THIS CLINICAL SITE AGREEMENT
(hereinafter “Agreement”)

TATO SMLOUVA S KLINICKYM CENTREM
(dale jen ,,smlouva*)

is valid when signed by all parties and effective as of the date of
publication in the register of contracts
(hereinafter “Effective date™)

je platna po podpisu vSemi stranami a i¢inna datem
zvefejnéni v registru smluv
(dale jen ,,datum ucinnosti*‘)

and is made by and between

a uzaviraji ji mezi sebou

(€)) Parexel International (IRL) Limited (€)) Parexel International (IRL) Limited
70 Sir John Rogerson's Quay 70 Sir John Rogerson's Quay
Dublin 2 Dublin 2
Ireland Irsko
(hereinafter CRO) (déle jako ,,CRO%)
and A
2) Fakultni nemocnice Kralovské Vinohrady 2 Fakultni nemocnice Kralovské Vinohrady

with its registered seat at Srobarova 1150/50, 100 34 Praha 10,
Czech Republic

ID No.: 00064173
VAT No.: CZ00064173
Reference No.:
Cost center:

State contributory organization established by the Ministry of
Health of the Czech Republic

Represented by: MUDr. Jan Votava , director;

se sidlem: Srobarova 1150/50, 100 34 Praha 10, Ceska
republika

1CO: 00064173

DIC: CZ00064173

Cislo jednaci:

Nékladové stredisko:

Ministerstvem

statni  prispévkova ziizena

zdravotnictvi CR

organizace

zastoupena: MUDr. Janem Votavou, feditelem

(hereinafter Institution)

(dale jako ,,zdravotnické zafizeni)

and

A

(3) MUDr. Miroslav Veith, Ph.D.

Date of birth:

Domiciled:

Place of business at Fakultni nemocnice Kralovské Vinohrady,
Clinic of Ophthalmology, Srobarova 1150/50, 100 34 Praha 10,
Czech Republic

(3) MUDr. Miroslav Veith, Ph.D.

datum narozeni:

bytem:

s pracovistéem ve Fakultni nemocnici Kralovské Vinohrady,
Oftalmologicka klinika, Srobarova 1150/50, 100 34 Praha 10,
Ceska republika

(hereinafter Investigator)

(dale jako ,,zkousejici)

regarding

v souvislosti s

Initiation with

(hereinafter Study)

protokolem ¢&.: - (dale jen ,,protokol*)

1¢zbou [N (citc jen studic)
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CRO, Institution, and Investigator are hereinafter referred to
individually as a “Party” and collectively as the “Parties”.

CRO, zdravotnické zatfizeni a zkousejici se dale oznacuji
jednotlivé jako ,,strana“ a spolecné jako ,,strany“.

of

Z

SPONSOR:

ZADAVATEL:

Bayer AG, a corporation duly organized under the laws of Germany,
and having its registered office at Kaiser-Wilhelm-Allee 1, 51373
Leverkusen, Germany, and having offices at Muellerstrasse 178,
13353 Berlin, Germany
(‘hereinafter Sponsor)

Bayer AG, spolecnost fadné zalozena podle némeckych
zakont, s oficidlnim sidlem na adrese Kaiser-Wilhelm-Allee 1,
51373 Leverkusen, Spolkova republika Némecko, sidlici na
adrese Muellerstrasse 178, 13353 Berlin, Spolkova republika
Neémecko (dale jen ,,zadavatel*)

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

VZHLEDEM K TOMU, ze zadavatel je zadavatelem
multicentrické studie, jejimz cilem je klinické hodnoceni
hodnocen¢ho piipravku, a CRO (nebo jeji piidruzena
spolecnost) byla najata zadavatelem (vramci samostatné
pisemné smlouvy), aby jednala jako zastupce zadavatele pii
fizeni studie pro zadavatele; a

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

VZHLEDEM K TOMU, Ze zdravotnické zatizeni a zkousejici
budou plné spolupracovat s CRO a dovoli CRO vykonavat
jakékoli a vSechny povinnosti zadavatele studie a uplatiiovat
jakékoli a vSechna prava zadavatele, ktera zadavatel ma na
zaklad¢ prislusnych zékoni a pfedpist upravujicich spravnou
klinickou praxi (SKP), jako by tato prava byla vlastnimi pravy
CRO, jak k tomu zadavatel zmocnil CRO; a

WHEREAS, Investigator is an employee of Institution; and

VZHLEDEM K TOMU, ze zkousejici je zaméstnancem
zdravotnického zafizeni; a

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

VZHLEDEM K TOMU, ze tato smlouva objasiiuje spolecné a
samostatné zavazky a prava zdravotnického zafizeni a
zkousejiciho, jakozto i zavazky a prava CRO tykajici se
provadéni této studie; a

WHEREAS, under this Agreement CRO does not act, or purport to
act, as SPONSOR's contractual agent, but rather as SPONSOR's
appointed designee for managing the Study.

