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INSTITUTION CLINICAL TRIAL AGREEMENT

This Clinical Trial Agreement (‘Agreement’) is effective as of
the last date of signature (“Effective Date”) and takes effect on
the date of its publication in accordance with Act No. 340/2015
Coll., on the Register of Contracts (‘effective date”) by and
among the following Contractual Parties:

Labcorp Drug Development Inc., located at 206 Carnegie
Center, Princeton, NJ 08540, USA Tax ID Number: 22-3265977
and branch office Labcorp Clinical and Periapproval Services
Limited, organizational unit, V Parku 2343/24, 148 00 Prague 4,
Czech Republic, Company ID number; 273 70 976, Tax ID
number: CZ27370976, maintained in the Commercial Register of
the Municipal Court in Prague, file number A 52158 at Prague 6,

Karolinska 661, 186 00 Czech Republic, represented by
I h (hereinafter
referred to as "Labcorp" or “CRO”) and

University Hospital in Motol
state subsidized organization
V Uvalu 84

150 06 Prague 5

Company ID No. 00064203
Tax ID No.: CZ 00064203

Represented by I B

(hereinafter referred to as the “Provider”)

Whereas, Labcorp, Sponsor and Institution are hereinafter
referred to individually as “Party” and collectively as “Parties”;

Whereas, Labcorp is acting in its capacity as a contract
research organization as defined in ICH-GCP 1.20 as an
independent contractor ASTRAZENECA AB, a company
incorporated in Sweden under no. 556011-7482 with offices at
151 85 Sodertélie,, Sweden (“Sponsor”), who intends to
conduct the Study (as defined below) and has retained Labcorp
(under a separate agreement) to act on behalf of the Sponsor
and provide certain Study-related services as delegated by the
Sponsor, including entering into clinical trial agreements with
sites participating in the clinical research study (‘Study’)
detailed below:

SMLOUVA O PROVEDENI KLINICKEHO HODNOCENI

Tato smlouva o provedeni klinického hodnoceni (déle jen
"Smlouva") se uzavira ke dni pfipojeni posledniho podpisu (dale
jen"Datum platnosti") a je Uinna dnem zvefejnéni dle zakona ¢.
340/2015 Sb., o registru smluv (,datum dcinnosti“) mezi t&mito
Smluvnimi stranami:

Labcorp Drug Development Inc. se sidlem na adrese 206
Carnegie Center, Princeton, NJ 08540, USA, DIC: 22-3265977 a
odStepny zavod Labcorp Clinical and Periapproval Services
Limited, organizacni slozka, V Parku 2343/24, 148 00 Praha 4,
Ceska republika, ICO: 273 70 976, DIC: CZ27370976 vedena v
obchodném registru Méstského soudu v Praze, Cislo slozky A
52158 na adrese Praha 6, Karolinska 661, 186 00 Ceska

republika, ktera je reprezentovana [ GGz
_ (dale jen "Labcorp" nebo ,,CRO”) a

Fakultni nemocnice v Motole
statni pfispévkova organizace
V Uvalu 84

150 06 Praha 5

ICO: 00064203

DIC: CZ 00064203

zastoupens [ IENENEENEEEN I I (d:-

jen ,poskytovatel”)

Jelikoz jsou spole¢nost Labcorp, Zadavatel a Poskytovatel zde
dale oznacovani jednotlivé jako ,Strana“ a spolecné jako
»otrany”;

Jelikoz spole¢nost Labcorp jednd jakoZto smluvni vyzkumna
organizace, jak je stanoveno ve smérnicich ICH-GCP 1.20, jako
nezavislda smluvni strana spolecnosti ASTRAZENECA AB,
zfizené ve Svédsku pod registratnim &islem 556011-7482 se
sdilem na adrese 151 85 Sodertdlie, Svédsko (déle jen
,Zadavatel“), ktera ma v Umyslu provést studii (jak je definovana
nize) a najala spoleCnost Labcorp (na zakladé samostatné
smlouvy), aby jednala jménem Zadavatele a poskytovala urgité
sluzby souvisejici se Studii, které jsou delegovany Zadavatelem,
vCetné uzavirani dohod o klinickém hodnoceni se zucastnénymi
pracovisti  pfi provadéni vyzkumné klinické studie (dale jen
"Studie") popsané nize:
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Study MEDI6570 (hereinafter referred to as Studijni MEDI6570 (dale jen “Studijni l€k”)

Drug: “Study Drug”) lék:

Protocol A Phase 1IB, Randomized, Double Nazev Randomizovana, dvojitt  zaslepena,

Title: blinded, Placebo controlled, Parallel group protokolu: | placebem kontrolovana studie faze IIB s
Study to Evaluate the Efficacy and Safety paralelnimi skupinami hodnotici ucinnost
of MEDIB570 in Participants with a Prior a bezpe€nost pfipravku MEDI6570 u
Myocardial Infarction, Persistent pacientd s  prodélanym infarktem
Inflammation, and Elevated N terminal myokardu, pfetrvavajicim zanétem a
Prohormone Brain Natriuretic Peptide as zvySenou  hladinou  N-terminalniho
amended from time to time and prohormonu mozkového natriuretického
incorporated  herein by  reference peptidu jak vyplyva z pozdgjSich zmén,
(hereinafter referred to as the “Protocol’) doplnéni a Uprav, a uvadéném zde

odkazem (dale jen “Protokol”)
Protocol D4920C00002 Cislo D4920C00002
Number: protokolu:

Labcorp wishes to engage and Institution desires to participate
in conducting the Study;

Now, therefore, the Parties hereto agree as follows:

1. CONDUCT OF THE STUDY

a Institution agrees that its employee
H with workplace at the Kardiologicka
Klinika Fakultni nemocnice Motol, V Uvalu 84, 150 06 Praha
5,Czech Republic (hereinafter referred to as “Investigator”) will
conduct the Clinical Trial at the Institution under terms and
conditions separately agreed between Labcorp and Investigator.
Wherever, in this Agreement, reference is made to obligations
which are incumbent on the Investigator, such reference is
intended for the purpose of informing the parties to this
Agreement accordingly.

(b) Institution shall ensure that all persons who have
involvement in the Study and who are employees, independent
contractors or agents of Institution and/or Investigator, including
but not limited to pharmacy, laboratory. radiology, pathology,
cardiology and nursing staff (hereinafter ,Research Staff’) are
adequately trained, have the knowledge and experience to
undertake the Study and shall accurately, efficiently and
expeditiously perform the Study in a professional and competent
manner in compliance with monitoring and escalation process.
Institution shall ensure and warrant compliance with the
provisions and requirements of this Agreement by Research
Staff. Wherever, in this Agreement, reference is made to
obligations which are incumbent on the Institution andor

Labcorp si pfeje zapojit Poskytovatele do studie za uUcelem

provadéni Studie;

Nyni proto zde Strany dohodly nasledujici:

1. PROVEDENI STUDIE
(a) Poskytovatel souhlasi s tim, Ze jeho zaméstnanec,
s pracovistém Kardiologicka klinika,

Fakultni nemocnice Motol, V Uvalu 84, 150 06 Praha 5, Ceska
republika

(dale jen ,Zkousejici®) provede Klinické hodnoceni na pracovisti
poskytovatele v souladu s podminkami, které byly dohodnuty
v samostatné smlouvé mezi spolecnosti Labcorp a Zkou3ejicim.
Bude-li kdekoli v této Smlouvé uvedena zminka o zavazcich,
které spocivaji na ZkouSejicim, bude takova zminka urCena pro
ucely Fadného informovani Smluvnich stran.

(b) Poskytovatel zajisti, aby vSechny osoby U€astnici se
Studie, které jsou zaméstnanci, nezavislymi dodavateli nebo
zastupci Poskytovatele a/nebo ZkouSejiciho, zejména pracovnici
lékarny, laboratofe, radiologie, patologie ¢&i kardiologie a
zdravotnicky personal (dale jen "Vyzkumny personal") byly
odpovidajicim zpisobem vySkoleny, mély znalosti a zkuSenosti k
provedeni Studie a provadély Studii pfesng, rychle a G¢inné a
profesionalnim a kompetentnim zplsobem v souladu s procesem
sledovani a eskalace. Poskytovatel zajisti a zaru¢i dodrzovani
ustanoveni a pozadavkd této smlouvy Vyzkumnym personalem.
Pokud je v této Smlouvé uveden odkaz na zavazky, z nichz
poskytovateli a/nebo ZkouSejicimu plynou povinnosti vzhledem ke
sluzbam, ktery mize poskytovat Vyzkumny persondl, takovy odkaz

AstraZeneca_8415493_D4920C00002_Master Labcorp/AZ Czech R. Institution CTA Template_|JJlLFINAL v 1._120u12021 Page 2 of 34




Protocol Ref: D4920C00002
Bill code: 8415493

Labcorp Master Template: Version 1, 17Aug2018
Sponsor/Study Approved Template: Version 1, 15Nov2019

Investigator for services which may be performed by Research
Staff, such reference is intended to include Research Staff.

(c) By agreeing to the terms and conditions of this
Agreement and performing the services for Labcorp, Institution
represents and warrants that it and the Investigator are not in
violation of any terms and conditions of any agreement for services
or employment with any other individual or entity.

(d) To the extent terms and conditions in this Agreement and
the Protocol conflict, the terms and conditions of the Protocol shall
control with respect to scientific, medical, patient consent, and any
other issues directly relating to the conduct of the Study and
keeping of records (e.g. case report forms) associated therewith,
and the provisions of the main body of this Agreement shall control
with respect to all other issues.

(e) Institution agrees to perform formal patient screening and
randomisation for the Study only after Labcorp has confirmed in
writing (which could be via email) to Institution that all essential
documents, as defined by ICH/GCP or equivalent standard, are in
place and proper or appropriate Ethics Committee, Regulatory
Authority and/or other competent authority approval has been
received.

2, APPLICABLE LAW

Institution shall ensure the Study is conducted in accordance
with the Protocol, this Agreement, written instructions from
Sponsor or Labcorp (‘Instructions”); relevant professional
standards of medical practice, generally binding laws of the
Czech Republic, applicable privacy laws including Data
Protection Laws, rules and regulations and ICH-GCP Guidelines
(CPMP/ICH/135/95) and the conditions of the consent opinion
for the performance of the Study granted by the relevant ethics
committee authorized on the basis of the Applicable Act to
assess the Study (hereinafter referred to as the "Ethics
Committee") (hereinafter, “Applicable Laws”).

In the event of a conflict between the terms of this Agreement
and the Protocol, scientific and medical matters, as well as
questions concerning the consent of the subject, and any other
issues directly related to the conduct of the Study and record
keeping (e.g. reporting forms) shall be governed by the terms of
the Protocol, and the provisions of the main text of this Contract
shall govern all other matters.

3. OBLIGATIONS
(a) Anti-Bribery & Anti-Corruption
Institution shall not and shall cause its Research Staff to not

je i odkazem na Vyzkumny personal

(c) Udélenim svého souhlasu s podminkami této Smlouvy a
provedenim sluzby pro spoleCnost Labcorp poskytovatel
prohladuje a potvrzuje, Ze poskytovatel ani ZkouSejici neporusuiji
podminky jakékoli smlouvy na sluzby nebo pracovni smlouvy s
Zadnou jinou fyzickou €i pravnickou osobou €i jinym subjektem.

(d) V' pfipadé rozporu mezi podminkami této Smlouvy a
Protokolu se védecké a |ékafské otazky, jakoZ i otazky tykajici se
souhlasu subjektu, a veSkeré dalSi otazky, které pfimo souviseji s
provadénim Studie a vedenim souvisgjicich zaznam( (napf.
formulafe zprav), budou fidit podminkami Protokolu, pficemz
ustanovenimi hlavniho textu této Smlouvy se budou fidit vSechny
dalSi otazky.

(e) Poskytovatel se zavazuje provést formalni skrinink
pacienta a randomizaci pro Studii az poté, co spolecnost Labcorp
pisemné (coz mlze byt i prostfednictvim e-mailu) Poskytovateli
potvrdi, Ze byly vypracovany vSechny podstatné dokumenty, jak je
definuje smémice ICH/GCP nebo jeji ekvivalent, nebo Ze bylo
ziskano povoleni od pfislusné Etické komise, regulatniho a/nebo
jiného pfislusného organu.

2, PLATNE ZAKONY

Poskytovatel provede Studii v souladu s Protokolem, touto
Smlouvou, pisemnymi pokyny Zadavatele nebo spoleCnosti
Labcorp (dale jen "Pokyny"), pfislusnymi profesnimi normami
lékaFské praxe, , obecné zavaznymi pravnimi predpisy Ceské
republiky,platnymi pravnimi pfedpisy na ochranu soukromi, véetné
zakonl na ochranu osobnich Udajd, pravidly a predpisy a
smérnicemi  ICH-GCP  (CPMP/ICH/135/95) a podminkami
souhlasného stanoviska k provedeni Studie udéleného pfislusnou
etickou komisi opravnénou na zakladé Platného zakona k posouzeni
Studie (dale jen ,Eticka komise®)(dale ,Platné zakony*).

V pfipadé rozporu mezi podminkami této Smlouvy a Protokolu se
védecké a lékafské otazky, jakoZ i otazky tykajici se souhlasu
subjektu, a veSkeré dalsi otazky, které pfimo souviseji s provadénim
Studie a vedenim souvisejicich zaznamu (napf. formulafe zprav),
budou fidit podminkami Protokolu, pfi¢emZ ustanovenimi hlavniho
textu této Smlouvy se budou fidit vSechny ostatni otazky.

3. POVINNOSTI
(a) Proti uplaceni & Proti korupci
Poskytovatel nesmi, a zajisti, Ze tak neucini ani Vyzkumny

AstraZeneca_8415493_D4920C00002_Master Labcorp/AZ Czech R. Institution CTA Template_|JJlLFINAL v 1._120u2021 Page 3 of 34




Protocol Ref: D4920C00002
Bill code: 8415493

Labcorp Master Template: Version 1, 17Aug2018
Sponsor/Study Approved Template: Version 1, 15Nov2019

directly or indirectly pay or promise to pay, or authorize the
payment of any money, or give, promise to give or authorize the
giving of anything of value to any person or entity, whether
governmental, quasi-governmental or private, to obtain or retain
business or secure improper advantage for Labcorp or for
Sponsor. Institution shall not and shall cause its Research Staff
to not directly or indirectly receive or solicit any money or
anything of value from any person or entity, whether
governmental, quasi-governmental or private, in order to secure
an improper advantage to such person or entity. Institution will
not take any action which could render Labcorp or Sponsor
liable under any other applicable laws for the prevention of
fraud, corruption, racketeering, money laundering and/or
terrorism. Institution also agrees to be bound by anti-bribery
policy as set forth in this contract.

Notwithstanding any other provision herein, the obligation of
Labcorp to enter into any order under this Agreement shall be, at
all times, subject to its ability to do so in a manner consistent
with all applicable anti-boycott laws and regulations. Labcorp
shall not be required to take, or to refrain from taking, any action
where to do so would be inconsistent with or penalized under
applicable anti-boycott laws.

(b) Institution Obligations

Institution undertakes to ensure that Investigator, who is
employed by Institution, appropriately performs his/her functions
in the framework of the Study.

Institution also agrees that its Research Staff will devote their
best efforts to accurately and efficiently perform the work
required under this Agreement, which efforts shall include but
are not limited to the following:

(i) exercise of independent medical judgment as to

the compatibility of each Study patient with the
Protocol requirements;

(i) notification of Labcorp and Sponsor, if required of
any deviations from or failure to comply with the
Protocol;
promptly replying to any questions from Labcorp
or Sponsor regarding any matter related to the
Study;
promptly notifying Labcorp of any significant
changes that occur at any time during the Study

persondl, pfimo ani nepfimo zaplatit, slibit nebo autorizovat
zaplaceni penéz, ani poskytnout, slibit ¢i autorizovat poskytnuti
¢ehokoli hodnotného jakékoliv osob& nebo subjektu, at uz se
jedna o osobu ¢&i subjekt vladni, komer¢ni subjekt se statni Ucasti
nebo soukromy, s cilem ziskat nebo zachovat obchodni vztah i
zajistit jinou neopravnénou vyhodu pro spole¢nost Labcorp nebo
pro Zadavatele. Poskytovatel nebude pfimo & nepfimo piijimat
ani vyzadovat penize ani jakoukoli cennou véc od jakékoli osoby
Ci subjektu, at uz se jedna o osobu €i subjekt viadni, kvazi-vladni
nebo soukromou, s cilem ziskat od této osoby &i subjektu
neopravnénou vyhodu a zajisti, Ze tak neucini ani Vyzkumny
persondl. Poskytovatel nepodnikne zadné kroky, které by mohly
spole¢nost Labcorp nebo Zadavatele Cinit odpovédnym podle
jinych platnych pravnich predpist o boji proti podvodim, korupci,
vydirani, prani $pinavych penéz a/nebo terorismu. Poskytovatel
se rovnéz zavazuje, ze se bude Fidit protikorup&nimi zasadami, jak
jsou uvedeny v této smlouve.

