remediate, including, if requested by the
Sponsor, any reporting obligations (using
forms approved by the Sponsor, at the
Sponsor's expense).

Data Subject Rights. The Procuring Entity will
only receive encrypted (pseudo-anonymised)
Personal Data. The Parties agree that the
Clinical Site will manage requests from Study
Subjects to access, amend, transfer, block or
delete Personal Data on behalf of the Sponsor.
The Sponsor may refer any requests from Study
Subjects regarding Personal Data to the Clinical
Site for processing. The Clinical Site
acknowledges that in order to maintain the
integrity of the results of the Study, the ability

10. Poruseni udaji. V pripadé jakéhokoli
skute¢ného nebo suspektniho bezpecnostniho
incidentu  postihujictho  Osobni  Udaje

zpracovdvané Klinickym pracovistém jako
Zpracovatelem pro Zadavatele (,Incident
tykajici  se bezpecnosti dat”), Klinické

pracovisté:

a. okamizité a v Zadném pfipadé nikoli
pozdéji nez do dvaceti Ctyr (24) hodin po
zjisténi incidentu tykajiciho se bezpecnosti
dat, odesle pisemné oznameni o incidentu

na adresu [N

b. neucini z pozice Zpracovatele Zadné
prohlaseni nebo ozndmeni o incidentu
tykajiciho se bezpecnosti dat Zadné osobé
dotcené incidentem, verejnosti ani treti
strané bez predchoziho pisemného
souhlasu Zadavatele,

c. neprodlené podnikne kroky k prosetreni a
zmirnéni  incidentu  tykajictho  se
zabezpeceni dat, véetné vSech takovych
krokl, které Zadavatel pfimérené
vyzaduje, a pfi provadéni takového
vySetfovani a zmirfiovani bude Klinické
pracovisté primérené spolupracovat se
Zadavatelem a

d. Klinické pracovisté podnikne kroky k
napravé, vcetné, pokud o to Zadavatel
pozada, veskeré oznamovaci povinnosti (s
pouzitim formulara schvalenych
Zadavatelem, a to na vlastni naklady).

11. Prava subjektd udaji. Zadavatel obdrzi
pouze kdédované (pseudoanonymizované)
Osobni Uudaje. Smluvni strany se dohodly, Ze
Klinické pracovisté bude spravovat Zadosti
Subjektl studie o pfistup, zménu, prevod,
blokovani nebo vymazani Osobnich udajl
jménem Zadavatele. Zadavatel mize predat
jakékoli pozadavky Subjektl studie tykajici se
Osobnich  adaji  k wvyfizeni  Klinickému
pracovisti. Klinické pracovisté bere na védomi,
Ze za UcCelem zachovani integrity vysledk(
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to amend, block or delete Personal Data may
be restricted in accordance with applicable law.

12. Notice of Inspection. The Clinical Site agrees to

13.

promptly notify the Sponsor of any inspection
or audit by a governmental agency regarding
compliance with Applicable Laws to the extent
related to the services provided under the
Agreement.

Transfer of data abroad. The Clinical Site shall
not transfer any Personal Data outside the
European Economic Area or Switzerland
without the express written consent of the
Procuring Entity. In the event that the Sponsor
requests the Clinical Site to transfer Personal
Data abroad, and without prejudice to the
rights of Data Subjects, the Clinical Site agrees
to consult with the Sponsor to ensure that the
transfer of Personal Data is carried out in
accordance with applicable law, and the terms
of such transfer may be set out in a separate
agreement.

Retention; Return and Disposal. The Clinical
Site agrees to retain Personal Data received
from or created on behalf of the Sponsor only
for as long as necessary to provide the Services
under the Agreement or as otherwise required
by applicable law. Upon termination or expiry
of the Contract, the Clinical Site undertakes to
return or destroy all Personal Data received or
created in accordance with the Contract,
unless it has an obligation to retain Personal
Data under the terms of the Contract, the
Protocol or under applicable law. The Clinical
Site agrees that any archived Personal Data
shall remain subject to the requirements of this
Annex.

Records. The Clinical Site shall maintain written
records of all activities relating to the
Processing as required by Article 30(2) of the
GDPR and the corresponding provisions of
applicable Data Protection Laws. The Clinical
Site shall provide the written record to the

Studie mGze byt v souladu s platnymi pravnimi
predpisy omezena moznost zmény,
zablokovani nebo vymazani Osobnich udaju.

12. Ozndmeni o inspekci. Klinické pracovisté se
zavazuje neprodlené informovat Zadavatele o
jakékoli inspekci nebo auditu ze strany statniho
Uradu tykajictho se dodrizovani platnych
pravnich predpisd v rozsahu souvisejicim se
sluzbami poskytovanymi na zakladé Smlouvy.

13. Pfenos udajl do zahranici. Bez vyslovného
pisemného souhlasu Zadavatele nesmi Klinické
pracovisté prevadét zddné Osobni udaje mimo
Evropsky hospodaisky prostor nebo Svycarsko.
V pfipadé, Ze Zadavatel pozada Klinické
pracovisté o predani Osobnich (dajd do
zahranici, a aniz by tim byla dotdena prdva
subjektd adaju, Klinické pracovisté souhlasi s
tim, Ze bude konzultovat se Zadavatelem
postup, aby byl zajistén pfenos Osobnich udajl
v souladu s platnymi pranimi predpisy, pficemz
podminky takového pFfenosu mohou byt
uvedeny v samostatné smlouveé.