VZHLEDEM K TOMU, ze podle této smlouvy CRO
nevystupuje ani nehodld vystupovat jako smluvni agent
zadavatele, ale jako zastupce jmenovany zadavatelem pro
fizeni této Studie.

1. DEFINITIONS 1. VYMEZENI POJMU

1.1 Definitions for terms used in this Agreement are in Exhibit | 1.1 Vymezeni pojml pouzivanych v této smlouvé se
B. nachdazi v Ptiloze B.

2. CONDUCT OF THE STUDY 2. PROVADENI STUDIE

2.1 Institution agrees, and commits itself to CRO, to allow | 2.1 Zdravotnické zafizeni souhlasi a zavazuje se CRO, ze

Investigator and other Study Personnel to conduct the Study at
Institution, and warrants that Investigator and other Study Personnel
are employed by Institution.

zkousejicimu a ostatnimu persondlu studie umozni provadét
studii ve zdravotnickém zafizeni, a zarucuje, Ze zkousejici a
ostatni persondl studie jsou zaméstnanci zdravotnického
zafizeni.

2.2 Investigator agrees, and commits itself to CRO, to conduct
the Study at Institution and warrants that he/she is employed by
Institution. Investigator shall personally supervise the conduct of the

2.2 Zkousejici souhlasi a zavazuje se CRO k tomu, ze
bude provadét studii ve zdravotnickém zafizeni, a zarucuje, Ze
je zaméstnancem zdravotnického zatizeni. ZkousSejici bude
vykonavat osobni dohled nad provadénim studie ze strany
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Study by the Study Personnel to the full extent contemplated by the
Protocol and by Applicable Law.

personalu studie v plném rozsahu daném protokolem a
pfislusnymi zékony.

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

23 Zkousejici a zdravotnické zafizeni berou na védomi a
souhlasi s tim, Ze zadavatel je zadavatelem studie a jako
takovy je opravnénou tfeti stranou této smlouvy, pfiCemz
zadavatel prevadi veskeré své funkce souvisejici se studii na
CRO v souladu s ICH-GCP. Kromé vyse uvedeného souhlasi
zkousejici a zdravotnické zafizeni stim, ze CRO muze
zptistupnit zadavateli jakékoli nebo vSechny informace a/nebo
dokumenty souvisejici s touto smlouvou a/nebo souvisejici
s ucasti zkousejiciho a zdravotnického zatizeni ve studii
(mimo jiné véetné jakychkoli zprav nebo jinych dokumenti ¢i
materialti, které zkouSejici nebo zdravotnické zafizeni
poskytnou na zakladé této smlouvy CRO). Veskeré odkazy na
zadavatele v tomto dokumentu (at’ uz v souvislosti s predanim
informaci, predlozenim zadosti, finan¢nimi podminkami nebo
¢imkoli jinym) se odvozuji od postaveni zadavatele jako
takového, jak stanovi platné zakony a pfedpisy SKP, pficemz
zkousejici a zdravotnické zafizeni s timto souhlasi. Zkousejici
a zdravotnické zafizeni budou pIn€ spolupracovat pii
zédostech ze strany CRO tykajicich se zadavatele.

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

2.4 Zkousejici a zdravotnické zafizeni berou na védomi,
ze piijemcem sluzeb popsanych v této smlouvé je CRO, a aby
se zabranilo jakymkoli pochybnostem, ze zadavatel neni
ptijemcem sluzeb popsanych v této smlouvé.