Aniz by tim bylo dot¢eno jakékoliv jiné ustanoveni této smlouvy,
povinnost Labcorp splnit objednavku podle této Smlouvy je po
celou dobu podfizena jeji schopnosti tak ucinit zplsobem, ktery je
ve shodé se vSemi platnymi zakony a pfedpisy proti bojkotu.
Labcorp neni povinna provést jakoukoliv Cinnost, Ci se takové
¢innosti zfeknout, kdy by to bylo v rozporu s platnymi zakony proti
bojkotu &i by to bylo jimi postihovano.

(b) Povinnosti poskytovatele

Poskytovatel se zavazuje, Ze zajisti, aby ZkouSejici, ktery je
Poskytovatelem zaméstnan, fadné provadél své cinnosti v ramci
studie.

Poskytovatel rovnéz souhlasi, Ze jeho Vyzkumny personal
vynalozi své nejlepsi usili na to, aby pfesné a efektivné vykonaval
praci vyplyvajici z této Smlouvy, pficemZ tyto Cinnosti budou
zejména zahrnovat:

(i) provést nezavislé |ékarské posouzeni, zda

jednotlivé Subjekty hodnoceni spliiuji poZadavky
Protokolu;

(i) informovani spolecnosti Labcorp a Zadavatele o
jakémkoli odchyleni se od Protokolu nebo jeho
nedodrzovani,;
neprodlené odpovidat na vSechny dotazy
spoleCnosti Labcorp nebo Zadavatele na jakékoli
zélezitosti tykajici se Studie;
neprodleng spoleCnost Labcorp informovat o
jakychkoli  vyznamnych zménach, které se
vyskytnou kdykoli v pribéhu Studie a které
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which may affect Investigator or Institution’s ability
to conduct the Study, including but not limited to,
changes in personnel involved in the Study

(v) Institution represents and warrants that there is
nothing that they are aware of that would or could
for the duration of the Study: (i) negatively impact
on the proper and safe performance of the Study;
or (i) create a conflict of interest for the Institution
or the Investigator for the performance of the
Study.

(vi) Institution shall immediately inform Labcorp and
the Sponsor of any actual or perceived conflict of
interest. or any alleged misconduct or breach,
Institution shall provide all reasonable assistance
to any investigation by or on behalf of the Sponsor
and/or Labcorp.

(vii) ensure that the Investigator will disclose his
involvement in the Study if he participates in any
committee that sets formularies or develops
clinical guidelines or is involved in any decision
relating to the Sponsor or if this is imposed on him
based on the requirements of any institution,
committee or scientific organization with which he
is affiliated.

Institution guarantees that the appropriate facilities (including
any equipment, but excluding those to be provided by Labcorp
on behalf of Sponsor to the Institution) necessary and adequate
for conducting the Study are available at the Institution.

4. SCHEDULE AND NUMBER OF STUDY PATIENTS
The anticipated number of enrolled subjects of the study is 13
[unless otherwise agreed to by Labcorp], according to the
inclusion and exclusion criteria and time schedule specified by
the Protocol. Institution shall stop enrollment in accordance with
prior written Instructions.

The anticipated duration of the clinical study is from January
2021 and February 2023.

5. PERSONAL DATA AND HUMAN BIOLOGICAL
SAMPLES

mohou mit vliv na schopnost Zkousejiciho nebo
Poskytovatele provést Studii, zejména o zménach
pracovniku uéastnicich se Studie

(v)  Poskytovatel prohlasuje a zarucuje, ze podle
jejich védomi neexistuje nic, co by mohlo v dobé
trvani studie: (i) negativné ovlivnit fadné a
bezpe¢né provadéni Studie; nebo (ii) vytvaret
stfet zajmU pro Poskytovatele nebo Zkousejiciho
pfi provadéni Studie

(vi)  Poskytovatel musi neprodlené informovat
Labcorp a Zadavatele o jakémkoli skutecném
nebo domnélém stfetu zajmi nebo jakémkoli
dajném pochybeni nebo poruseni, Poskytovatel
poskytne veSkerou pfiméfenou pomoc  pfi
jakémkoli  vySetfovani ze strany Zadavatele
a/nebo Labcorp.

(vii)  zajistit, aby ZkouSejici zvefejnil své zapojeni do
Studie, pokud se uéastni jakéhokoli vyboru, ktery
stanovi Iékopisy nebo vyviji klinické pokyny nebo
je zapojen do jakéhokoli rozhodnuti tykajiciho se
Zadavatele nebo pokud je mu to uloZeno na
zakladé pozadavk( kterékoli instituce, vyboru
nebo védecké organizace, se kterou je spojen.

Poskytovatel zajisti, aby bylo odpovidajici pracovisté (vCetné
veSkerého vybaveni, ale s vyjimkou toho, které bude
Poskytovateli  poskytnuto  spole¢nosti  Labcorp  jménem
Zadavatele), nezbytné a vhodné k provedeni Studie, u
Poskytovatele k dispozici

4. HARMONOGRAM A POCET SUBJEKTU HODNOCENI
Pfedpokladany pocet zafazenych subjektd hodnoceni je 13 [neni-
li se spole¢nosti Labcorp dohodnuto jinak] v souladu se vstupnimi
a vyluCovacimi kritérii a harmonogramem stanovenym timto
Protokolem. Poskytovatel ukon¢i nabor v souladu s predchozimi
pisemnymi pokyny.

Predpokladana doba trvani klinického hodnoceni je od ledna 2021
do unora 2023

5. 0SOBNi UDAJE A LIDSKE BIOLOGICKE VZORKY
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“Controller” means the natural or legal person, public authority,
agency or other body which, alone or jointly with others,
determines the purposes and means of the processing of
personal data.”

“Personal data” means any information relating to an identified
or identifiable natural person (‘Data Subject); an identifiable
natural person is one who can be identified, directly or indirectly,
in particular by reference to an identifier such as a name, an
identification number, location data, an online identifier or to one
or more factors specific to the physical, physiological, genetic,
mental, economic, cultural or social identity of that natural
person.”

“Personal Data Breach” means a breach of security leading to
the accidental or unlawful destruction, loss, alteration,
unauthorized disclosure of, or access to, personal data
transmitted, stored or otherwise processed.”

(a) The Parties agree that the Sponsor and the Institution
are each considered data controllers with respect to their
separate processing activities of Personal Information.

(b) The Parties shall, at all times throughout the term of
this  Agreement, comply with all applicable data
protection/privacy and human biological sample laws, rules and
regulations, as amended from time to time, with respect to the
collection, use, processing, storage, transfer, modification,
deletion and/or disclosure of any Personal Information and
human biological samples under this Agreement and Regulatory
Requirements.

During the clinical trial and after its completion, the contractual
parties are required to observe the relevant legal regulations on
personal data protection during the processing and transfer of
data to another country, particularly in accordance with Act No.
110/2019 Coll., on Personal Data Processing, as amended, and
EU legislation. Both the Sponsor and the CRO are obliged to
ensure an adequate level of personal data protection both in the
Czech Republic and the EU. Therefore, Sponsor ensure its
compliance on GDPR Regulation by AstraZeneca’s Binding
Corporate Rules available on:
https://www.astrazenecabindingcorporaterules.com/home.html
binding Sponsor’s Affiliates and by signing Standard Contractual
Clauses with its third parties service providers and partners .
CRO agrees that the transfer of personal data outside EU for

,opravce” znamena fyzickou nebo pravnickou osobu, organ
vefejné moci, agenturu nebo jiny subjekt, ktery sam nebo
spoleCné s ostatnimi urCuje ucCel a prostfedky zpracovani
osobnich Udajd.

,O0sobni  (daje” jsou jakékoli informace souvisgjici s
identifikovanou &i identifikovatelnou fyzickou osobou (,Subjekt
Udaji); identifikovatelna fyzicka osoba je osoba, kterou lze
identifikovat, pfimo ¢i nepfimo, pfedevSim prostfednictvim
identifikaéniho Udaje, napf. jména, identifikaéniho Cisla, polohy,
online identifikaniho Udaje, pfipadné prostfednictvim jednoho &i
vice faktoru, které jsou specifické pro fyzickou, fyziologickou,
genetickou, dusevni, ekonomickou, kulturni &i socialni totoznost
takové fyzické osoby.”

,Poruseni zabezpeCeni osobnich Udaju“znamena naruSeni
bezpecnosti, které vede k nahodnému nebo protipravnimu
znigeni, ztraté, zméné nebo neopravnénému zvefejnéni nebo
zpfistupnéni pfenadenych, uloZzenych nebo jinak zpracovavanych
Osobnich udajd.

(a) Strany se dohodly, Ze Zadavatel a Poskytovatel jsou
povazovani za spravce Udaju, pokud jde o jejich oddélené
zpracovani Osobnich udaju.

(b) Strany musi po celou dobu trvani této smlouvy dodrzovat
veSkeré platné zakony, nafizeni a pfedpisy na ochranu Udaju a
osobnich udaju a zakony tykajici se lidskych biologickych vzorkd,
v platném znéni, v souvislosti se shromazdovanim, pouZitim,
zpracovanim, uchovavanim, pfenosem, Upravami, vymazanim
a/nebo odtajnénim jakychkoliv osobnich informaci a lidskych
biologickych vzork( podle této smlouvy a Regulaénich pozadavku.

Smluvni strany jsou povinny v priibéhu klinického hodnoceni i po
jeho ukonceni dbat podle pfislusnych pravnich prfedpist o ochranu
osobnich udajl pii jejich zpracovani i pfedani do jiné zemé, a to
zejm. vsouladu se zakonem ¢. 110/2019 Sb., o zpracovani
osobnich udajl, ve znéni pozdéjSich pfedpist a pravnimi pfedpisy
EU. Zadavatel i CRO je povinen zajistit odpovidajici Uroven
ochrany osobnich (daji jako v Ceské republice/EU.  Proto
Zadavatel zajistuje sv0j soulad s nafizenim GDPR prostfednictvim
zavaznych podnikovych pravidel spole¢nosti AstraZeneca, ktera
jsou K dispozici na:
https://www.astrazenecabindingcorporaterules.com/home.html
zavazujici pfidruZzené spolenosti Zadavatele a podpisem
standardnich smluvnich dolozek s tfetima stranama-poskytovateli
sluzeb a partnery. Labcorp souhlasi s tim, Ze pfedani osobnich
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which Labcorp can be deemed as controller and which proves
necessary for the fulfillment of the intended purpose of this
contract, is made through a standard contractual clause, which
forms Attachment C to the contract.

(c) Both the Sponsor and the Parties shall maintain
appropriate technical and organizational security measures to
protect the Study Subjects and Study Staff's Personal Data they
process in relation to this Agreement.

(d) The Institution shall appoint a person that shall act as a
primary point of contact and shall respond to all Data Subject’s
rights exercised by the Study Subjects and/or the Study Staff in
respect to processing of their Personal Data in relation to this
Agreement (‘Data Subject's Request). The Institution shall
inform the Sponsor and/or CRO and request its assistance in
responding to a Data Subject's Request only to the extent the
Institution is unable to manage and respond to the Data
Subject's Request without information which could only be
provided by the Sponsor and/or CRO. To the extent, the
Sponsor and/or CRO needs to provide information to the
Institution, the Institution shall inform the Sponsor and/or CRO
within 3 days upon receiving the Data Subject's request. Under
such circumstances, the Sponsor and/or CRO shall cooperate
with the Institution and shall provide the Institution with, subject
to Applicable Law, the requested information and undertake any
reasonable actions to enable the Institution to respond to the
Data Subject's Request. The Institution shall, upon the
reasonable request by Sponsor and/or CRO, provide Sponsor
and/or CRO with any information, undertake any actions or
provide assistance to the Sponsor and /or COR as may be
required by the Sponsor and/or CRO to respond to a Data
Subject's request.

(e) If a Personal Data Breach occurs in relation to any
Study Subjects or Study Staffs Personal Data processed in
relation to this Agreement and it is likely that such breach poses
a risk to an individual's rights and freedoms (a “Reportable
Breach”), the Institution must notify the relevant supervisory
authority without undue delay and at the latest within 72 hours
after having become aware of such breach. If such Reportable
Breach poses a high risk to the affected individuals, then the
Institution shall also inform them, unless the Institution has put in
place effective technical and organizational protection measures
that ensure that the risk is no longer likely to materialise. The
Institution shall notify the Sponsor and/or CRO of any
Reportable Breach no later than 24 hours after having become
aware of such Reportable Breach.

udaji mimo EU, u nichZ Ize Labcorp povaZovat za spravce Udaju
a které se ukaze jako nezbytné pro spinéni zamysleného Ucelu
této smlouvy, se uzavira prostfednictvim standardni smluvni
dolozky, ktera tvofi pfilohu C smlouvy.

(c) Zadavatel i Strany budou udrzovat vhodna technicka a
organizaCni bezpec€nostni opatfeni na ochranu osobnich udajl
subjektl studie a osobnich udaju Personalu studie, které budou v
souvislosti s touto smlouvou zpracovavat.

(d) Poskytovatel jmenuje osobu, ktera bude pusobit jako
primarni kontaktni misto, a odpovidat na vSechny Z&dosti o
uplatnéni prav Subjektl Udaju podané subjekty studie a/nebo
Personalem studie ohledné zpracovani jejich osobnich Udaji v
souvislosti s touto Smlouvou (déle jen ,Zadost subjektu Gdajd’).
Poskytovatel informuje Zadavatele a/nebo CRO a pozada o
pomoc pfi odpovédi na Zadost subjektu udajil pouze v rozsahu, v
jakém zdravotnickém zafizeni poskytovatele neni schopné Zadost
subjektu Udajl vyfidit nebo na ni odpovédét bez informaci, které
by mohl poskytnout pouze Zadavatel a/nebo CRO. Pokud je
nutné, aby Zadavatel a/nebo CRO poskytli informace
Poskytovateli, Poskytovatel informuje Zadavatele a/nebo CRO do
péti (3) dni od obdrzeni Zadosti subjektu udaji. Za téchto
okolnosti budou Zadavatel a/nebo CRO spolupracovat se
Poskytovatelem a poskytnou Poskytovateli poZzadované informace
v souladu s platnymi zakony a podniknou veskera pfiméfena
opatfeni, aby Poskytovateli umoznili odpovédét na Zadost
subjektu udaji. Poskytovatel poskytne na zakladé pfiméfené
Zadosti Zadavatele a/nebo CRO Zadavateli a/nebo CRO jakékoli
informace, podnikne jakékoli kroky nebo poskytne Zadavatelovi
alnebo CRO pomoc, kterou mize Zadavatel a/nebo CRO
pozadovat k odpovédi na Zadost subjektu tdaj.

(e) Dojde-li k PoruSeni zabezpeceni osobnich Udaju ve
vztahu k osobnim udajim subjektd studie nebo Personalu studie
zpracovanych v souvislosti s touto Smlouvou a je pravdépodobné,
Ze takové porudeni pfedstavuje riziko pro prava a svobody
jednotlivece  (,PoruSeni  podiéhajici  povinnosti  oznameni),
Poskytovatel je povinno informovat pfislusny kontrolni organ bez
zbyte€ného odkladu a nejpozdéji do 72 hodin poté, co se o
takovém poruSeni dozvédél. Pokud takové PoruSeni podiéhajici
povinnosti oznameni pfedstavuje vysoké riziko pro postizené
osoby, musi je Poskytovatel také informovat, pokud Poskytovatel
nepfijal Ucinna technicka a organizacni ochranna opatfeni, ktera
zajisti, Ze riziko jiz nenastane. Poskytovatel oznami Zadavateli
a/nebo CRO kazdé PoruSeni podléhajici povinnosti ozndmeni, a
to nejpozdéji do 24 hodin poté, co se o takovém Porudeni dozvi.
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(f) The Institution and Investigator shall notify Labcorp and
the Sponsor immediately of any accidental, unlawful or
unauthorized use or disclosure of Personal Information or
human biological samples of which it becomes aware.

(9 Except for any information that is provided to the
Sponsor or the Labcorp monitor, which shall include any source
data including the Personal Information of the Study Subjects,
any other information provided to Labcorp or the Sponsor shall
always be de-identified or key coded. Further, no information
other than the information provided to complete the Study shall
be provided to Labcorp or the Sponsor under this Agreement.