14. Uchovani; vraceni a likvidace. Klinické
pracovisté se zavazuje uchovavat Osobni Udaje
pfijaté od Zadavatele nebo vytvorené jménem
Zadavatele pouze tak dlouho, jak je to
nezbytné pro poskytovani sluzeb podle
Smlouvy nebo v pfipadé, Ze by to jinak
vyzadoval platny pravni predpis. PFi ukonceni
nebo zaniku Smlouvy se Klinické pracovisté
zavazuje vratit nebo znicit vSechny Osobni
Udaje pfijaté nebo vytvofené v souladu se
Smlouvou, ledaze by mél povinnost uchovavat

Osobni ddaje dle podminek Smiouvy,
Protokolu nebo na zakladé pfrislusného
pravniho predpisu. Klinické pracovisté

souhlasi, Ze jakékoli archivované Osobni Udaje
i nadale podléhaji poZzadavk(im této Prilohy.

15. Zaznamy. Klinické pracovisté je povinno
vést pisemné zaznamy o vsSech aktivitach
tykajicich se Zpracovani udajl, jak to vyZaduje
¢l. 30 odst. 2 nafizeni GDPR a odpovidajici
ustanoveni platnych pravnich predpisd na
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Sponsor promptly upon request and agrees
that the Sponsor may provide the written
record to the appropriate governmental
authorities.

16. Sub-processors. The Clinical Site agrees that all
sub-processing agreements must be in writing
and the use of sub-processors requires the
prior written consent of the Procuring Entity.
Subprocessors must comply with the terms of
this Attachment, the Agreement and the
Protocol and must be properly trained on how
to process Personal Data. The Clinical Site shall
be responsible for any failure by any
Subprocessor to comply with the terms of this
Attachment, which failure shall constitute a
breach as if committed directly by the Clinical
Site.

17. Audit. The Sponsor, or any of its agents or third
parties acting on behalf of the Sponsor, shall
have the right to conduct an audit at the
Clinical Site during the Clinical Site's normal
business hours and upon reasonable advance
notice of such audit to verify compliance with
the terms of this Attachment. Each Party shall
bear its own expenses in connection with such
audit. If the Clinical Site is found to be in
violation of the terms of this Attachment and
such violation can be cured, the Clinical Site
shall have thirty (30) days to cure such
violation. If the violation is not cured within
thirty (30) days or cannot be cured, the
Contracting Officer shall have the right to
terminate the Contract without further penalty
in accordance with Article 11(2)(ii) of the
Contract.

18. Continuing Validity. The confidentiality and
data privacy obligations under this Attachment
shall survive the termination and/or expiration of
the Contract.

ochranu osobnich Udaja. Klinické pracovisté je
povinno  poskytnout pisemny  zdznam
Zadavateli neprodlené na vyzadani a souhlasi s
tim, aby Zadavatel mohl tento pisemny zdznam
predat prislusnym statnim organdm.

16. Subdodavatelé zpracovdani udaju. Klinické
pracovisté souhlasi s tim, Ze vSechny smlouvy o
zpracovani ze strany subdodavateld musi byt
pisemné a pouziti subdodavatell zpracovani
vyZaduje pfedchozi  pisemny  souhlas
Zadavatele. Subdodavatelé zpracovani udajl
musi dodrzovat podminky této Prilohy,
Smlouvy a Protokolu a musi byt fradné vyskoleni
ohledné zplsobu zpracovani Osobnich udaja.
Klinické pracovisté je zodpovédné za jakékoli
nedodrZeni podminek této Pfilohy kterymkoli
subdodavatelem zpracovani Udajl, jehoz
nedodrZeni bude znamenat poruseni, jako by
se ho dopustilo pfimo Klinické pracovisté.

17. Audit. Zadavatel nebo jakykoli jeho
zastupce nebo treti strana, jednajici jménem
Zadavatele, ma pravo provadét audit v misté
sidla Klinického pracovisté béhem béiné
pracovni doby Klinického pracovisté a na
zdkladé pfiméfené predem doruceného
ozndmeni o takovém auditu s cilem ovéfeni
dodrZovani podminek této Prilohy. KaZzda
Smluvni strana ponese své vlastni vydaje v
souvislosti s takovym auditem. Pokud se zjisti,
Ze Klinické pracovisté porusilo podminky této
Pfilohy a takové poruseni je mozné napravit,
bude mit Klinické pracovisté tficet (30) dnli na
napravu takového poruseni. Neni-li poruseni
vyfeseno do tficetii (30) dnd nebo neni-li
mozné jej vyresit, ma Zadavatel pravo bez
dalsiho postihu vypovédét Smlouvu v souladu s
¢l. 11 odst. 2 bodem (ii) Smlouvy.

18. Pokracujici platnost. Zavazky tykajici se
dlvérnosti a soukromi udaji podle této Prilohy
budou naddle trvat i po ukonceni platnosti
a/nebo uplynuti déinnosti Smlouvy.
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