2.5 Institution and Investigator specifically agree, and commit
themselves to CRO, to (and warrant that Study Personnel will)
conduct the Study in a diligent, efficient, and skilful manner, in strict
compliance with the terms and conditions of this Agreement, the
Protocol including subsequent amendments, any specific Study
Instructions, Applicable Law, all requirements of the Institution, and
any other professional standards applicable to their professional
industries and fields. Neither Institution nor Investigator nor any
Study Personnel shall make every effort not to commit any negligent
acts or any willful misconduct in connection with the Study.
Institution and Investigator accept responsibility for the acts and
omissions of all Study Personnel in the Study.

2.5 Zdravotnické  zafizeni a zkouSejici  konkrétné
souhlasi a zavazuji se CRO (a zarucuji totéZ i o personalu
studie), Ze budou provadét studii peclivé, efektivné a odborng,
pfisné v souladu s podminkami této smlouvy, protokolem
vcetné naslednych dodatkd, veskerymi konkrétnimi pokyny ke
studii, platnymi zdkony, vSemi pozadavky zdravotnického
zafizeni aveSkerymi dal§$imi odbornymi standardy
vztahujicimi se kjejich odbornosti apoli plsobnosti.
Zdravotnické zatizeni ani zkousejici ¢i jakykoli ¢len personalu
studie vyvinou maximalni snahu nespachat zadny nedbalostni
¢in ani zamémé pochybeni v souvislosti se studii.
Zdravotnické zatizeni a zkousSejici piijimaji odpovédnost za
konani a nekonani v§ech ¢lend personalu studie ve studii.

2.6 CRO or its designee shall obtain the written approval of the
appropriate state authorities with the conduct of the study at the
Institution prior to commencement of the Study and will furnish this
approval to Institution and Investigator.

2.6 Pred zahajenim studie ziskaji CRO nebo jeji
povétena osoba pisemny souhlas statni autority s provedenim
studie ve zdravotnickém zafizeni a tento souhlas predaji
zdravotnickému zafizeni a zkouSejicimu.

2.7 If required by Applicable Law, CRO shall make, or procure
that SPONSOR makes, the necessary submissions or notifications to
the regulatory authorities and/or appropriate Ethics Committee
(EC). The Study may not commence until the Institution and
Investigator have been informed by CRO that such authorizations
havebeen granted.

2.7 V pftipadé, ze tak bude vyzadovat prislusny zakon,
provede CRO nezbytna podani ¢i oznameni regula¢nim
organim a/nebo pfislusné Etické komisi (EK), pfipadné
zajisti, aby tak provedl zadavatel. Dokud nebude zdravotnické
zafizeni a zkousejici informovan ze strany CRO, ze byla tato
schvéleni ziskana, nesmi byt studie zahdjena.

2.8 Investigator shall, prior to a Subject’s participation in the
Study, obtain the Subject's written informed consent to participate
in the Study. Each Subject’s written informed consent shall be in a
form that is in accordance with the Protocol and is approved by the
state authority.

2.8 Pfed zahajenim ucasti subjekti hodnoceni ve studii
ziska zkousSejici pisemny informovany souhlas subjektu
hodnoceni s ucasti ve studii. Pisemny informovany souhlas
kazdého subjektu hodnoceni bude mit podobu, kterda je v
souladu s protokolem a je schvéalenad statni autoritou.
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2.9 Institution and Investigator shall (i) keep a detailed and
written inventory of all clinical supplies, equipment and Study Drug
provided by SPONSOR or CRO or its Affiliates and shall store such
materials according to the Protocol or Study Instructions and (ii)
retain all necessary Subject records and/or documents whether
electronic, paper, or in any other form relating to the Study for
twenty-five (25) after the end or the premature termination of the
Study. Institution and Investigator shall provide to CRO or its
Affiliates all study data collected on case report forms as instructed
by CRO.

2.9 Zdravotnické zafizeni a zkouSejici budou (i)
uchovavat podrobny a pisemny inventai veskerych klinickych
pomiicek, vybaveni a hodnocen¢ho piipravku, které poskytl
zadavatel nebo CRO nebo jeji pfidruzené spolecnosti, a budou
tyto materidly uchovavat v souladu s protokolem nebo pokyny
ke studii a (ii) budou uchovavat veskeré nezbytné zdznamy
subjektu hodnoceni a/nebo dokumenty, at’ jiz v elektronickeé,
papirové, nebo jakékoli jiné podobé, které souvisi se studii, po
dobu dvaceti péti (25) let po konci nebo pred¢asném ukonceni
studie. Zdravotnické zafizeni a zkousSejici predaji CRO nebo
jejim ptidruzenym spole¢nostem veskeré udaje ze studie
shromazdéné v zaznamech subjekt hodnoceni dle pokyni
CRO.