(h) The Institution and the Investigator each agree that:

(i) Labcorp or the Sponsor may collect and use
Personal Information about the Investigator,
Institution and Study Staff, such as contact
information and professional credentials etc., for
the purposes of conducting the Study, compliance
with statutory or ethical requirements for the
purpose of identifying skills, facilities and any
other information relevant to the performance of
clinical trials being conducted by the Sponsor
and/or Labcorp and as required by applicable law.
The Institution and/or the Investigator shall inform
and Study Staff of their right to check the
accuracy and modify/rectify/update (as the case
may be) any Personal Information by notification
to the Sponsor or Labcorp.

(i) the Personal Information of the Investigator and
Study Staff will be transferred and processed
outside of the Czech Republic. Regardless of the
country to which the Personal Information may be
transferred, Labcorp and the Sponsor shall take
steps to ensure that they and their affiliates,
agents, subsidiaries and suppliers comply with the
applicable regulations and laws and shall take
reasonable steps to protect the security of such
Personal Information.

(i) The Institution agrees that the Investigator shall ensure
that the Study Staff agree that the Sponsor or Labcorp or a
designated third party shall have the right to the extent
necessary for the purposes of in accordance with applicable law

(f) Poskytovatel a ZkouSejici uvédomi neprodlené Labcorp a
Zadavatele o jakémkoliv neUmysiném, nezakonném nebo
neopravnéném pouziti nebo odtajnéni osobnich Udaju nebo
lidskych biologickych vzorku, o kterych se dozvi.

(9) S vyjimkou jakychkoli informaci, které jsou poskytovany
Zadavateli nebo monitoru Labcorp, a které zahrnuji veSkeré
zdrojové udaje, véetné osobnich udaji subjektd hodnoceni, musi
byt jakékoli dalSi informace poskytnuté Labcorp nebo Zadavateli
vzdy identifikovany nebo kodovany kliCem. Navic nebudou
spoleénosti Labcorp ani Zadavateli podle této Smlouvy pfedany
zadné jiné informace nez informace poskytnuté pro dokonceni této
Studie.

(h) Poskytovatel a ZkouSejici kazdy samostatné souhlasi s
nasledujicim:

(i) Labcorp nebo Zadavatel sméji shromazdovat a
pouzivat Osobni Udaje o ZkouSejicim, Poskytovateli
a Personalu studie, jako jsou kontaktni informace a
profesni Udaje atd., pouze za UCelem provadéni
Studie, dodrzovani zakonnych nebo etickych
pozadavkll za ucelem identifikace dovednosti,
zafizeni a jakychkoli dalSich informaci tykajicich se
provadéni Klinickych hodnoceni Zadavatelem a/nebo
spole¢nosti Labcorp a v souladu s platnymi pravnimi
pfedpisy. Poskytovatel a/nebo ZkouSejici musi
informovat Personal studie o pravu zkontrolovat
pfesnost a upravit/opravit/aktualizovat (v pfipadé
potfeby) jakékoli Osobni Udaje  oznamenim
Zadavateli nebo spoleénosti Labcorp.

(i) osobni udaje ZkouSejiciho a Personalu studie budou
pfevedeny a zpracovany mimo  Ceskou
republiku,Bez ohledu na zemi, do které mohou byt
osobni Udaje pfedavany, spoleCnost Labcorp a
Zadavatel podniknou kroky k zajisténi toho, aby oni
a jejich pfidruzené spoleCnosti, zastupci, dcefiné
spoleCnosti a dodavatelé dodrzovali platné pfedpisy
a zakony a piijali pfiméfena opatfeni k zabezpeceni
takovych Osobnich Gdajd.

(i) Poskytovatel souhlasi, Zze ZkouSejici zajisti, aby Personal
studie souhlasil s tim, Ze Zadavatel nebo spole¢nost Labcorp
nebo urCena tfeti strana maji pravo v rozsahu nezbytném pro
ucely v souladu s platnymi pravnimi pfedpisy zvefejiiovat,
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to disclose, process and store his/her Personal Information in
connection with this Study to a Regulatory Authority and IEC,
which may be located outside of Czech republic and which may
not offer an equivalent level of data protection.

(i) Insofar the Institution and/or Investigator discloses its
Study Staff, employees or any other individual's Personal
Information to Labcorp or the Sponsor for the purpose or in
connection with this Agreement, the Institution and/or the
Investigator shall inform all such individuals with regard to the
processing of their Personal Information, including in connection
with Labcorp and/or the Sponsor's audit rights set out herein.
The Institution and/or Investigator shall ensure that such
disclosure is done in accordance with any applicable Regulatory
Requirements, including information and consent requirements
to allow Labcorp and/or the Sponsor the possibility to process
the received Personal Information for the purposes set out in the
Agreement without fulfilling any other formality. The Institution
and/or Investigator shall also consider any instructions which
may be sent electronically or in writing, from time to time, by
Labcorp and/or the Sponsor, in respect of the information that
should be provided to individuals for the fulfilment of this
Section.

(k) Both of the Parties and Sponsor shall indemnify,
defend, and hold each other harmless from and against any and
all liabilities, claims, losses, suits, judgments, and reasonable
legal fees arising from any breach, negligent act, error or
omission of relevant data protection obligations under this
Agreement by the other Party, its staff or Subcontractors. For
this purpose, the Sponsor shall provide an INDEMNIFICATION
FORM FOR THE CLINICAL STUDY.

6. CONFIDENTIALITY

(a) Institution shall not, and Institution shall ensure that the
Investigator and Research Staff shall not disclose to any third
party or use for any purposes other than for the performance of
the Study (i) the terms of this Agreement; and (i) any business,
employee, patient or customer information or data in any form
which is disclosed or otherwise comes into possession of a
Party, directly or indirectly, as a result of this Agreement and
which is of a confidential or proprietary nature (including, without
limitation, the Study Documentation, any information relating to
business  affairs,  operations,  products,  processes,
methodologies, formulae, plans, intentions, projections, know-
how, Intellectual Property, trade secrets, market opportunities,
suppliers, customers, marketing activities, sales, software,

zpracovavat a ukladat jejich Osobni Udaje v spojeni s touto Studii
pro Regulacni organy a IEK, které mohou sidlit mimo Ceskou
republiku a které nemusi zajistovat rovnocennou uroven ochrany
udaja.

(i) Pokud Poskytovatel a/nebo ZkouSejici sdéli Osobni
udaje Personalu studie, zaméstnanci nebo jakékoli jiné osoby
spoleCnosti Labcorp nebo Zadavateli za Ucelem této Smilouvy
nebo v souvislosti s ni, Poskytovatel a/nebo Zkousejici informuje
vSechny takové osoby o zpracovani jejich Osobnich udajl, atoiv
souvislosti s pravy spole¢nosti Labcorp a/nebo Zadavatele na
audit, jak je uvedeno v této smlouvé. Poskytovatel a/nebo
ZkousSejici zajisti, aby takové sdéleni bylo provedeno v souladu s
pfislusnymi  Regulaénimi pozadavky, v&etné pozadavki na
informace a souhlas, aby spole¢nost Labcorp a/nebo Zadavatel
mohli zpracovat pfijaté Osobni Udaje pro ucely stanovené ve
Smlouvé bez spInéni jakékoli dalsi formality. Poskytovatel a/nebo
ZkousSejici rovnéz zvazi veskeré pokyny, které mohou byt zasilany
elektronicky nebo pisemné ¢as od €asu spoleCnosti Labcorp
a/nebo Zadavatelem, pokud jde o informace, které by mély byt
jednotliveiim poskytovany ke splnéni pozadavku tohoto ¢lanku.

(k) Smluvni strany a Zadavatel se vzajemné odSkodriuji, haji
a vzajemné se udrzuji prosti jakychkoli a viech zavazk, naroka,
ztrat, soudnich spord, soudnich rozhodnuti a pfiméfenych
pravnich poplatkd vyplyvajicich z porudeni, nedbalosti, chyby
nebo opomenuti pfislusné ochrany osobnich Udaji, zavazki
vyplyvajicich z této Smlouvy pro druhou stranu, jeji zaméstnance
nebo subdodavatele. Za timto uCelem bude poskytnut
Zadavatelem FORMULAR pro ZBAVENiI ODPOVEDNOSTI
PRO KLINICKE STUDIE.

6. ZACHOVANI DUVERNOSTI

(a) Poskytovatel nesmi zvefejnit a Poskytovatel musi zajistit,
aby ZkouSejici a Vyzkumny persondl nezvefejnil Zadnym tfetim
strandm nebo nepouzil pro Zadné jiné ucely nez pro Ucely Studie
(i) podminky této smlouvy; a (i) jakékoli obchodni informace,
Udaje o zaméstnancich, pacientech nebo zéakaznicich v jakékoli
formé, které jsou sdéleny nebo se jinak octnou v drzeni nékteré
Strany pfimo nebo nepfimo v dusledku této smlouvy a které maji
davérnou nebo vlastnickou povahu (zejména  Studijni
dokumentace, veSkeré informace tykajici se obchodnich
zalezitosti, operace, produkty, procesy, metodiky, vzorce, plany,
zameéry, projekce, know-how, duSevni vlastnictvi, obchodni
tajemstvi, trzni pfileZitosti, dodavatele, zakazniky,
marketingovéCinnosti,  prodej,  software, po itaCové a
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computer and telecommunications systems, costs and prices,
wage rates, records, finances and personnel). (hereinafter,
collectively "Confidential Information") without the prior written
consent of Sponsor. Such Confidential Information shall remain
the confidential and proprietary property of Sponsor and shall be
disclosed only to the Investigator and Research Staff bound by
obligations of confidentiality consistent with this Agreement who
have a “need to know” for the performance of the Study. The
obligation of nondisclosure shall not apply to the following
Confidential Information:

(i) Confidential Information that is or becomes publicly
available through no fault of Institution, Investigator or
Research Staff;

Confidential Information that is disclosed to Institution,
Investigator, and/or Research Staff by a third party
legally entitled to disclose such information in a non-
confidential fashion;

(i) Confidential Information that is already known to
Institution, Investigator, and/or Research Staff as

shown by its prior written records;

Confidential Information required to be disclosed to a
government authority or by order of a court of
competent jurisdiction, provided that to the extent
permissible by law (i) such disclosure is subject to all
applicable governmental or judicial protection available
for like material and Institution cooperates with Sponsor
in seeking such protection as reasonably requested
thereby; (ii) reasonable advance notice is given to
Sponsor; and (iii) Institution, Investigator, and/or
Research Staff shall take reasonable steps to limit the
scope of such disclosure.

(b) Confidentiality obligations shall survive for ten years
after the expiration or termination of this Agreement.

1. STUDY DRUG AND EQUIPMENT

(a) Institution and Investigator will be provided with
sufficient amounts of the Study Drug solely for the purposes of
the conduct of the Study, free of charge. Available information
on the Study Drug, which Sponsor considers necessary or

telekomunikaCni systémy, naklady a ceny, mzdové sazby,
zaznamy, finance a persondl) (dale spolecné ,Divérné
informace®) bez pfedchoziho pisemného souhlasu Zadavatele.
Takové Dlvémé informace zustanou i nadale divérmym a
soukromym majetkem Zadavatele a budou zpfistupnény pouze
ZkouSejicimu a Vyzkumnému personalu vazanému zavazkem
mi€enlivosti v souladu s touto Smlouvou, ktery ma pfistup
k Davérnym informacim potfebnym k provedeni Studie. Zavazek
mi¢enlivosti se nebude vztahovat na nasledujici informace:

(i) Ddvémé informace, které jsou nebo se stanou
vefejné dostupnymi bez zavinéni Poskytovatele,
Zkousejiciho nebo Vyzkumného Personalu;

(i) Davémé informace, které jsou zpfistupnény

Poskytovateli, ZkouSejicimu a/nebo Vyzkumnému

Personalu treti stranou, ktera je opravnéna zvefejnit

takové informace neutajovanym zplsobem;

(iiiy Davémé informace, které jsou jiz Poskytovateli,
ZkouS$ejicimu  a/nebo  Vyzkumnému  Personalu
znamy, jak Ize prokazat prostfednictvim jejich
pfedchozich pisemnych zaznam(;

(iv) Davérné informace, které je nutno zpfistupnit viadnim
organim nebo na zakladé soudniho pfikazu
pfisludné jurisdikce za predpokladu, ze v rozsahu
povoleném zakonem (i) takové zpfistupnéni informaci
bude podléhat veSkeré platné viadni a soudni
ochrang, ktera je k dispozici pro takovy material, a
Poskytovatel bude spolupracovat se Zadavatelem za
Ucelem ziskani takové ochrany, kterd bude
vyzadovana; (i) ze Zadavatel obdrzi pfijatelné
v€asné vyrozuméni; a (iii) Poskytovatel, ZkouSejici
a/nebo Vyzkumny personal ucini pfijatelna opatfeni k
omezeni rozsahu takového zvefejnéni informaci.

(b) Zavazky dlvérnosti zustavaji v platnosti po dobu deseti
(10) let po uplynuti platnosti nebo ukonceni této Smlouvy.

7. STUDIJNI LEK A VYBAVENI

(a) Poskytovatel bude bezplatné poskytnuto dostatecné
mnozstvi Studijniho Léku, a to vyhradné pro Ucely provadéni
Studie. Rovnéz budou poskytnuty dostupné informace o Studijnim
Léku, které Zadavatel povazuje za nutné nebo uZitené pro
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useful for conducting the Study, will also be provided.

The Sponsor or Labcorp will ensure the distribution of the
shipments of evaluated medicinal products to the provider's
pharmacy, where the pharmacist will receive and inspect them
(like other shipments - e.g. checking if it is not damaged, and in
case of special transport requirements, if these requirements
have been complied with, and confirms receipt of the shipment),
subsequenty at the request of the Investigator, picks up the
evaluated medicinal products at the center and is fully
responsible for them. The Sponsor or Labcorp is obliged to
notify, either by email or by telephone, the pharmacist
authorized by the pharmacy within 3 working days before
delivery as to when the shipment will be delivered to the
pharmacy. The sponsor will arrange for the disposal of unused
medication at their own expense.

The contracting authority will arrange delivery to the address:
Hospital pharmacy FN Motol, V Uvalu 84, 150 06 Prague 5 and
will label it with the name of the responsible pharmacist.

(b) Institution agrees to limit access to the Study Drug to only
Research Staff who, under Investigator's direct control, will be
engaged in using the Study Drug as contemplated by the
Protocol

(c) Investigator will maintain a record of receipt and
dispensing of the Study Drug.

(d) Upon completion of the Study or early termination
thereof, all unused Study Drug, compounds, devices, Labcorp or
Sponsor provided equipment, and related Study materials
furnished to Institution and Investigator by or on behalf of
Sponsor or Labcorp shall be returned or destroyed in
accordance with the Protocol and as directed by Labcorp at the
expense of Sponsor / Labcorp.

(e) Institution acknowledges that the Study Drug is
experimental in nature, and therefore shall exercise prudence
and reasonable care in, and comply with any Instructions
regarding, the use, handling, secure storage, transportation,
disposition and containment of the Study Drug, including any
derivatives thereof.

4] The Institution hereby undertakes:

(i) that it will use the pharmacy NemocniCni
lékdarna  FN Motol [Hospital Pharmacy,

provadéni Studie.

Zadavatel nebo Labcorp zajisti distribuci zasilky hodnocenych
léCivych pripravk( do |ékarny poskytovatele, kde je lékarnik
pfevezme a zkontroluje (jako jiné zasilky - tzn. neni-li poSkozena,
v pfipadé zvlaStnich pozadavki na transport, byly-li tyto
pozadavky dodrzeny, pfijem zésiky potvrdi), nésledné si na
zadanku zkouSejici hodnocené IéCivé pfipravky vyzvedne na
centrum a je za né pIné zodpovédny. Zadavatel nebo Labcorp je
povinen oznamit do 3 pracovnich dn( pfed dodanim, kdy bude
zasilka do lékamy pfedana budto emailem nebo telefonicky
lékarnou povéfenému farmaceutovi. Likvidaci nevyuzitych 1kU si
zadavatel zajisti na vlastni naklady.

Zadavatel zajisti dodavku na adresu:

Nemocni¢ni lIékarna FN Motol,

V Uvalu 84, 150 06 Praha 5 a oznaéi ji jménem odpovédného
lékarnika.”

(b) Poskytovatel se zavazuje, Ze omezi pfistup ke
Studijnimu Léku pouze na Vyzkumny Personal, ktery bude pod
pfimou kontrolou Zkousejiciho pouzivat Studijni Lék zplsobem
dle Protokolu

(c) ZkouSejici povede zaznamy o pfijmu a vydeji Studijniho
Léku.
(d) Po dokonceni Studie nebo jejim pfedCasném ukonéeni

se veSkery nepouzity Studijni Lék, preparaty, zafizeni, vybaveni
poskytnuté spoleCnosti Labcorp nebo Zadavatelem a souvisejici
materidly pro hodnoceni poskytnuté Poskytovateli a Zkousejicimu
Zadavatelem nebo spoleCnosti Labcorp Ci jejich jménem musi
vratit nebo zniCit v souladu s Protokolem a podle pokyni
spoleCnosti Labcorp, pfiemz naklady na vraceni Ci zniéeni
ponese Zadavatel/Labcorp.