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

ZADAVATEL nebo jeho povétend osoba zajisti prislusné
avcasné dodavky hodnoceného piipravku nezbytné pro
provadéni studie.

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

Hodnoceny pripravek bude dodavan zdarma do 1ékarny
zdravotnického zafizeni. Zdravotnické zafizeni se timto
zavazuje zajistit, ze hodnoceny piipravek bude uchovavan
oddélené od jinych léciv v 1ékarne a jeho piiprava, kontrola,
uchovévani a vydej (dale jen ,nakladéni s hodnocenym
piipravkem) budou provadény v souladu s protokolem,
pokyny ke studii a pfislusnymi zakony a rovnéz podminkami
uvedenymi v pokynu LEK-12 vydaného Statnim tistavem pro
kontrolu IéCiv.

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

Zdravotnické zafizeni musi jmenovat zastupce spliujici
odborna kvalifikacni kritéria pro zdravotnickou funkci
Iékarnika nebo 1ékarnického asistenta podle ptislusnych
zakond, ktery bude odpovidat za nakladani s hodnocenym
pfipravkem a povede o tom TUplnou dokumentaci.
Bezprostiedné po jmenovani takového zéastupce musi
zdravotnické zafizeni pisemné informovat CRO o jménu a
pfijmeni jmenované osoby (nebo osob) spolecné s ptislusSnymi
kontaktnimi udaji, pokud se vyzaduji.

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

Zkousejici se timto zavazuje, ze bude hodnoceny piipravek
odebirat zlékarny zdravotnického zafizeni v souladu
s protokolem a v davkach pozadovanych pro kazdou navstévu
jednotlivych subjekt hodnoceni.

The Institution hereby undertakes at the expense of the
SPONSOR/CRO to perform/ensure safe liquidation/disposal of
unused Study Drug (as hazardous waste) in accordance with the
Applicable Law, if requested to do so by SPONSOR or CRO.

Zdravotnické zafizeni se timto zavazuje, na naklady
zadavatele / CRO, provést/zajistit bezpecnou likvidaci/zniceni
nespotiebovaného hodnoceného ptipravku (jako
nebezpecného odpadu) v souladu s pfisluSnymi zakony,
pokud to bude pozadovat zadavatel nebo CRO.

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

2.10 Zdravotnické zafizeni a zkouSejici souhlasi a
zarucuji, Ze oni ani persondl studie aktualné nejsou véazani
zadnou smlouvou nebo zavazkem, které jsou v rozporu
s povinnostmi a zdvazky vi¢i CRO nebo zadavateli podle této
smlouvy, a dale souhlasi s tim, ze se v prub¢hu této studie
nezavazou k zadnym takovym zavazklim ¢i smlouvam a
zajisti, ze zadny Clen personalu studie se béhem této studie
nezavaze k zadnym takovym zavazkiim ¢i smlouvam.
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2.11 Institution and Investigator hereby acknowledge and agree
that each has received sufficient Information regarding their
respective participation in the Study. In addition, Investigator further
warrants (i) that he/she has distributed all relevant Information to the
Study Personnel who have a need to know such Information in order
to perform their assigned tasks on the Study, and (ii) that he/she, and
all Study Personnel (as applicable), has read and understands such
Information.

2.11 Zdravotnické zafizeni a zkousejici timto berou na
védomi asouhlasi stim, ze oba obdrzeli dostatek informaci
tykajicich se jejich ucasti ve studii. Kromé toho zkousejici dale
zaruCuje, ze (i) predal vSechny dulezité informace persondlu
studie, ktery tyto informace potiebuje znat z diivodu provadéni
jim pfifazenych ukolt ve studii, a Ze (ii) zkouSejici a vSechen
persondl studie (dle situace) si precetli a porozuméli t€mto
informacim.

2.12 Institution shall, throughout the duration of the Study,
provide, keep available to the Study Personnel and maintain all
necessary Resources for the adequate performance of the Study.
Investigator shall, throughout the duration of the Study, ensure that
adequate Study Personnel are available to complete the Study.
Institution and/or Investigator shall without undue delay inform
CRO promptly in writing (including by email) about all changes
impacting the Resources and/or the Study Personnel.