(e) Poskytovatel bere na védomi, Ze Studini Lék je
experimentélni 1éCivo, a proto musi postupovat obezfetné a
opatrné a dodrzovat vSechny Pokyny tykajici se pouziti,
zachazeni, bezpecného skladovani, pfenosu, likvidace a ochrany
Studijniho Léku, vEetné vech jeho derivatl.

(f) Poskytov)atel se timto zavazuje:

(i) Ze bude vyuzivat sluzeb lekarny Nemocnicni
lékarna FN Motol, V Uvalu 84, 150 06 Praha
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University Hospital in Motol], V Uvalu 84,
150 06 Praha 5, Ceska republika
(hereinafter the “Pharmacy’), contact
person recorded in Delegation log
(hereinafter  “Pharmacist’) for receipt
storage and distribution of the Study Drug

(ii) that the Study Drug shall be handled in
accordance to good pharmacy, storage and
distribution practice according to Act No.
378/2007 Sb., Collection of Laws, on
therapeutic agents amended by Regulation
No. 226/2008 Sb., Collection of Laws, on
good clinical practice and the detailed
conditions of the clinical assessment of
therapeutic agents and in accordance to
Regulation No. 229/2008 Sb., Collection of
Laws, on the manufacture and distribution
of therapeutic agents including current
exceptions

(9) Institution will be provided by third party providers with
the following equipment for the purposes of which they will enter
into a Leasing Contract with the Provider:

(i) Ipad for econsent, the monitoring devices with
phones for the patient that will be doing the Actiography
free of charge, properly packaged and labeled, to be
used solely for the purposes of the conduct of the
Study.

(h) Institution and Investigator shall exercise reasonable
care and comply with any Instructions regarding the use and
storage of Equipment. Institution understands and agrees that
Institution fees will be offset if the Institution and/or Research
Staff are negligent with any equipment provided, including
misuse, damage or loss.

8. REPORTING STUDY DRUG SAFETY
Study Drug safety reporting shall be conducted strictly as per
Protocol and ICH-GCP

9. DEREGISTRATION

Institution, on behalf of itself, the Investigator and its Research
Staff represents and warrants that neither it, nor any other
person retained by it to perform the Study pursuant to this
Agreement (i) has previously been “struck-off’, debarred,

5, Ceska republika (dale jen "Lékarna"),
kontakini osoba, ktorda bude uvedena v
,delegation logu“ (dale jen "Lékarnik") pro
skladovani na pfijmu a distribuci Studijniho
Léku

(ii) Ze se Studijnim Lékem bude nakladano v
souladu se spravnou lékarenskou, skladovaci
a distribuéni praxi podle zakona ¢. 378/2007
Sb., o léCivech, ve znéni vyhl&Sky €. 226/2008
Sb., o spravné klinické praxi a blizSich
podminkach klinického hodnoceni [éCivych
pfipravkl, a v souladu s vyhlaskou ¢.
229/2008 Sb., o vyrobé a distribuci léCiv,
véetné stavajicich vyjimek.

(9) Poskytovateli bude poskytnuto externimi dodavateli toto
vybaveni, za uéelem ¢ehoz uzavie s Poskytovatelem Smilouvu o
vypujcce:

(i) Ipad pro elektronické poskytnuti souhlasu,
sledovaci zafizeni s telefony pro pacienta, ktery bude
provadét Aktiografii bezplatné, fadné zabalené a
oznacené, urtené k pouZiti vyhradné pro Ucely provadéni
Studie.

(h) Poskytovatel a Zkousejici vynalozi pfiméfenou péci a
budou dodrzovat jakékoliv Pokyny ohledné pouzivani a
uchovavani Vybaveni. Poskytovatel bere na védomi a souhlasi,
Ze v pfipadé nedbalého zachazeni s jakymkoli poskytnutym
vybavenim, vCetné jeho nespravného pouziti, poSkozeni nebo
ztraty, ze strany Poskytovatel a/nebo Vyzkumnych pracovnik
bude Skoda zapoctena proti jejich odméné.

8. HLASENi BEZPECNOSTI STUDIJNIHO LEKU
HlaSeni bezpe€nosti Studijniho Léku musi byt provedeno
vyhradné podle Protokolu a smérnice ICH-GCP.

9. ZRUSENI REGISTRACE

Poskytovatel svym jménem a jménem ZkouSejiciho a svého
Vyzkumného Personalu samostatné prohlasuji a zaruduji, ze on
sam ani zadna jina osoba, které zadal provadéni Studie podle této
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deregistered, suspended or otherwise had it/histher right to
conduct clinical studies or government health care programs or
to practice in a healthcare profession, as a result of any
professional misconduct, revoked by any national, foreign or
international authority/organization, (ii) is aware of the initiation
of any proceedings involving his/her disqualification,
deregistration or debarment, or (i) has been charged with
crimes resulting in the revoking of such right. Institution, on
behalf of itself and its Research Staff and Investigator shall
inform  Labcorp without delay should any revocation,
deregistration or debarment be announced during the Study.

10. AUDIT, MONITORING AND INSPECTION

(a) Institution shall cooperate with Labcorp, Sponsor, and
any governmental or regulatory authorities in their efforts to
monitor, audit, or inspect the progress of the Study at Institution.
Authorized representatives of Labcorp and Sponsor shall have
the right, upon reasonable advance notice, and during regular
business hours, to:

(i) examine and inspect the Institution’s facilities used for
the performance of the Study;

inspect and copy all data and work products related to
the Study; and

examine source documents and other medical records
of Study patients reasonably necessary to monitor the
Study.

(b) In the event Institution receives notice that Institution or
Investigator shall be the subject of an investigation or audit by
any governmental or regulatory authority, Institution shall notify
Labcorp immediately. In the event Institution does not receive
prior notice of said investigation or audit, Institution shall notify
Labcorp as soon as practicable after receiving knowledge of
said investigation or audit. Institution will provide Labcorp and
Sponsor copies of all Study specific materials, external
correspondence, statements, forms and records that Institution
or Investigator receives, obtains or generates pursuant to any
such investigation, including providing Labcorp and Sponsor a
reasonable opportunity to comment in advance on any
correspondence generated by Institution or Investigator to the
appropriate authority.

() Institution shall promptly correct all errors identified by
Sponsor, Labcorp or their representatives during any audit, as
well as any items that are identified as being non-compliant with

Smilouvy, (i) nebyla v minulosti "vySkrtnuta", vylou€ena,
odregistrovana, jeji Cinnost nebyla pozastavena, ani ji jakykoli
narodni, zahranitni nebo mezindrodni organ ¢i organizace
neodnala pravo provadét klinické studie nebo se uéastnit viadnich
program( zdravotni péce nebo provozovat zdravotnické povolani
v dusledku jakéhokoli profesionainiho pochybeni, (i) si neni
védoma zahédjeni jakéhokoli fizeni souvisejiciho s jejim
vyloucenim, zruSenim registrace nebo vylouenim, nebo (iii)
nebyla obvinéna z trestnych ¢inu s dusledkem odejmuti takového
prava. Poskytovatel svym jménem a jménem ZkouSejiciho a
svého Vyzkumného Personalu jsou povinni spolecnost Labcorp
bez odkladu informovat, pokud béhem provadéni Studie dojde k
odejmuti, zruSeni registrace nebo vylouceni.

10. AUDIT, MONITOROVANI A INSPEKCE

(a) Poskytovatel musi spolupracovat se spoleénosti Labcorp,

Zadavatelem a pfisluSnymi vladnimi a regulacnimi orgény v jejich

Usili o sledovani, audit nebo kontrolu prubéhu Studie ve

zdravotnickém  zafizeni Poskytovatele. Povéfeni  zastupci

spoleCnosti Labcorp a Zadavatele maji na zakladé upozornéni

uéinéného s pfiméfenym pfedstinem a v bézné pracovni dobé tato

prava:

(i) zkoumat a kontrolovat prostory Poskytovatele zafizeni
vyuzivané pro provadéni Studie;

(i) kontrolovat a kopirovat veSkera data a vysledky prace

(iii)

spojené se Studii; a

zkoumat zdrojové dokumenty a jiné lékafské zadznamy o
subjektech, které jsou pfiméfené nezbytné ke sledovani
Studie.

(b) V' pfipadé, Ze Poskytovatel obdrzi oznameni, Zze
Poskytovatel nebo ZkouSejici maji byt pfedmétem vySetfovani
nebo auditu ze strany jakéhokoliv statniho nebo regulacniho
organu, musi Poskytovatel neprodlené informovat spole¢nost
Labcorp. V pfipadé, ze Poskytovatel neobdrzi pfedchozi
ozndmeni o zminéném vySetiovani nebo auditu, je 0 tom povinen
co nejdfive poté, co se dozvi o vySetfovani nebo auditu,
informovat  spoleénost  Labcorp.  Poskytovatel  poskytne
spoleénosti Labcorp a Zadavateli kopie vSech specifickych
materidli o Studii, externi korespondenci, pfikazy, formulafe a
zaznamy, které Poskytovatel nebo ZkouSejici ziska Ci vytvofi na
zakladé takového vySetfovani, a poskytne také spoleCnosti
Labcorp a Zadavateli pfiméfenou moznost se pfedem vyjadiit k
veSkeré korespondenci, kterou Poskytovatel nebo ZkouSejici pro
dany organ vytvofi.

(c) Poskytovatel bezodkladné opravi vSechny chyby zjiSténé
Zadavatelem, spole¢nosti Labcorp nebo jejich zastupci v pribéhu
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the Protocol, ICH-GCP Guidelines or with
obligations under this Agreement.

Institution s

(d) The Institution shall allow the CRO / sponsor or their
representatives to inspect, monitor or audit the work pursuant to
this contract at the study site or other contractually designated
premises where or with the help of which the study (clinical trial)
is being conducted, exclusively during normal businesse hours.
However, such inspection or audit must be agreed to at least 3
days in advance and must not disrupt the normal operation of
the Institution.

1. PUBLICATION

(a) All data or results arising out of the performance of this
Study shall be considered Confidential Information as defined
above and shall not be used for the commercial benefit of
Institution, Investigator, or Research Staff.

(b) The Institution and the Principal Investigator shall be
entitled to publish the results of, or make presentations related
to, the Study, as indicated in this Section. If this Study is part of
a multi-center clinical trial, Institution and Principal Investigator
agree not to independently publish the results of the Study until
first occurrence of one of the following: (i) multi-center primary
Publication is published; (ii) no multi-center primary publication
is submitted within two years after conclusion, abandonment, or
termination of the Study at all sites; or (iii) Sponsor confirms in
writing there will be no multi-center primary Publication. All such
publications or presentations shall (i) be consistent with
academic standards and International Committee of Medical
Journal Editors (ICMJE) guidelines, (i) not be false or
misleading, (iii) comply with all Applicable Laws, (iv) not be
made for any commercial purpose.

(c) The Institution and/or the Principal Investigator shall
provide the Sponsor with copies of any materials relating to the
Study that either intends to publish (or submit for publication) or
make any presentations relating to, at least thirty (30) days in
advance of publication, submission or presentation.

(d) At the request of the Sponsor and/or Labcorp, the
Institution and/or the Principal Investigator:
(i) shall not include in or shall remove from any
proposed  publicaton any  Confidential
Information, errors or inaccuracies; and
(i) shall withhold publication, submission for
publication or presentation for a period of ninety

jakéhokoli auditu, jakoz i veSkeré polozky oznaené za
neodpovidajici Protokolu, smérnici ICH-GCP nebo povinnostem
Poskytovatele podle této Smiouvy.

(d) Poskytovatel zdravotnich sluzeb umozni CRO/zadavateli
nebo jejich zastupcim, aby provedli kontrolu, monitorovani nebo
audit praci ve smyslu této smlouvy u studijniho pracovité, nebo
vjinych smluvné uréenych prostorach, v nichz nebo s jejichz
pomoci se provadi studie (klinické hodnoceni), a to vyhradné
béhem bézné pracovni doby. Takova kontrola nebo audit vSak
musi byt domluven minimainé 3 dny pfedem a nesmi narusit
bézny chod poskytovatele zdravotnich sluZeb.

11.  ZVEREJNENI

(a) V8echny Udaje a vysledky vyplyvajici z pinéni této Studie
se povazuji za Divérné informace dle vySe uvedené definice, a
nesmi byt pouzity pro komeréni prospéch Poskytovatele,
ZkouSejiciho nebo Vyzkumného personalu.

(b) Poskytovatel zafizeni a Hlavni zkou$ejici jsou opravnéni
zvefejiovat vysledky Studie nebo prezentovat souvisejici Udaje
ze Studie, jak je uvedeno v tomto ¢lanku. Pokud je tato Studie
soucasti multicentrického klinického hodnoceni, Poskytovatel a
Hlavni zkouSejici souhlasi s tim, Ze vysledky Studie nezvefejni
samostatné az do prvniho vyskytu nékterého z nasledujicich
pfipadu: (i) je publikovana primarni multicentricka publikace; (ii)
do dvou let po dokonCeni, opusténi nebo pfedéasném ukonéeni
Studie na v8ech pracoviStich neni pfedlozena primarni
multicentricka publikace; nebo (i) Zadavatel pisemné potvrdi, Ze
nebude existovat primarni multicentricka publikace. VSechny
takové publikace nebo prezentace (i) musi byt v souladu s
akademickymi standardy a pokyny Mezinarodniho vyboru editort
lékafskych Easopist, (i) nesmi byt nepravdivé nebo zavadéjici,
(iii) musi spliiovat vSechny Platné zékony, (iv) nesmi byt u€inény
pro zadny komeréni Gcel.

(c) Poskytovatel a/nebo Hlavni  zkouSejici poskytnou
Zadavateli kopie vSech materiall vztahujicich se ke studii, které
bud zamysli zvefejnit (nebo predloZit ke zvefejnéni) nebo
prezentovat nejméné tficet (30) dnl pred zvefejnénim,
predloZenim ke zvefejnéni nebo prezentaci.

(d) Na Zadost Zadavatele nebo spolenosti
Poskytovatel a/nebo Hlavni zkousejici:
(i) nesmi do navrhované publikace zahrnout ani z ni
odstranit jakékoli Davérné informace, chyby nebo
nepfesnosti; a
(i) musi odmitnout zvefejnéni, podani k zvefejnéni

Labcorp
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(90) days from the date on which the Sponsor
receives the material to allow the Sponsor to
take such measures as the Sponsor considers
necessary to preserve its proprietary rights
and/or protect its Confidential Information.

(e) The Institution and the Principal Investigator shall
include the following acknowledgement in all publications and
presentations relating to the Study, as well as in any financial
disclosure information relating to the Study: “AstraZeneca
company name sponsored this study.” A copy of any
publications and presentations relating to the Study, shall be
provided to the Sponsor on publication or presentation, and the
Sponsor shall be entitled to make copies of and distribute the
publication or presentation as it considers necessary.

(f) The Sponsor has a long-standing commitment to
transparency, and the Institution and the Principal Investigator
acknowledge that the Sponsor shall post the Study on clinical
trial registries and publish the results on clinical trial results
databases in such format (including
www.astrazenecaclinicaltrials.com), and/or provide such results
to the Regulatory Authorities and in accordance with Applicable
Law.

(9) If Sponsor invites the Principal Investigator to be an
author of a Sponsor-managed publication, the Principal
Investigator shall agree to comply with ICMJE authorship
criteria. The Principal Investigator shall direct, draft and/or
review the proposed publication, approve the final version of the
publication to be published and retain full responsibility for its
content. Sponsor financial support for this research, any other
financial relationship with Sponsor, as well as any other relevant
financial relationships as required by the journal or congress
shall be disclosed in the publication. Any authorship, medical
writing, editorial or logistical support provided to the Principal
Investigator or the Institution by the Sponsor in respect of
publication shall be subject to the Sponsor's publications policy,
details of which are available at www.astrazeneca.com. No
compensation shall be provided in respect of any such
authorship.