2.12 V prubéhu trvani této studie bude zdravotnické
zafizeni poskytovat, mit k dispozici pro potieby personalu
studie a uchovavat veskeré nezbytné zdroje pro piiméfené
provadéni studie. V prubéhu trvani studie zkousejici zajisti,
aby byl k dokonceni studie dostatecny pocet ¢lenti personalu
studie. Zdravotnické zafizeni a/nebo zkousejici budou bez
zbytetného prodleni pisemné informovat CRO (vcetné
elektronické formy) o veskerych zménach, které by mohly mit
vliv na zdroje a/nebo personal studie.

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

2.13 Protokol, véetné veskerych jeho dodatki, predstavuje
nedilnou soucédst této smlouvy prostiednictvim odkazu. V
ptipadé jakéhokoli nesouladu mezi touto smlouvou a protokolem
bude v zalezitostech lékafstvi, védy a provadéni studie
rozhodujici protokol; v ostatnich pfipadech budou rozhodujici
podminky této smlouvy.

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

2.14 Zdravotnické zafizeni a zkousejici souhlasi s finanéni
kompenzaci CRO a zadavatele, dle situace, za veskeré naklady
plynouci z prokazaného poruseni této smlouvy zdravotnickym
zatizenim a/nebo zkousejicim.

2.15 During and after the Study, Institution and Investigator shall
promptly (within 24 hours of awareness) report to SPONSOR any
information that could be considered a serious breach of the rules for
the conduct of the Study as defined in Article 52 of Regulation (EU)
No. 536/2014; “serious breach” meaning a breach of aforementioned
regulation or of the version of the Protocol applicable at the time of the
breach which is likely to affect to a significant degree the safety and
rights of a subject or the reliability and robustness of any data generated
in the Study.

2.15 V prubéhu studie a po jejim ukonceni zdravotnické
zatizeni a zkousejici neprodlené (do 24 hodin od okamziku, kdy
se o tom dozveéd¢€li) oznami zadavateli veskeré informace, které
by mohly byt povazovany za zavazné poruseni pravidel pro
provadéni studie, jak je definovano v ¢lanku 52 nafizeni (EU) €.
536/2014; ,,zavaznym porusenim™ se rozumi poruSeni vyse
uvedeného natizeni nebo verze protokolu platné v dob¢ poruseni,
které mize vyznamné ovlivnit bezpecnost a prava subjektu
hodnoceni nebo spolehlivost a robustnost jakychkoli udaja
ziskanych v ramci studie.

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

2.16 Zdravotnické zatizeni a zkousejici souhlasi, ze pokud
bude jakykoli ¢len personalu studie zaméstnancem ¢i ufednikem
vlady a/nebo bude vykonavat vladni funkci, zadavatel mize byt
o tomto vztahu informovan a jakakoli odména, kterou tato osoba
obdrzi v souvislosti se studii, miize byt zdravotnickému zafizeni
sd¢€lena a toto sdéleni je timto schvaleno.

217 Institution and Investigator warrant that neither they, nor
any Study Personnel are officials, agents, or representatives of any
government or political party or international organization where
they may be in positions of authority to be able to improperly help
CRO or SPONSOR obtain a business advantage. Institution and
Investigator further warrant that neither they nor any Study
Personnel shall make any payment, either directly or indirectly, of
any money or other consideration (hereinafter Payment), to
government or political party officials, officials of international