The Contracting Parties agree to the publication of the Contract
by the Institution for the purposes of fulfilling the obligations
imposed on it by valid and effective legislation, in particular Act
No. 340/2015 Coll., on the Register of Contracts, as amended,
as well as instructions and decisions of the Ministry of Health of
the Czech Republic.

nebo prezentaci po dobu devadesati (90) dnd ode
dne, kdy Zadavatel obdrZi material, ¢imZ umoZzni
Zadavateli pfijmout takova opatfeni, ktera
povazuje za nezbytnd pro zachovéni svych

vlastnickych prav a/nebo ochranu svych
Davérnych informaci.
(e) Poskytovatel a Hlavni zkouSejici uvedou nasledujici

potvrzeni ve vSech publikacich a prezentacich tykajicich se
Studie, a rovnéz ve vSech zvefejiovanych finanénich informacich
tykajicich se Studie: ,Tuto studii hradila spole¢nost AstraZeneca.
Kopie jakychkoli publikaci a prezentaci tykajicich se Studie bude
poskytnuta Zadavateli pfi publikovani nebo prezentaci a
Zadavatel je opravnén kopirovat a distribuovat publikaci nebo
prezentaci, pokud to povazuje za nutné.

(f) Zadavatel je dlouhodobé zavazan k transparentnosti a
Poskytovatel a Hlavni zkouSejici berou na védomi, ze Zadavatel
uvede Studii v registrech klinickych hodnoceni a zvefejni vysledky
v databazich vysledku klinickych studii v takovém formatu (véetné
www.astrazenecaclinicaltrials.com) a/nebo poskytne takové
vysledky Regulacnim organdm, v souladu s Platnymi zakony.

(9) Pokud Zadavatel nabidne Hlavnimu zkouSejicimu
autorstvi publikace v gesci Zadavatele, Hlavni zkouSejici souhlasi
s dodrZovanim autorskych kritérii ICMJE. Hlavni zkouSejici fidi,
navrhuje a/nebo pfezkoumava navrhované zvefejnéni, schvaluje
konecnou verzi publikace, kterd ma byt zvefejnéna, a ponechava
si plnou odpovédnost za jeji obsah. V publikaci bude zvefejnéna
finanéni podpora Zadavatele pro tento vyzkum, jakékoli jiné
finanéni vztahy se Zadavatelem, a rovnéz vSechny dalsi
relevantni finan¢ni vztahy, jak vyZaduje ¢asopis nebo kongres.
Otézky tykajici se autorstvi, Iékafské publicistiky, redakéni nebo
logistické podpory poskytnuté ZkouSejicimu nebo Poskytovateli
Zadavatelem v souvislosti s publikaci budou podiéhat publikacnim
zasadam Zadavatele; jejich podrobnosti jsou k dispozici na
www.astrazeneca.com. Za takové autorstvi se neposkytuje zadny
honoraf.

Smluvni strany souhlasi s uvefejnénim smlouvy Poskytovatelem
za Ucelem splnéni povinnosti ulozenych mu platnou a u¢innou
pravni Upravou, a to zejména zakonem ¢. 340/2015 SB., o registru
smluv, ve znéni pozdéjSich predpisi, a dale pokyny a
rozhodnutimi Minsterstva zdravotnictvi Ceské republiky.
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Labcorp and the Sponsor acknowledge that the Institution, as a
state-subsidized organization, is obliged to provide information
in accordance with regulations at the request of a third party as
per Act.106/1999 Coll.as amended.

The Institution shall take sufficient steps in accordance with legal
regulations so that the scope of information provided does not
exceed the level required by law. The Institution will inform
Labcorp upon receipt of a request for provision of such
information.

The Contractual Parties agree to the publication of this contract,
all its requisites including the appendices, in the Register of
Contracts, remotely accessible at https://smlouvy.gov.cz.

Information that constitutes a trade secret of any Contractual
Party (e.g. protocol, study design, payment terms, study
schedule, number of subjects, detailed payment schedule) will
not be disclosed. The amount of performance under this contract
is specified in the estimated total amount for the services
performed for the maximum number of study subjects who
complete the visits prescribed by the Protocol, and is in the
amount of 648 804 Czech Crowns.

The version of the contract intended for publication, in which
information concerning personal data of natural persons will be
blinded, and information which constitutes trade secrets
according to Sec. 504 of Act No. 89/2012 Coll., Civil Code, e,g,
protocol, study design, payment conditions, time study layout,
number of study subjects, detailed breakdown of payments,
form Appendix D to this Agreement.

The parties have agreed that the Institution will arrange the
publication of the said version of the contract. If it is not
published within 5 business days of signing the contract, the
contract will be published by Labcorp or the Sponsor.

The Provider will inform Labcorp about the publication of the

a(I;reement at the following email address:

https://smlouvy.gov.cz

12. DATA AND REPORTS

Institution shall submit all data, reports, queries, and other
requested information in a timely manner. Institution shall
maintain Study reports as required by the Protocol and
Instructions. Institution agrees to provide Labcorp with the data

Labcorp a Zadavatel berou na védomi, ze Poskytovatel jakozto
statni pfispévkova organizace je povinna na dotaz tfeti osoby
poskytnout informace podle zéakona &. 106/1999 Sb. V platném
Znéni.

Poskytovatel pfijme v souladu s pravnimi pfedpisy dostate¢né
kroky, aby rozsah poskytnutych informaci nepfekrogil miru
pozadovanou zakonem. Poskytovatel bude informovat spole¢nost
Labcorp po obdrzeni takové Zadosti o poskytnuti informaci.

Smluvni strany souhlasi s uvefejnénim této smlouvy, vSech jejich
nalezitosti vCetné pfiloh v Registru smluv, dalkové pfistupném na
https://smlouvy.gov.cz

Informace které tvofi obchodni tajemstvi jakékoli smluvni strany,
(tj. protokol, design studie, platebni podminky, ¢asové rozvrzeni
studie, pocet subjektd hodnoceni, detailni rozpis plateb) nebudou
pfedmétem zvefejnéni. VySe pinéni podle této smlouvy je
specifikovana predpokladanou celkovou Castkou za provedené
sluzby za maximalni pocet subjektli hodnoceni, ktefi dokonci
navstévy prfedepsané protokolem, a ¢ini 648 804 K.

Verze smlouvy uréené ke zvefejnéni, ve které budou zaslepeny
informace tykajici se osobnich daju fyzickych ososb, a informace
které tvofi obchodni tajemstvi podle § 504 zakona ¢. 89/2012 Sb.,
ob&ansky zékonik, tj.protokol, design studie, platebni podminky,
Casové rozvrzeni studie, poget subjektt hodnoceni, detailni rozpis
plateb tvofi pfilohu D této smouvy.

Strany se dohodly, ze Poskytovatel zajisti zvefejnéni uvedené
verze smlouvy. Pokud nedojde ke zvefejnéni v pribéhu 5
pracovnych dnl od podpisu smlouvy, zvefejni smlouvu spole¢nost
Labcorp, nebo Zadavatel.

O zverejnéni bude Poskytovatel informovat spole¢nost Labcorp na
emailové adrese:

https://smlouvy.gov.cz

12. UDAJE A ZPRAVY

Poskytovatel pfedloZi veSkeré Udaje, zpravy, dotazy a dalSi
pozadované informace véas. Poskytovatel je povinen vést
hodnotici zpravy, jak vyzaduje Protokol a Pokyny. Poskytovatel se
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called for in the Protocol via the appropriate electronic data
capture system in accordance with the schedule communicated
by Labcorp and in compliance with the Electronic Access Terms
and Conditions attached hereto as Exhibit A and incorporated by
reference into this Agreement.

13. INTELLECTUAL PROPERTY

(a) Any inventions or discoveries (whether patentable or
not), improvements, developments, data, new uses, processes,
compositions, innovations, suggestions, ideas, work product,
results and reports made or developed by Institution,
Investigator and/or Research Staff (whether solely or jointly with
others) during the course of this Study shall be promptly
disclosed to Sponsor and shall become, be and remain the
exclusive property of Sponsor. Institution hereby assigns with full
title guarantee and shall ensure Investigator and all Research
Staff assign with full title guarantee all right, title, and interest in
and to such inventions or discoveries (whether patentable or
not), data, new uses, processes, compositions, innovations,
suggestions, ideas, work product and reports, and all intellectual
property rights with respect thereto, to Sponsor or its Designee
(any person designated by the Sponsor in writing who
undertakes activities on behalf of the Sponsor in relation to the
Study, which may include an Affiliate or the Contract research
organization), free and clear of all liens, claims, and
encumbrances. All such property is intended to be the result of
“work for hire” for the benefit of Sponsor. Upon Sponsor's
request, and at Sponsor's sole cost and expense, Institution
shall take (and will cause Investigator and Research Staff to
take) such actions as Sponsor deems necessary or appropriate
to perfect Sponsor’s exclusive ownership of such property and
obtain patent or other proprietary protection in Sponsor's name
with respect to any of the foregoing.

(b) Neither Labcorp nor Sponsor shall transfer to Institution
or Investigator (or Research Staff) by operation of this
Agreement or by any other means any patent right, copyright or
other proprietary or property right of Sponsor.

(c) Study Drug is and shall remain the sole property of
Sponsor. The transfer of physical possession of the Study Drug
hereunder, and/or the possession or use of the Study Drug by
Institution and Investigator, shall neither constitute nor be
construed as a sale, lease, or offer to sell or lease the Study
Drug or other transfer of title in or to the Study Drug.

zavazuje poskytnout spoleénosti Labcorp data pozadovana v
Protokolu prostfednictvim pfisludného elektronického systému
sbéru dat v souladu s harmonogramem sdélenym spoleCnosti
Labcorp a v souladu s Podminkami pro elektronicky pfistup, které
tvofi Prilohu A k této Smlouvé, které jsou zahrmuty odkazem do
této Smlouvy.

13.  DUSEVNIi VLASTNICTVi

(a) VeSkeré vynalezy a objevy (bez ohledu na to, zda jsou
zplsobilé k patentovani, ¢i nikoli), zlepSeni vyvoj, data, nové
vyuziti, postupy, prostfedky, inovace, navrhy, napady, vysledky
prace, vysledky a zpravy, které Poskytovatel, ZkouSejici a/nebo
Vyzkumny Personal (at' jiz samostatné nebo spolecné s jinymi
osobami) vytvofi nebo vyvinou v pribéhu této Studie musi byt
neprodlené sdéleny Zadavateli a stanou se a nadale zlstanou
jeno vyhradnim majetkem. Poskytovatel timto zaruCuje
Zadavateli, ze bude vlastnikem veSkerych prav, vlastnickych prav
a podili k témto vynalezim nebo objeviim (bez ohledu na to, zda
jsou zpUsobilé k patentovani, ¢i nikoli), udajim, novym vyuzitim,
postuplm, prostfedkim, inovacim, navrhim, napadim,
vysledkim prace, vysledkim a zpravam, a veSkerym pravim
duSevniho vlastnictvi k nim, a zajisti, aby totéz Zadavateli nebo
jeho uréenému zastupci (jakékoli osob& pisemné jmenované
Zadavatelem, ktera vykonava €innosti jeho jménem v souvislosti
se Studii, a kterou m0ze byt pfidruzena spole¢nost nebo smluvni
vyzkumna organizace), zaru€il i veSkery Vyzkumny personal,
pfitemZ musi byt odprostén vSech zastavnich prav, naroki a
vécnych bifemen. VySe uvedené statky budou vytvoreny jako tzv.
"work for hire" (dilo na objednévku) ve prospéch Zadavatele. Na
Zadost Zadavatele a na jeho vyhradni néklady a vydaje pfijme
Poskytovatel takova opatfeni, kterda Zadavatel povazuje za
nezbytnd nebo vhodna k upevnéni vyluéného vlastnictvi tohoto
majetku a ziskani patentu nebo jiné proprietarni ochrany jménem
Zadavatele s ohledem na kterykoli z vySe uvedenych statk(,
pficemz zajisti pfijeti téchto opatfeni i ze strany Zkousejiciho a
Vyzkumného personalu.

(b) Ani spolenost Labcorp ani Zadavatel na Poskytovatele
ani Zkou$ejiciho (nebo Vyzkumny Persondl) na zakladé této
Smlouvy ani jinak nepfevedou zadna patentova, autorska ani jina
vlastnicka prava Zadavatele.

(c) Studiijni Lék je a zustava ve vyhradnim vlastnictvi
Zadavatele. Prevod fyzické drzby Studijniho Léku podle této
Smlouvy, a/nebo jeho drzba &i pouziti ze strany Poskytovatele a
ZkouSejiciho nesméji pfedstavovat ani se povaZovat za prodej,
pronajem nebo nabidky k prodeji i pronajmu Studiijniho Léku, ani
za prevod vlastnického prava k nému.
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14, INDEMNITY, LIABILITY AND INSURANCE

(a) Labcorp and Sponsor shall not be responsible for, and
Institution shall indemnify, defend and hold Labcorp and
Sponsor harmless from any loss or third party claim resulting
from Institution, Investigator or Research Staff's negligence,
willful misconduct, or their breach of this Agreement.

(b) Institution undertakes to:

(i)

(i

notify Labcorp and Sponsor promptly of any
action or negligence which can result in claims
against  Sponsor,  Labcorp, Institution,
Investigator or Research Staff, in relation to
the Study, or of filing of such claim; and

fully cooperate with Sponsor and/or Labcorp to
determine the actions in the cases referred to
above, and take no action that could harm the
interests of Sponsor in Labcorp.

(c) Sponsor maintains liability insurance as required by
national law. Proof of such insurance is available upon request.
The Sponsor hereby declares and confirms that pursuant to the
provisions in Sec. 52, para. 3, letter f) of Act No. 378/2007 Coll.,
on Medicines, as amended, they will arrange insurance for the

clinical trial.

(d) Institution, Investigator and all Research Staff have
such current licenses and permits as may be required to perform

clinical studies.

(e) Institution shall maintain in full force and effect
throughout the performance of the Study professional and
general liability insurance in amounts appropriate to cover its
liability for any damage which may be caused as a result of fault
or negligence of Institution, Investigator or Research Staff in the
performance of the Study. Proof of such insurance shall be
provided to Labcorp or Sponsor upon request.

The Institution declares that according to Sec. 45 para. 2 letter
n) of Act No. 372/2011 Coll., on Medical Services, it has entered
into an insurance contract for liability insurance for damage

14. NAHRADA _ SKODY, ODPOVEDNOST A
POJISTENI
(a) SpoleCnost Labcorp a Zadavatel nebudou nést

odpovédnost a Poskytovatel odSkodni, obhaji a ochrani
spoleCnost Labcorp a Zadavatele pfed jakoukoli $kodou nebo
narokem ucinénym ftfeti stranou vyplyvajicim z nedbalosti,
umysIného nespravného jednani nebo poruseni této Smlouvy ze
strany Poskytovatele, ZkouSejiciho nebo Vyzkumného Personélu.

(b) Poskytovatel se zavazuie:

(i) Informovat spole¢nost Labcorp a Zadavatele
bez zbyteéného odkladu o veSkerém jednani
nebo nedbalosti, které mohou vést ke vzniku
narokd v0¢i Zadavateli, spoleCnosti Labcorp,
Poskytovateli, ZkouSejicimu nebo Vyzkumnému
Personalu ve vztahu ke Studii, nebo o vzneseni
takového naroku; a

(ii) plnné spolupracovat se Zadavatelem a/nebo
spoleCnosti Labcorp s cilem stanovit ve vyse
uvedenych pfipadech pfislusné kroky, a
nepfijmout zadné kroky, které by mohly
poSkodit zajmy Zadavatele na spoleénosti
Labcorp.

(c) Zadavatel musi mit uzaviené zakonné pojiténi
odpovédnosti za Skodu podle zékona v dané zemi. Dikaz o
uzavfeni takového pojisténi je k dispozici na vyZadéani. Zadavatel
prohlasuje a potvrzuje, Ze v souladu s ustanovenim § 52 odst. 3,
pism. f) z&k. ¢. 378/2007 Sb., o léCivech, ve znéni pozdéjSich
pfedpisU, zajisti pojisténi klinického hodnoceni.

(d) Poskytovatel, ZkouSejici a veSkery Vyzkumny Personal
musi mit pozadovana platna opravnéni a povoleni k provadéni
klinickych studii.

(e) Poskytovatel musi mit po celou dobu provadéni Studie v
plné platnosti a Gcinnosti pojisténi profesni odpovédnosti za Skodu
a pojisténi obecné odpovédnosti za Skodu v pfislusné Eastce k
pokryti jakychkoli Skod, které mohou byt zpGsobeny v disledku
zavinéni nebo nedbalosti ze strany Poskytovatele, ZkouSejiciho
nebo Vyzkumného Persondlu pfi provadéni Studie. Dikaz o
uzavieni takového pojisténi bude poskytnut spolecnosti Labcorp
nebo Zadavateli na vyzadani.

Poskytovatel prohladuje, Zze ma dle § 45 odst. 2 pism. n) zékona ¢.
372/2011 Sb., o zdravotnich sluzbach uzavfenu pojistnou smlouvu
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caused during the provision of health care. According to Sec. 45
para. 2 letter n) of Act No. 372/2011 Coll., the insurance must be
taken out for as long as the Institution provides healthcare.