217 Zdravotnické  zafizeni  azkouSejici  prohlaSuji
azaruCuji, ze ani oni, ani persondl studie nejsou vetejnymi
Ciniteli, jednateli nebo zastupci jakékoliv vlady nebo politické
strany nebo mezinarodni organizace, v nichz by mohli zastavat
pozice spravomocemi, které by jim umoznily nepatfi¢né
pomahat CRO nebo zadavateli k ziskani obchodni vyhody.
Zdravotnické zafizeni a zkousejici dale zarucuji, Ze ani oni, ani
personal studie neuskute¢ni zadnou platbu, at’ jiz pfimo, ¢i
nepiimo, zadné financni Castky ¢i jiné odmény (déale jen
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organizations, candidates for public office, or representatives of
other businesses or persons acting on behalf of any of the foregoing
(hereinafter collectively Officials) where such Payment would
constitute violation of any law, including the U.S. Foreign Corrupt
Practices Act. In no event shall Institution, Investigator, or any
Study Personnel make any Payment either directly or indirectly to
Officials if such Payment is for the purpose of influencing decisions
or actions with respect to the subject matter of this Agreement or
any other aspect of CRO’s or SPONSOR’s business. Institution and
Investigator shall report any violation of this warranty promptly to
CRO and agree to respond to any CRO inquiries about any potential
violations and make appropriate records available to CRO or
SPONSOR upon request. At any time upon the request of CRO,
Institution and Investigator agree to promptly certify in writing their
ongoing compliance (and the compliance of all other Study
Personnel) with the warranties contained in this Section.

,platba®) vladnim ¢initelim nebo Cinitelim politickych stran,
Cinitelim mezinarodnich organizaci, kandidatim na vefejné
funkce nebo zastupctim jinych podnikl nebo osobam jednajicim
jménem kteréhokoliv z vySe uvedenych subjekti (spolec¢né dale
jen ,cCinitelé”), kdy by takové platba pfedstavovala poruseni
jakéhokoliv zékona, véetn¢ amerického zakona o zahrani¢nich
korupénich  praktikdch. Za Zadnych okolnosti nesmi
zdravotnické zafizeni, zkousSejici lékat nebo personal studie
uhradit jakoukoliv platbu Ciniteltim, pfimo ¢i nepfimo, pokud by
ucelem takové platby bylo ovlivnéni rozhodnuti nebo krokt
uskutecnénych sohledem na prfedmét této smlouvy nebo na
libovolny aspekt podnikani spolecnosti CRO nebo zadavatele.
Zdravotnické zafizeni a zkousSejici bez zbytecného prodleni
ohlasi CRO jakékoli poruseni a souhlasi, ze odpovi na jakékoli
dotazy CRO tykajici se potencialniho poruseni a na vyzadani
zpiistupni  piislusné zaznamy CRO nebo zadavateli.
Zdravotnické zafizeni a zkouSejici souhlasi, Ze kdykoli na zadost
CRO bez zbytecného prodleni potvrdi pisemnou formou své
pokracujici dodrzovani zaruk uvedenych v tomto oddilu (jakozto
i jejich dodrzovani ze strany vSech ostatnich ¢lend persondlu
studie).

3. REPORTS, MONITORING AND COOPERATION

3. HLASENI, MONITOROVANI A SPOLUPRACE

3.1 Investigator shall submit to CRO, and CRO has a right to
claim under this Agreement, all completed eCRFs or CRFs resulting
from the Study within a reasonable time period and in accordance
with any Study Instructions. Institution and Investigator warrant that
all eCRFs or CRFs submitted to CRO are true, complete, correct and
accurately reflect the results of the Study and Services. Institution
and Investigator shall cooperate with CRO on Reports that are
required by State Authority.

31 Zkousejici predlozi CRO (a CRO ma podle této
smlouvy na né narok) vsechny vyplnéné formulare eCRF nebo
CRF ziskané v ramci této studie v piiméfeném Casovém
obdobi a v souladu s jakymikoli pokyny ke studii.
Zdravotnické zafizeni a zkouSejici zarucuji, ze vSechny
formulate eCRF nebo CRF piedlozené CRO budou pravdivé,
uplné, spravné a budou ptesn¢ zobrazovat vysledky studie a
sluzeb. Kromé toho bude zkousejici spolupracovat s CRO na
vytvoreni veskerych zprav, které vyzaduje statni autorita.

3.2 Institution and Investigator shall Fully Cooperate with
CRO and will meet with representatives of CRO, or its designee, at
mutually convenient times according to a schedule set forth in Study
Instructions for monitoring visits, consultations and to allow direct
inspection of all Study related records, including Subject medical files,
as requested by CRO and for any other purposes relating to the Study
as deemed necessary by CRO. Investigator shall ensure that all
Study Personnel Fully Cooperates with CRO, including meeting
with personnel of CRO, or its designee, as set forth in the preceding
sentence.