The Institution does not accept as grounds for the development
of damages caused by the acts or omissions or negligence of
the subject of the study.

15. PAYMENTS

(a) All payments will be made payable to the following
payees (“Payee”) in accordance with the fee split delineated in
Exhibit B;

Payee Payee Payee Payee Payee
Name | Address | TaxID | Contact | Contact
Email Number
Univer |V Uvalu |CZ FF
sity 84 000642
Hospit | 150 06 | 03
al in| Praha 5,
Motol | Czech
Republic
(b) The approved payments for the Study and related

services to be conducted by Institution are provided for in the
budget attached hereto as Exhibit B and incorporated by
reference herein (“Exhibit B”). The payments noted in Exhibit B
include all applicable overheads due to any Party or entity as
result of or in connection with the Study. Institution
acknowledges that Labcorp will not be held liable for payments
until they have been paid by Sponsor for such payments
and/orfees due. Labcorp will use its best efforts to collect funds
from Sponsor in a timely manner to ensure prompt payment to
Payee.

(c) Payments are dependent upon the performance of
procedures in full compliance with the Protocol and this
Agreement, as well as the timely and satisfactory submission of
complete and correct data on the CRFs. The Payee will not be
compensated for any Study patients who were enrolled without a
properly executed ICF, who do not meet the inclusion/exclusion
criteria, or that are deemed violations of or deviations from the

na pojisténi odpovédnosti za Skodu zplsobenou pfi poskytovani
zdravotni péce. Dle § 45 odst. 2 pism. n) zakona €. 372/2011 Sb.
musi byt pojisténi uzavieno po celou dobu, po kterou zdravotnické
zafizeni poskytuje zdravotni péci.

Poskytovatel neakceptuje jako dlvod k vyvinéni Skodu vzniklou
jednanim & opomenutim ¢i nedbalosti subjektu hodnoceni.

15. PLATBY
(a) VSechny platby budou vyplaceny témto pfijemcim (dale
jen "PFijemce platoy" & "Pfijemci platby") v souladu s rozdélenim
poplatkt definovanym v Pfiloze B:

Jméno Adresa DIC Kontakt | Kontakt
Prijemce Pfijemce | Pfijemc ni e- ni Cislo
platby platby e platby mail piijemc
piijemc | e platby
e platbh
Fakultni VU0valugs |cCz 'Lr
nemochice | 150 06 | 0006420
v Motole Praha 5, |3
Ceska
republika

(b) Schvalené platby za Studii a souvisejici sluzby, které ma
Poskytovatel provadét, jsou uvedeny v rozpoctu pfiloZzeném k této
Smlouvé jako Pfiloha B a zaclenény zde odkazem ("Pfiloha B").
Platby uvedené v Pfiloze B zahrnuji v3echny pfislusné reZzijni
naklady splatné kterékoli Smluvni strané nebo subjektu v dusledku
Studie nebo v souvislosti s ni. Poskytovatel bere na védomi, ze
spoleCnost Labcorp nenese odpovédnost za platby, dokud
Zadavatel neuhradi takové platby a/nebo splatnou odménu.
Spolecnost Labcorp vyvine maximalni Usili, aby ziskala financni
prostfedky od Zadavatele v€as s cilem zajistit rychlé zaplaceni
PFijemci platby.

(c) Platby jsou podminény postupem v plném souladu s
Protokolem a touto Smlouvou, jakoz i v€asnym a uspokojivym
pfedloZzenim Uplnych a spravnych Udaju z formulafl subjektd
hodnoceni (Case Report Form). Pfijemce ¢i pfijemci plateb
neziskaji nahradu za subjekty hodnoceni, které byly do Studie
zafazeny bez fadné provedeného informovaného souhlasu, které
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Protocol or this Agreement. Payments are dependent upon the
reports and other information required by this Agreement and
the Protocol being submitted to Labcorp in a timely and
satisfactory manner. Payment for partially completed cases, i.e.,
early withdrawals, shall be made on a pro-rata basis for Services
performed according to Exhibit B. Notwithstanding the foregoing,
if this Agreement is terminated by Labcorp or Sponsor due to the
Institution or Investigator's failure to enroll a Study patient, all
advance payments (unless non-refundable as agreed in this
Agreement) shall be promptly returned to Labcorp.

(d) Payee shall be responsible for compensating all
persons or entities involved in the conduct of the Study.

(e) Except as expressly provided for in this Agreement and
its exhibits and attachments, no payments will be made to
Institution or any other person or entity in connection with the
Study. Payment for any costs outside of this Agreement and its
exhibits and attachments must be approved in advance in
writing by Labcorp.

(f) If a dispute arises between the Parties in respect of any
part of an invoice, Labcorp shall notify Payee promptly of the
particulars of the dispute, and Labcorp may withhold payment of
the disputed part of the invoice provided that Labcorp and Payee
endeavor promptly and in good faith to resolve the dispute.

(9) Institution shall not bill any third party for any Study
Drug or other items or services furnished by Sponsor through
Labcorp in connection with the Study, or any services provided
to patients in connection with the Study for which payment is
made as part of the Study, except as may be specifically
authorized by the Exhibit B.

(h) Parties confirm that all payments and transfers of value
are reasonable and consistent with fair market value in the
relevant jurisdiction

16. TERM AND TERMINATION

(a) The term of this Agreement shall begin on the Effective
Date and shall continue until all services have been properly
completed and all queries resolved unless sooner terminated in
accordance with this Agreement.

(b)

reserves

Labcorp, with written authorization from Sponsor,
the right to terminate this  Agreement;

nespliuji  vstupni/vyluCovaci kritéria nebo jejichz zafazeni Ize
povazovat za porudeni nebo odchylku od Protokolu nebo této
Smilouvy. Platby jsou podminény pfedlozenim zprav a dalSich
informaci pozadovanych podle této Smlouvy a Protokolu
spolecnosti Labcorp, a to v€as a uspokojivym zplisobem. Platba
za CasteCné provedené pfipady, tj. pfipady pfed¢asného
odstoupeni, musi byt provedena na pomérném zakladé za sluzby
provedené podle Prilohy B. Pokud je tato Smlouva bez ohledu na
vySe uvedené ukonCena ze strany spoleénosti Labcorp nebo
Zadavatele v dUsledku toho, Ze Poskytovatel nebo Zkousejici
nezafadili subjekt hodnoceni, vSechny zalohy (pokud nejsou dle
této Smlouvy nevratné) musi byt neprodlené vraceny spole¢nosti
Labcorp.

(d) Pfijemce platby je povinen poskytnout nahradu vSem
osobam i subjekttm, které se podileji na provadéni Studie.

(e) Poskytovatel nebo jakékoli dalsi osob& nebo entité
zapojené do studie nebudou ucinény zadné jiné platby, kromé
pfipadl vyslovné uvedenych v této Smlouvé a jejich pfilohach a
dopliicich. Platba za jakékoli naklady vynaloZzené mimo ramec této
Smlouvy a jejich pfiloh a dopliiki musi byt spole¢nosti Labcorp
pfedem pisemné schvalena.

(f) V pfipadé sporu mezi Smluvnimi stranami tykajicimu se
jakékoli Casti faktury je spole€nost Labcorp povinna bezodkladné
oznamit Pfijemci platby podrobnosti sporu, a spole¢nost Labcorp
mU0ze zadrzet platbu sporné &asti faktury za pfedpokladu, ze se
spole¢nost Labcorp a Pfijemce platby snaZi rychle a v dobré vife
spor vyiesit.

(9) Poskytovatel nebude Zadné ftfeti strané Uctovat za
jakykoli Studijni Lék nebo jiné polozky & sluzby poskytnuté
Zadavatelem prostfednictvim spole¢nosti Labcorp v souvislosti se
Studii, ani jakékoli sluzby poskytnuté pacientim v souvislosti se
Studii, za néz je v ramci Studie stanovena platba, kromé pfipadi
vyslovné povolenych v Pfiloze B.

(h) Strany potvrzuji, ze vSechny platby a pfevody hodnot
jsou pfiméfené a konzistentni s trzni hodnotou v pfisludné
jurisdikci.

16.  DOBA PLATNOSTI A UKONCENI

(a) Smlouva vstoupi v platnost v Den platnosti a jeji platnost
potrvd do fadného dokonceni vSech sluzeb a vyfeSeni vSech
dotazd, pokud neni ukonéena dfive v souladu s touto Smiouvou.
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(i) upon thirty (30) days written notice to
Institution; or

(i) upon immediate effect if Sponsor terminates
its clinical research agreement with Labcorp
for the conduct of the Study; or

(iii) if Investigator has failed to recruit or enroll a

sufficient number of Study patients for

participation in the Study to make it likely that
the statistical requirements applicable to the

Study will be met, as determined by Sponsor.

(c) Immediately upon receipt of a notice of termination of
this Agreement, Institution shall ensure that the Investigator
shall, to the extent required by ICH-GCP, cease entering
patients into the Study, shall cease conducting procedures to the
extent medically permissible on Study patients already entered
into the Study and shall refrain from incurring additional costs
and expenses to the extent possible.

(d) The Parties agree that upon termination of the Services
in so far as they relate to Labcorp Personal Data, Institution and
all its Subprocessors shall, at the choice of Labcorp, return all
Labcorp Personal Data and the copies thereof to Labcorp, or
securely destroy all Labcorp Personal Data and certify to
Labcorp that it or they have done so, unless a European Union
or European Member State law to which Institution or a
Subprocessor are subject prevent Institution or a Subprocessor
from returning or destroying all or part of Labcorp Personal Data.
In such a case, Institution warrants that it will guarantee the
confidentiality of Labcorp Personal Data and will not actively
Process Labcorp Personal Data further and will guarantee the
return and/or destruction of Labcorp Personal Data as requested
by Labcorp when the legal obligation to not return or destroy the
information is no longer in effect.

(e) In the event of termination of this Agreement, the sum
payable under this Agreement shall be limited to prorated fees
based on actual work properly and timely performed through the
date of termination pursuant to the Protocol as determined in
accordance with Exhibit B. Any funds not due Payee, as defined
herein, under this methodology for payment but already paid to
Payee shall be returned to Labcorp within thirty (30) days of the
site close-out visit by Labcorp.

(b) Spoleénost Labcorp si na zakladé pisemného povoleni
od Zadavatele vyhrazuje pravo vypovédét tuto Smlouvu;

(i) na zakladé vypovédi s fficetidenni (30)
vypovédni dobou doruéené Poskytovateli; nebo
(i) s okamzitou U¢innosti, jestlize Zadavatel ukonci

smlouvy o provadéni klinického hodnoceni se
spoleCnosti Labcorp za Ucelem provadéni
Studie; nebo

pokud se Zkousejicimu nepodafi nabrat nebo
do Studie zafadit dostate¢ny pocet subjektl
hodnoceni pro ucast ve Studii tak, aby bylo
pravdépodobné, Ze budou naplnény statistické
pozadavky vztahujici se ke Studii urCené
Zadavatelem.

(i)

(c) lhned po obdrzeni oznameni o ukonéeni této Smlouvy je
Poskytovatel povinen v rozsahu pozadovaném smérnici ICH-GCP
zastavit zapis pacientd do Studie, pfestat v Iékarsky mozném
rozsahu provadét postupy na subjektech hodnoceni, které jiz byly
do Studie zapsany a je povinen zamezit vzniku dodateénych
nakladd a vydajd v nejvy$si mozné mife.

(d) Strany souhlasi s tim, Ze po ukonceni poskytovani sluzeb
v rozsahu, v némz se tykaji osobnich Gdaju Labcorp, Poskytovatel
a vSichni jeho Dilgi zpracovatelé vrati podle rozhodnuti Labcorp
vSechny osobni Udaje Labcorp a jejich kopie Labcorp, nebo
bezpecné zni¢i viechny osobni Udaje Labcorp a potvrdi Labcorp,
Ze tak ucinily, pokud z&kon Evropské unie nebo jejiho ¢lenského
statu, jimz se fidi Poskytovatel nebo DilCi zpracovatel, nebrani
Poskytovateli ¢i Diléimu zpracovateli ve vraceni Ci z niCeni vSech
osobnich Udaju Labcorp nebo jejich Casti. V takovém pfipadé
Poskytovatel zaruCuje, Ze zajisti ddvérnost osobnich Udajl
Labcorp a nebude déle aktivné zpracovavat osobni Udaje Labcorp
a zaruci vraceni a/nebo zni¢eni osobnich Udaji Labcorp, jak to
Labcorp poZaduje, kdyz jiz zakonna povinnost nevratit a nezniit
informace neni dale ucinna.

(e) V pfipadé ukonCeni této Smlouvy se Castka splatna podle
této Smlouvy omezi na pomérné poplatky na zakladé skutecné
prace fadné a v€as provedené do data ukonceni podle Protokolu,
jak je stanoveno v souladu s Pfilohou B. VeSkeré prostfedky,
které nejsou Pfijemci &i PFijemcim plateb splatné, ale které jim jiz
byly vyplaceny, musi byt vraceny spoleénosti Labcorp do fficeti
(30) dnG ode dne zavéreénénavstévy spoleénosti Labcorp na
misté.
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17. REPLACEMENT

(a) In the event that Investigator becomes either unwilling
or unable to perform the duties required by this Agreement,
Institution will cooperate, in good faith and expeditiously, to find
a replacement investigator with similar qualifications acceptable
to Sponsor and Labcorp; however Investigator shall continue to
be bound by the provisions herein relating to Confidentiality,
Deregistration, Publication, Intellectual Property, Indemnity,
Liability and Insurance notwithstanding his or her replacement
hereunder.

(b) In the event a substitute acceptable to Sponsor and
Institution is not found within a reasonable time period, this
Agreement may be terminated in accordance with the Term and
Termination section herein. Institution’s cooperation in finding an
acceptable replacement does not release Investigator from its
obligations to perform this Agreement up to and including the
effective date of termination.

18. RECORD RETENTION

(a) All Essential Documents, as defined in the ICH-GCP
Guidelines will be retained in accordance with ICH-GCP and the
Protocol.

(b) Institution must obtain written permission from Sponsor
prior to the destruction of any Study document at any time.
Institution will contact Sponsor for authorization prior to the
destruction of any essential Study documents or in the event of
accidental loss or destruction of any essential Study documents.
Institution will also notify Labcorp should he/she relocate or
move the Study related files to a location other than that
specified in the submitted Study documentation.

() Institution will archive the relevant records of the clinical
trial under adequate conditions to prevent their damage or
destruction for a period of fifteen (15) years from the end of the
clinical trial (the "Archiving Period"). The sponsor shall inform
Institution no later than 2 months before the expiry of the
archiving period of how these records and documents belonging
to the clinical trial will be handled. If the sponsor does not inform
the healthcare provider within the specified time, it is considered
that it agrees to shredding. In the event that the sponsor
requests an extension of the archiving period from the health
service provider, the Institution is entitted to demand a
proportional fee from the sponsor.

17.  NAHRADNICI

(a) Pokud ZkouSejici bud nechce nebo nemlze plnit
povinnosti podle této Smlouvy, Poskytovatel bude v dobré vife a
bez pratahd spolupracovat na nalezeni nahradniho Zkousejiciho s
obdobnou kvalifikaci pfijatelného pro Zadavatele a spole¢nost
Labcorp; ZkouSejici viak bude i nadale vazan ustanovenimi této
Smlouvy tykajicimi se dlvérosti, vylouCeni, poskytovani
finanCnich informaci, zvefejiovani, duSevniho vlastnictvi,
odSkodnéni, odpovédnosti a pojisténi bez ohledu na své
nahrazeni podle této Smlouvy.

(b) V pfipadé, Ze nedojde k nalezeni nahradnika pfijatelného
pro Zadavatele a Poskytovatel v pfiméfené Ihité, maze byt tato
Smlouva vypovézena v souladu s ustanovenimi o dobé trvani a
ukonceni podle této Smlouvy. Spoluprace Poskytovatele pfi
hledani pfijatelného nahradnika je nezbavuje povinnosti plnit tuto
Smlouvu azZ do (a véetné) uginného data ukonceni.

18.  UCHOVAVANi ZAZNAMU
(a) V38echny DaleZité Dokumenty, které jsou definovany ve
smérnicich ICH-GCP, budou uchovavany v souladu se
smérnicemi ICH-GCP a Protokolem.

(b) Poskytovatel je kdykoli pfed zniCenim jakéhokoli
Studijniho dokumentu povinno ziskat pisemné povoleni od
Zadavatele. Poskytovatel se obrati na Zadavatele se zadosti o
povoleni pfed znienim veSkerych DdleZitych dokumentd
tykajicich se Studie nebo v pfipadé jejich nahodné ztraty nebo
zniceni. ZkouSejici bude rovnéZ informovat spole¢nost Labcorp v
pfipadé pfemisténi nebo pfesunu Studijnich dokumentl( na jiné
misto nez je uvedeno v predlozené Studijni dokumentaci.