3.2 Zdravotnické zafizeni a zkouSejici budou plné
spolupracovat s CRO a setkaji se se zdstupci CRO nebo
s jejich povéfenymi osobami v oboustranné piijatelnou dobu
podle harmonogramu uveden¢ho v pokynech ke studii za
ucelem monitorovacich navstév, konzultaci a umoznéni pfimé
kontroly vSech zaznaml souvisejicich se studii, vcetné
zdravotnich zaznamu subjektd hodnoceni, jak bude vyzadovat
CRO, a za jakymikoli jinymi éely souvisejici se studii, jak
uzna za nezbytné CRO. Zkousejici zajisti, aby veskery
personal studie plné spolupracoval s CRO, a to véetné schiizi
s personalem CRO (nebo s jejimi poveétenymi osobami), jak je
uvedeno v predchozi véte.

4. AUDITS AND REGULATORY INSPECTIONS 4. AUDITY A INSPEKCE ZE STRANY
REGULACNICH ORGANU
4.1 Institution and Investigator shall Fully Cooperate with | 4.1 Zdravotnické zafizeni a zkouSejici budou plné

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

spolupracovat pfi auditech ¢i inspekcich, které se tykaji studie,
provadénych béhem studie nebo po jejim dokonceni ze strany
zadavatele nebo CRO. Zdravotnické zafizeni a zkousejici
umozni zadavateli, CRO a vladnim nebo regulacnim organtim,
mimo jiné véetn& amerického Utadu pro kontrolu potravin a
1é¢iv, piistup ke zdrojim vyuzivanym k provadéni ukond v
souvislosti se studii, zpfistupni jim vSechny pozadované
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dokumenty a poskytnou jim jakékoli dalsi informace, které
budou tito pozadovat.

4.2 In the event the audit or regulatory inspection identifies a
lack of compliance with this Agreement on the part of Institution or
Investigator (or failure by any Study Personnel to act in accordance
with the terms and conditions of this Agreement), CRO may
terminate this Agreement in accordance with Section 16.1.a.

4.2 V piipad¢, ze audit nebo inspekce regulacniho organu
zjisti nedostatky v dodrzovéani této smlouvy ze strany
zdravotnického zafizeni nebo zkousejiciho (nebo nejednani
v souladu s podminkami této smlouvy ze strany nékterého
Clena persondlu studie), mize CRO tuto smlouvu ukoncit
v souladu s oddilem 16.1(a).

4.3 Institution and Investigator shall without undue delay
notify CRO by telephone, email or fax if a governmental or
regulatory authority, including but not limited to the State Institute
for Drug Control (Statni ustav pro kontrolu leciv -SUKL), requests
to carry out an inspection of Institution’s facilities, or does so.
Institution and Investigator shall allow SPONSOR and CRO to be
present during such inspection, and shall provide to SPONSOR and
CRO copies of all materials, correspondence, statements, forms and
records that Institution and Investigator receives, obtains or
generates pursuant to or in connection with any such inspection.

4.3 Zdravotnické zafizeni a zkouSejici oznami bez
zbyte¢ného prodleni telefonicky, e-mailem nebo faxem CRO,
pokud bude statni nebo regulac¢ni orgdn, mimo jiné vcetné
Statniho tUstavu pro kontrolu 1é¢iv (SUKL), pozadovat
provedeni inspekce v prostorach zdravotnického zafizeni,
pfipadné tak uéini. Zdravotnické zatizeni a zkousejici umozni
pfitomnost zadavatele a CRO béhem takové kontroly a
poskytnou zadavateli a CRO kopie veskerych materiald,
korespondence, prohlaseni, formulaft a zaznami, které
zdravotnické zafizeni a zkousSejici obdrzi, ziskaji nebo vytvofi
na zaklad¢ nebo v souvislosti s jakoukoli takovou kontrolou.

5. FINANCIAL DISCLOSURE

5. ZVEREJNENI FINANCNICH INFORMACI

5.1 During the conduct of the Study and for one (1) year after
its completion, Investigator shall, and Institution shall cause the
Sub-Investigator(s) if applicable, and Study Personnel, to, execute
and update such forms, disclosures and certifications now or
subsequently required by SPONSOR or any applicable regulatory
bodies related to his/her financial interests in the SPONSOR and/or
the Study Drug.