(c) Poskytovatel  zdravotnich sluZzeb bude archivovat
pfislusné zaznamy o klinickém hodnoceni v adekvatnich
podminkach zamezuijicich jejich poskozeni nebo zniceni, a to po
dobu patnacti (15) let od ukonceni klinického hodnoceni (dale jen
,doba archivace). Zadavatel bude informovat poskytovatele
zdravotnich sluzeb nejpozdéji dva mésice pfed uplynutim doby
archivace o tom, jakym zplsobem bude s témito zaznamy a
dokumenty patficimi ke klinickému hodnoceni naloZeno, v
pfipadé, Ze zadavatel ve stanovené dobé poskytovatele
zdravotnich sluzeb informovat nebude, méa se za to, Ze souhlasi
se skartaci. V pfipadé, Ze bude zadavatel zadat o prodlouzeni
doby archivace u poskytovatele zdravotnich sluzeb, je
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19. ASSIGNMENT

This Agreement may not be assigned or transferred by
Institution without the prior written consent of Labcorp and
Sponsor. Labcorp may assign or transfer this Agreement upon
written notice to Institution. In the event Labcorp assigns or
transfers this Agreement to a third party who will assume all
obligations hereunder, Institution shall release and forever
discharge Labcorp and its subsidiaries and affiliates from any
and all liabilities and obligations of Labcorp arising under the
Agreement from and after the effective date of such assignment.

20. INDEPENDENT CONTRACTOR

(a) Each of the parties to this Agreement shall act as an
independent contractor and not be interpreted, on any basis, as
an appointee, employee, servant or representative of the other
party. Accordingly, the employee(s) of one Party shall not be
regarded as employee(s) of the other Party and none of the
Parties shall conclude a contract or agreement with a third party
the meaning of which obligates or binds the other contractual
Party. For the avoidance of doubt Labcorp shall not be liable to
Payee for any employer related taxes and Payee shall not be
entitled to enroll in any employee benefits of Labcorp.

21. PUBLICITY

Institution nor its Research Staff shall not disclose the existence
of this Agreement or its association with Labcorp or Sponsor
without the express written approval of the Party whose name is
the subject of the potential disclosure, except as required by law.

22. GOVERNING LAW

This Agreement and the legal relationships therein shall be
construed in accordance with the generally binding laws of the
Czech Republic without regard to its conflict of laws.

23. SURVIVAL

Provisions herein regarding Confidentiality, Deregistration
Audits, Monitoring and Inspection, Publication, Intellectual
Property, Indemnity, Liability and Insurance, Record Retention,
Assignment, Third-party rights, Governing Law and any
compliance provisions relating to: Transparency, Anti-bribery,
Anti-corruption and Conflicts of Interest shall survive upon
expiration or termination of this Agreement.

poskytovatel zdravotnich sluzeb opravnén po zadavateli
pozadovat Umérné zpoplatnéni.

19.  POSTOUPENi SMLOUVY

Poskytovatel nesmi tuto Smlouvu postoupit nebo prevést bez
pfedchoziho pisemného souhlasu spole¢nosti Labcorp a
Zadavatele. Spole¢nost Labcorp mlze tuto Smlouvu postoupit
nebo prevést na tfeti stranu po pfedloZeni pisemného oznameni
Poskytovateli. V pfipadé, Ze spole¢nost Labcorp postoupi nebo
pfevede tuto Smlouvu na tfeti stranu, ta pfevezme vSechny
povinnosti podle této Smlouvy, Poskytovatel zprosti a navzdy
zbavi spole¢nost Labcorp a jeji pfidruzené spole¢nosti veSkerych
zavazk( a povinnosti spole¢nosti Labcorp plynouci z této Smlouvy
a po dni platnosti takového postoupeni.

20.  NEZAVISLA SMLUVNi STRANA

(a) V8echny smluvni strany budou vykonavat funkci
nezavislé smluvni strany a nebudou v zadném pfipadé
povazovany za povéfené osoby, zaméstnance, pomocniky nebo
zastupce dané strany. Zaméstnanci jedné Strany nebudou proto
povazovani za zaméstnance druhé Strany a Zadna Strana
neuzavie smlouvu nebo dohodu s tfeti stranou, coZ by smluvné
zavazovalo druhou smluvni Stranu. Pro vylou€eni pochybnosti
spoleénost Labcorp nenese vici Prijemci platby odpovédnost za
dané tykajici se zaméstnavatelt a Pfijemce platby neni opravnén
k uCasti na zaméstnaneckych vyhodach spolecnosti Labcorp.

21.  UVEREJNENi SMLOUVY

Poskytovatel ani jeho Vyzkumny personal nesmi uvefejnit
existenci této Smlouvy nebo jeho spolupraci se spoleCnosti
Labcorp nebo Zadavatelem bez vyslovného pisemného souhlasu
Strany, jejiz jméno podléhd moznému uvefejnéni  vyse
uvedeného, neni-li tak poZzadovano zakonem.

22.  ROZHODNE PRAVO

Tato Smlouva a pravni vztahy z ni vyplyvajici musi byt vykladana
v souladu s obecné zavaznymi pravnimi predpisy Ceské republiky
bez ohledu na kolizni ustanoveni.

23.  PRETRVANI PLATNOSTI USTANOVENI

Ustanoveni této Smlouvy tykajici se Davémosti, VyluCovani,
Auditd, Monitorovani a Kontroly, zvefejfiovani, DuSevniho
vlastnictvi, Nahrady Skod, Odpovédnost a Pojisténi, Uchovavani
Zaznamu, Postoupeni,_Prava tfetich stran, Rozhodného Prava a
jakakoli ustanoveni o dodrzovani pfedpisi tykajici se:
Transparentnosti, Boje proti uplatkarstvi, Boje proti korupci a
Stfetll zajmd zUstavaji v platnosti i po vyprSeni nebo ukonceni
platnosti této Smlouvy.
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24, THIRD-PARTY RIGHTS

The Institution acknowledge that the Sponsor is the sponsor of
the Study and in order to satisfy pre-existing contractual
obligations owed by the Labcorp to Sponsor, the Parties agree
that the Sponsor and its affiliates are the intended third-party
beneficiaries of the rights under this Agreement (in particular the
IP rights), and accordingly has concomitant enforceable rights in
relation to this Agreement. The Parties acknowledge that
conferring third-party beneficiary status upon the Sponsor and
its affiliates is a direct and material purpose of the Parties
entering into the Agreement. To the extent Applicable Law does
not allow vesting of any rights directly in Sponsor under this
Agreement, such rights will vest in the Labcorp, on the
Sponsor’s behalf. Rights under this Section cannot be modified
without Sponsor’s consent.

Except for the third-party beneficiary rights granted to the
Sponsor and its affiliates in this Agreement, no person who is
not a party to this Agreement shall have any rights under it and
shall not be able to enforce any term of this Agreement.

25. MISCELLANEOUS

(a) This Agreement, and any and all exhibits, attachments,
etc., constitutes the entire agreement among the Parties
regarding the Study and supersedes all prior and
contemporaneous agreements and understandings, whether
written or oral.

(b) This Agreement, and any and all exhibits, attachments,
etc., may be modified only by written document signed by the
Parties hereto.

() If any provision of this Agreement conflicts with the law
under which this Agreement is to be construed or if any such
provision is held invalid by a court, such provision shall be
deemed to be restated to reflect as nearly as possible the
original intentions of the Parties in accordance with applicable
law and the remainder of this Agreement shall remain in full
force and effect.

(d) Waiver or forbearance by any Party with respect to a
breach of any provision of this Agreement or any applicable law
shall not be deemed to constitute a waiver with respect to any
subsequent breach of any provision hereof.

(e)

If any dispute, controversy or claim arises out of this

24.  PRAVA TRETiCH STRAN

Poskytovatel potvrzuje, Zze Zadavatel financuje tuto Studii, a s
cilem naplnit jiz existujici smluvni zavazky, které spoleénost
Labcorp vici Zadavateli ma, se strany dohodly, ze Zadavatel a
jeho pfidruzené spoleCnosti jsou obmySlenymi tfetimi stranami,
které pozivaji prav podle této Smlouvy (zejména prava dusevniho
vlastnictvi), a maji proto souvisejici vynutitelnd prava ve vztahu k
této Smlouvé. Strany berou na védomi, Ze udéleni postaveni
obmySlené tfeti strany Zadavateli a jeho pfidruzenym
spolecnostem je pfimym a vécnym zamérem Stran, které uzaviraji
tuto Smlouvu. V rozsahu, v jakém pfislusné pravni pfedpisy
nedovoluji udélit jakakoli prava pfimo Zadavateli na zakladé této
Smlouvy, nabyva téchto prdv  spoleCnost Labcorp jménem
Zadavatele. Prava v tomto ¢lanku nemohou byt upravena bez
souhlasu Zadavatele.

S vyjimkou prav obmyslenych tfetich stran udélenych Zadavateli a
jeho pfidruzenym spole¢nostem v této Smlouvé nema Zzadna
osoba, kterd neni stranou této Smlouvy, Zz&dna prava z ni
vyplyvajici a nebude moci vymahat Zadné podminky této Smlouvy.

25.  DALSi USTANOVENI

(a) Tato Smlouva a veSkeré pfilohy, doplfiky atd., tvofi
Uplnou dohodu mezi Smiluvnimi stranami ve vztahu ke Studii a
nahrazuji vSechny pfedchozi a doéasné smlouvy a ujednani, at uz
pisemné nebo Ustni.

(b) Tato Smlouva a veskeré dopliky, pfilohy atd. Ize ménit
pouze pisemnym dokumentem podepsanym Smluvnimi stranami.

(c) Je-li nékteré ustanoveni této Smlouvy v rozporu s
pravnimi pfedpisy, podle nichz se tato Smlouva vyklada, nebo
pokud je jakékoli takové ustanoveni prohlaSeno za neplatné
soudem, musi byt toto ustanoveni povazovano za pieformulované
tak, aby co nejblize vyjadfovalo plvodni zamér Smluvnich stran v
souladu s platnymi pravnimi predpisy, pfiCemz zbyvajici ¢ast této
Smlouvy zUstane v pIné platnosti a G¢innosti.

(d) Pokud se néktera ze Smiuvnich stran vzda svého prava
vzhledem k poruSeni jakéhokoli ustanoveni této Smlouvy nebo
pfislusného zakona, nebo jej promine, nesmi to byt povazovano
za zfeknuti se prava vzhledem k jakémukoli naslednému poruseni
kteréhokoli ustanoveni této Smlouvy.
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Agreement, the Parties agree that they will attempt in good faith
to resolve the matter through negotiations. If negotiations fail to
resolve the dispute, controversy or claim, the Contractual Parties
may submit the matter for resolution to an appropriate court with
substantive and territorial jurisdiction in the Czech Republic.

(f) This Agreement shall be binding upon the Parties, their
heirs, successors, and permitted assigns.

(9) Any notice required or permitted to be given hereunder
by any Party hereto shall be in writing and shall be deemed
given on the date received if delivered personally, by recognized
overnight courier, or five (5) days after the date postmarked if
sent by registered or certified, mail, return receipt requested
postage prepaid, to the following address:

If to Labcorp:
Labcorp Drug Development
Princeton, NJ 08540, USA

Inc. 206 Carnegie Center,

If to Institution:

Fakultni nemocnice v Motole
State subsidised organization
V Uvalu 84

150 06 Prague 5

Czech republic

If to Sponsor:
ASTRAZENECA AB, 151 85 Sodertélje, Sweden

Any Party may change its notice address and/or contact person
by giving notice of same in the manner herein provided. For the
avoidance of doubt, an amendment to this Agreement or any
Task Order will not be required in order to provide notice of a
change of address.

(h) This Agreement shall not be considered accepted,
approved, or otherwise effective until signed below by the
appropriate Parties. Each of the Parties hereto represents and
warrants that the person signing below on such Party’s behalf
has the authority to enter into this Agreement, and that this
Agreement does not conflict with any existing agreement or
obligations of such Party. This Agreement may be executed in
three counterparts, each of which shall be an original and all
such counterparts together shall constitute the entire Agreement

(e) Pokud z této smlouvy vznikne jakykoli spor nebo narok,
Smluvni strany se zavazuji, ze se pokusi véc vyfesit jednanim v
dobré vife. Pokud se jednanim nepodafi spory nebo naroky
vyfesSit, mize Smluvni strana predloZit véc k rozhodnuti vécné a
mistné pfislusnému soudu v Ceské republice.

(f) Tato Smlouva je pro ob& Smluvni strany, jejich dédice,
nastupce a pfipustné nabyvatele zavazna.

(9) VeSkerd oznameni, ktera jakakoli Smluvni strana musi
nebo mize ucinit podle této Smlouvy musi mit pisemnou formu a
musi se povazovat za ucinéna k datu pfijeti, pokud budou
doru¢ena osobné, vyznamnou kuryrni sluzby, nebo pét (5) dnt po
datu uvedeném na poStovnim razitku v pfipadé zasléni
doporuéenym dopisem nebo dopisem s doru¢enkou na nasledujici
adresu:

Za spoleénost Labcorp:
Labcorp Drug Development Inc. 206 Carnegie Center, Princeton,
NJ 08540, USA

Za Poskytovatele:

Fakultni nemocnice v Motole
statni pfispévkové organizace
V Uvalu 84

150 06 Praha 5

Ceska republika

Pro Zadavatele: )
ASTRAZENECA AB, 151 85 Sodertélje, Svédsko

Kazda ze Smluvnich stran mize zménit svou doruCovaci adresu
a/nebo kontaktni osobu pfislusnym oznamenim stanovenym v této
Smlouvé. Pro vylouCeni pochybnosti neni tfeba tuto Smlouvu
nebo jakykoliv Pfikaz k pInéni ukolu ménit pro u¢inéni oznameni o
zméné adresy.

(h) Tuto Smlouvu nelze povazovat za schvalenou ani jinak
platnou, dokud nebude podepsana vSemi Smluvnimi stranami.
Kazda ze Smluvnich stran prohlasuje a zaru€uje, ze osoba, ktera
se nize podepisuje jménem této Smluvni strany, je opravnéna tuto
Smlouvu uzavfit, a ze tato Smlouva neni v rozporu s jakoukoli
stavajici smlouvou nebo zavazkem této Smluvni strany. Tato
Smlouva mlZe byt vyhotovena ve tfech stejnopisech, kdy se
kazdy povazuje za origindl, ale vSechny takové stejnopisy
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and a single legal document. Electronic signatures, electronically
transmitted and facsimile transmitted signatures shall have the
same full force and effect of an original signature. The
Agreement is prepared in the Czech and English languages, and
in the event of a possible dispute, the Czech wording takes
precedence.

List of attachments:

Exhibit A: Conditions for access to electronic data
Exhibit B: Budget

Exhibit C: Standard Contractual Clauses
Attachment D: Extract from the commercial registry

THE REMAINDER OF THIS PAGE IS INTENTIONALLY LEFT BLANK
SIGNATURE PAGE TO FoLLOW

spoleCné tvofi celou smlouvu a jediny pravni dokument.
Elektronické podpisy, elektronicky pfenasené a faxem prenasené
podpisy maji stejnou platnost a tcinnost jako plvodni podpis.
Smlouva je vyhotovena v Ceském a anglickém jazykovém znéni,
kdyz v pfipadé rozporu ma pfednost Eeské znéni.

Seznam pfiloh:

Priloha A: Podminky pro pfistup k elektronickym tdajim
Pfiloha B: Rozpocet

Priloha C: Standarni Smluvni dolozka

Pfiloha D: Vypis z obchodniho registra

ZBYTEK TETO STRANKY JE ZAMERNE PONECHAN PRAZDNY
NASLEDUJE STRANKA S PODPISY
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Prijato a schvaleno / Accepted and Agreed:
LABCORP DRUG DEVELOPMENT INC.

Podpis / Signature:

Jméno hikovym pismem / Printed Name: || GG

Titul / Title:

Datum/ Date:

Fakultni nemocnice v Motole (,poskytovatel®)

Podpis / Signature:

Jméno hiilkovym pismem / Printed Name: [

Titul / Title:Na zakladé povéreni

Datum/ Date:

Nize podepsany | EEEGzGz@Bliako zkousejici potvrzuji, Ze jsem se fadné seznamil se smlouvou a prislusnou dokumentaci
ke klinickému hodnoceni léCiva a zavazuji se zajistit dodrzovani povinnosti z nich vyplyvajicich. Dale se zavazuii
nezvefejfiovat informace tykajici se pfedmétného klinického hodnoceni bez pfedchoziho pisemného souhlasu zadavatele,
zachovavat miCenlivost o vSech poskytnutych informacich, povazovat tyto za divémé a zdrzet se jakéhokoliv jiného uziti
téchto informaci a vysledkl nez pro Géely tohoto klinického hodnoceni. Jako zkouSejici souhlasim s tim, Ze zadavatel (a
popk. i CRO) bude/budou shromazdovat, pouzivat, zpracovavat a zvefejiiovat mé osobni Udaje, véetné jména, kvalifikace a
zkuSenosti v klinickém hodnoceni, mé finan¢ni udaje vztahujici se mimo jiné k obdrzené odméné a finanéni nahradé a
dalSi osobni udaje k administrativnim Ucellim v souvislosti s klinickym hodnocenim, popf. k poskytnuti etickym komisim a
statnim Ufadlm a zavazuiji se zajistit tento souhlas i od spoluzkousejicich a ostatnich €lend studijniho tymu.

J, the undersigned | llas an investigator, confirm that | have duly acquainted myself with the contract and the
relevant documentation for the clinical trial of the drug, and | undertake to ensure compliance with the obligations arising
from them. | further undertake not to disclose information relating to the clinical trial in question without the prior written
consent of the Sponsor, to maintain the confidentiality of all information provided, to maintain its confidentiality and to
refrain from any use of such information and results other than for the purposes of this clinical trial. As Investigator, | agree
that the Sponsor (and possibly CRO) will collect, use, process and disclose my personal information, including my name,
qualifications and experience in clinical trials, my financial information relating to, among other things, the remuneration |
have received, and financial compensation and other personal data for administrative purposes in connection with the
clinical trial, or to provide it to ethics committees and state authorities, and | undertake to secure this consent from my
fellow investigators and other members of the study team.
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Podpis / Signature:

Titul / Title: Investigator/ ZkousSejici

Datum/ Date:
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Exhibit A

Electronic Access Terms and Conditions
Investigator and others at Institution may be granted usernames
and passwords (“Authorized Users”) to facilitate the entry of
Study data into the electronic data capture system applicable to
the Study (“Systems”). The usernames and passwords are
provided in exchange for the agreement of Institution,
Investigator, and site Authorized Users obligation to adhere to
subject the following Terms and Conditions:
Authorized Users will provide to Chiltern certain registration
information including name, address, phone number, and email
address all of which must be accurate and kept current. Each
Authorized User acknowledges that he/she is accountable and
responsible for all actions initiated under his/her electronic
signature. Authorized Users may not (a) select or use a
username or password of another person with the intent to
impersonate that person; (b) use a username or password in
which another person has rights without such person's
authorization, or (c) permit any third party to use his or her
username and/or password.
Authorized Users agree to keep assigned usernames and/or
passwords confidential and to immediately notify Chiltern (a) if
there is any reason to believe an assigned username and/or
password has been improperly disclosed or otherwise
compromised, (b) of any known or suspected unauthorized
use(s) of a username and/or password, or (c) any known or
suspected breach of security, including loss, theft, or
unauthorized use of a username and/or password.
Except as expressly authorized herein, Authorized Users shall
neither transfer nor permit the use of or access to the Systems
by any third party. Authorized Users, Institution, and Investigator
shall use the Systems only for lawful purposes and in
accordance with this Agreement. Authorized Users and
Institution shall not self-host the Systems on its own servers or
those of any third party on its behalf. Institution and its
Authorized Users shall not reverse engineer, disassemble or
decompile the Systems in any manner. Institution and its
Authorized Users shall not copy, enhance, modify, or create
derivative works based on the Systems or disclose the results of
Systems performance benchmarks to any third party without the
Systems owner’s prior written consent. Institution and Authorized
Users shall not transfer, sell, resell, give, distribute or sublicense
the License to any other party.
Failure to comply with the foregoing shall constitute a breach of
this Agreement, which may result in immediate termination of an
Authorized User’s or Institution’s access to the System.

Priloha A

Podminky pro pristup k elektronickym tidajiim
ZkouSejici a dalsi osoby Poskytovatele mohou ziskat uZivatelské
jméno a heslo (,Opravnéni uzivatelé®) k umoznéni pfistupu ke
Studijnim udajim v systému pro elektronicky sbér dat platném pro
Studii (,Systémy®). Uzivatelska jména a hesla jsou poskytnuta na
zakladé poskytnuti souhlasu od Poskytovatele, ZkouSejiciho a
Opravnénych uzivateld pracovisté k dodrzovani zavazki
podléhajici témto podminkam:
Opravnéni uzivatelé poskytnou spolenosti Chiltern urcité
registraéni Udaje véetné jména, adresy, telefonniho Cisla a e-
mailové adresy, které musi byt pfesné a aktualni. VSichni
Opravnéni uzivatelé berou na védomi, Ze jsou odpovédni za
vSechny své Cinnosti zapoCaté po poskytnuti elektronického
podpisu. Opravnéni uzivatelé nemohou (a) zvolit ¢i pouzivat
uzivatelska jména Ci hesla jinych osob za ucelem vydavani se za
danou osobu; (b) pouzivat uZivatelské jméno Ci heslo, na které se
vztahuji prava jiné osoby bez poskytnuti opravéni od takové
osoby, nebo (c) opravnit Zadnou tfeti osobu k pouZivani
uzivatelského jména a/nebo hesla.
Opravnéni uzivatelé souhlasi s tim, Ze budou pfidélena
uzivatelskd jména a/nebo hesla uchovavat v dlvérnosti a
bezprodlené uvédomi spole¢nost Chiltern, (a) pokud se vyskytne
davod k podezieni, Ze pfidélené uzivatelské jméno a/nebo heslo
bylo nechténé uvedeno ve znamost nebo jinak prozrazeno, (b) o
jakémkoli zndmém ¢&i domnélém uzivani uzivatelského jména
a/nebo hesla nebo (c) jakémkoli zndmém nebo domnélém
poruSeni bezpe€nosti, véetné ztraty, odcizeni ¢i neopravnéného
pouzivani uzivatelského jména a/nebo hesla.
Neni-li zde vyslovné uvedeno jinak, Opravnéni uZivatelé nesmi
pfedat ¢i umoznit pouzivani nebo pfistup do Systému zadné treti
strané. Opravnéni uzivatelé, Poskytovatel a ZkouSejici musi
Systémy pouzivat pouze k zakonnym ucelim a v souladu s touto
Smlouvou. Opravnéni uzivatelé a Poskytovatel nesmi sami
hostovat Systémy na svych vlastnich serverech nebo na severech
jakékoli dalSi strany svym jménem. Poskytovatel a jeho Opravnéni
uzivatelé nesmi v Zadném pfipadé zajiStovat opravy, demontovat
nebo dekompilovat Systémy. Poskytovatel a jeho Opravnéni
uzivatelé nesmi kopirovat, vylepSovat nebo vytvafet derivaty
Systému nebo zvefejfiovat vysledky vykonnosti Systémi zadnym
tfetim strandm bez pfedchoziho pisemného souhlasu vlastnika.
Poskytovatel a Opravnéni uzivatelé nesmi pfenaSet, prodavat,
opétovné prodavat, darovat, distribuovat ¢i poskytovat podlicence
Zadné tfeti strané.
NedodrZeni vySe uvedeného bude znamenat poruSeni této
Smlouvy, coz muize mit pro Opravnéné uZzivatele nebo |,
Poskytovatel za nasledek okamzité zruSeni pfistupu do Systému.
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Exhibit B: Budget / Pfiloha B: )
WILL NOT BE PUBLISHED IN THE CONTRACTS REGISTER / NEBUDE PUBLIKOVANO V REGISTRU SMLUV

Exhibit C: Standard Contractual Clauses Priloha C: Standardni Smluvni dolozka

WILL NOT BE PUBLISHED IN THE CONTRACTS REGISTER / NEBUDE PUBLIKOVANO V REGISTRU SMLUV
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Exhibit D: Extract from the commercial registry Priloha D: Vypis z obchodniho registra

Uplny vypis
z cbechodniho refstfiku, vedengho

Méstskym soudem v Praze
oddil A, vioZka 52158

Datum vzniku a zapisu:

25, srpna 2005

Spisova znacka:

A 52158 vedend u Méstskéha soudu v Praze
zapsano 25, srpna 2005

Oznaceni oditépného zavodu:

COVAMNCE CLIMICAL AMD PERIAPPROVAL SERVICES LIMITED, organizatni sloZka
zapsano 25, srpna 2005

Sidlo:

Praha 1 - Bredovsky dvir, Olivova 2096/4, PSC 11000
zapsano 25, srpna 2005

wymazana 24, srpna 2010

Praha 8, Karolinska 661, PSC 18600
zapsano 24, srpna 2010

yymazano 10, zaff 2020

W oparkw 2343/24, Chodov, 148 00 Praha 4
zapsano 10, zan 2020

Identifikatni Cislo:

273 70 976

zapsano 25, srpna 2005

Pravni forma:

Odstépny zaved zahranicéni pravnicks osoby
zapsano 25, srpna 200%

Predmét podnikani:

Zpracovani dat, sluiby databank, sprava siti
zapsano 25, srpna 2005

sluzby v oblasti administrativii spravy a sluZby organizacné hospodarskeé povahy
zapsano 25, srpna 2005

zprostfedkovani zaméstnani

zapsano 2, zari 2019

Vedouci odStépného zavodu:

ROBERT PRINGLE, dat, nar. 9, (nora 1964

Maidenhead, Berkshire, Roxborough Way, 6, SL6 3UD, Spojené kralovstvi Velke Britdnie a Severniho Irska
zapsano 25, srpna 2005

vymazano 27, brezna 2013

ROBERT PRIMGLE, dat, nar, 9, Unara 1964

LS29LH Leeds, West Yorkshire, Springfield House, Hyde Street, Spojend kralovstvl Velké Britanie a Severniho
Irska

zapsano 27, bfezna 2013

Zfizovatel - zahraniéni osoba:

COVAMNCE CLINICAL AMD PERIAPPROVAL SERVICES LIMITED

Maidenhead, Berkshire, Roxborough Way, 6, 5L6 3UD, Spajene kralovstvi Velké Britdnie a Severniho Irska
zapsano 25, srpna 2005

wymazano 27, biezna 2013

COVAMNCE CLINICAL AMD PERIAPPROVAL SERVICES LIMITED
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SLE30H Maidenhead, Berkshire, Westacott Way, Maidenhead Office Park, Osprey House, Spojené kralovstvi
Velké Britdnie a Severniho Irska
zapsano 27, bfezna 2013
Statutirni organ zrizovatele - zahraniéni osoby:
Elen predstavenstva:

ALAN WOOD, dat, nar. 26. listopadu 1949
Maidenhead, Berkshire, Roxborough Way, 6, SL6 3UD, Spojend kralovstvi Velke Britdnie a Severniho Irska
Den vzniku funkce: 15, fijna 2003
Den zaniku funkee: 30, dervna 2006
Den veniky Eenstyi: 15, Fijna 2003
Den raniku Elenstvi: 30, fervna 2006
Zplisob jedndnl jménem zfizovatele: samostatnd,
rapsano 25, srpna 2005
vymazana 27, biezna 2013
Elen predstavenstva:

WILLIAM KLITGAARD, dat, nar. 15, biezna 1953
Princaton, New Jersay, Carnegie Center, 210, 08540, Spojend staty americkd
Cen vzniku funkce: 12, dnora 2003
Den zaniku funkce: 21, zaf 2012
Den veniku Senstvi: 12, dnora 2003
Den zaniku Elenstwi: 21, zaf 2012
Zplsab jedndnl jménem zfizovatele: samostatnd,
rapsano 25, srpna 2005
vymazana 27, hiezna 2013
Elen predstavenstva:

CHRISTOPHER KUEBLER, dat, nar, 31, fijna 1953
Teterbare, Mew Jersey, One Maleolm Avenue, Spajend staby americks
Den vzniku funkce: 9. ledna 1995
Den zaniku funkce; 7. listopadu 2005
Den vzniku denstvi: 9. ledna 1535
Den zaniku Elenstvi: 7. listopadu 2005
Zplsob jednéni jménem zfizovatele: samostamni.
zapsano 25, srpna 2005
wvymazano 27, brezna 2013
Elen predstavenstva:

ROBERT DAVIE, dat. nar. 20, prosince 1959
SL630H Maidenhead, Berkshire, Osprey House, Westacolt Way, Spojend kralovsbvl Velkd Britdnie a Severniho
Lrska
Den vzniku funkce: 14, listopadu 2008
Den zaniku funkee: 10. ledna 2020
Den veniku denskvi: 14, listopadu 2008
Den zaniku lenstvi: 10, ledna 2020
zapsano 27, biezna 2013
wymazano 21, dubna 2020
Elen predstavenstva:

ALISON CORNMELL, dat, nar, 18, bfezna 1962
PALT7517 Denver, 310 Swamphridae Road, Spojend stity americke
Den veniku funkeoe: 21, zaf 2012
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Den zaniku funkce: 2, fervence 2015
Cen vzniku denskvi: 21, zafi 2012
Den zaniku Elenstvi: 2. fervence 2015
Fapsano 27, bfezna 2013

yymazana 23, bifezna 2017

Elen pFedstavenstva:

ROBERT PRIMGLE, dat, nar, 9, dnora 1964
LS29LH Leeds, West Yorkshire, Springfield House, Hyde Street Way, Spojend kralovstvi Velké Britanie a
Severniho Irska
Den veniku funkce: 9, zaf 2008
Den veniku denstvi: 9, z4F 2009
zapsano 27, bfezna 2013
Elen predstavenstva:

RICHARD CIMING, dat, nar. 7. listopadu 1959

MIDB540-6233 Princeton, 206 Carnagie Canter, Spojené staty americkée
Den vzniku funkce; 22, listopadu 2005

Den zdniku funkee: 30, 24f 2015

Den vzniku denstvi: 22, listopadu 2005

Den zaniku Elenstvi: 30, zaii 2015

zapsano 27, bfezna 2013

vymazana 23, bierna 2017

Statutarni organ zfizovatele - zahraniéni osoby:

GLENM ANDREW EISEMBERG, dat, nar, 10, kvétna 1961
2B210-8058 Charlotte, North Carolina, 8950 Heydon Hall Circle, Spojené staty americké
Den vzniku funkce: 10, ledna 2020
Den veniku clenstvi: 10, ledneg 2020
zapsano 21, dubna 2020
statutarni organ zfizovatele - zahraniéni osoby:

SANDRA DAMNET VAN DER VAGART, dat, nar, 14, zafl 1959

27516-2589 Chapel Hill, North Caroling, 140 W, Franklin Street, Unit 707, Spojend staty americké
Den vzniku funkce: 10, ledna 2020

Den veniku enstvi: 10, ledna 2020

zapsano 21, dubna 2020

Ostatni skuteénosti;

rejstiik, do kterého je zfizovatel zapsan a fislo zdpisu:

Obchodni rejstrik pro Anglii @ Wales | Companies House), dslo zapisu: 2022667

Zapsano 25, srpna 2005

Clenové pfedstavenstva ziizovatele mehou ustanovit tajemnika spelefnostl, ktery te opravindn jednat jménem
zlizovatele.

Tajemnik spalaénasti ( zfizovatelz):

Rogert Pringle, nar, 9,2,1964

Roxborough Way &, Maicenhead Berkshire,

SL6 3UD, Spojensg kralovstvi Velké Britanie a Severniho Lrska

- zpisob jednani jménem zfizovatele: samostatné

datum vrniku funkee: 7,5,2002

zapsano 25, srpna 2005

vymazano 23, bfezna 2017

Clenové predstavenstva zfizavatale mohou ustanavit tajamnika spoleénosti, ktery je opravnén jednat jménem
Ziizovate|e,
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Fapsano 23, bfezna 2017

Spoletnost COVANCE CLINICAL AND PERIAPPROVAL SERVICES LIMITED jednajici prostiednictvim svéhao
aditépného zavodu COVANCE CLINICAL AND PERIAPPROVAL SERVICES LIMITED, organizacni slofka nabyla
zévod od spolefnasti CHILTERN INTERMATIONAL, 5,no, se sidlem Praha 4, Pod Vigfovkou 1661/31, psC
14000, identifikadni dislo 2BL78777, a to na zakladé smlouvy o koupi zavodu ze dne 31, 01, 2019, plitemi sa
strany dohodly na datu prevodu viastnického prava ke dni 01, 02, 2019,

zapsano 1, Gnora 2019

Tento vypis je neprodejny a byl poFizen na Internetu (Qttp/Sww justice,cz),

Dne: 27.1.2021 10:41

Udaje platné ke dni 27.1,2021 03:36
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