5.1 V pribéhu provadeéni studie a po dobu jednoho (1)
roku po jejim dokonCeni bude zkouSejici vytvaret
a aktualizovat takové formulafe, vykazy a osvédCeni, které
bude zadavatel nebo jakykoli pfislusny regulacni organ
pozadovat v daném okamziku nebo néasledné v souvislosti
s jejich finan¢nim zajmem na zadavateli a/nebo hodnoceném
ptipravku, a zdravotnické zafizeni zajisti, aby tak postupovali
dle situace i spoluzkousejici a personal studie.

6. CONFIDENTIAL INFORMATION

6. DUVERNE INFORMACE

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

6.1 Zdravotnické zafizeni a zkouSejici souhlasi, ze
jakékoli a veskeré divérné informace, které obdrzi od CRO,
zadavatele nebo jinym zpusobem v souvislosti s touto
smlouvou, budou pfijimat a uchovavat pfisné¢ divérné a
nepiedaji je zadné tieti strané (s vyjimkou zadavatele), a to
béhem provadéni této studie a po dobu patnacti (15) let po
jejim skonceni. Dale zdravotnické zafizeni a zkouSejici
souhlasi s tim, Ze budou pouzivat diveérné informace pouze
pro ucely této smlouvy, pokud nebude konkrétné uvedeno
jinak.

6.2 Institution and Investigator may disclose Confidential
Information only to (i) Study Personnel, or other employees or staff
who require access thereto for the purposes of this Agreement
provided, however, that prior to making any such disclosures
Institution and/or Investigator bind such Study Personnel,
employees or staff to the same obligations as are contained herein to
maintain Confidential Information in confidence and not to use such
Confidential Information for any purpose other than in accordance
with the terms of this Agreement, (ii) to State Institute for Drug
Control

6.2 Zdravotnické zafizeni a zkouSejici mohou sdélit
diavérné informace pouze (i) personalu studie nebo jinym
zamgéstnanciim ¢i personalu, ktery k nim musi mit pfistup pro
ucely této smlouvy, avsak za predpokladu, ze pfed jakymkoli
takovym zpfistupnénim zavaze zdravotnické zafizeni a/nebo
zkousejici tento personal studie, zaméstnance ¢i persondl
ke stejnym zavazklim, které obsahuje tento dokument, aby
byla zachovdna davérnost divérnych informaci a aby
nepouzivali tyto divérné informace pro zadny jiny ucel, nez
ktery je v souladu s podminkami této smlouvy, (ii) Statnimu
ustavu pro kontrolu 1éCiv.
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6.3 The terms of this Agreement, including but not limited to
the financial terms, are the Confidential Information of SPONSOR
and CRO, and shall be maintained in confidence by Institution and
Investigator in accordance with this Section. If, however, Institution
or Investigator is required by Applicable Law to disclose such
Confidential Information, they may do so without breaching their
obligations under this Section provided, in advance of disclosure,
they notify CRO of the Confidential Information to be disclosed, the
reason for disclosure, and the date of disclosure.

6.3 Podminky této smlouvy, mimo jiné véetné financnich
ujednani, jsou duvérnymi informacemi zadavatele a CRO
a zdravotnické zafizeni a zkousejici o nich budou zachovavat
mlcenlivost v souladu s timto oddilem. Pokud vsak na zakladé
ptislusného zékona bude od zdravotnického zafizeni nebo
zkousejiciho pozadovdno zvefejnéni téchto daveérnych
informaci, mohou tak ucinit bez poruseni svych zavazki podle
tohoto oddilu, pokud s pfedstihem pred zvefejnénim oznami
CRO, kter¢ divérné informace maji byt zvefejnény, divod
zvefejnéni a datum zvetejnéni.

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

6.4 Z4dné ustanoveni této smlouvy zadnym zpiisobem
neomezi ani neposkodi pravo jakékoli smluvni strany na
pouzivani, predavani nebo jiné nakladani s jakymikoli
divérnymi informacemi, které v okamziku jejich obdrzeni:

a.  is generally available in the public domain or becomes
available to the public through no act of the Party
receiving said Confidential Information; or

a. jsou obecné pfistupné vefejnosti nebo jsou
zvefejnény mimo konani strany, ktera tyto
duvérné informace obdrzi; nebo

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

b. jsou nezédvisle znadmy strané, ktera duveérné
informace pfijima, a to pied jejich piijetim, coz
muize dand strana prokdzat dokumentovanym
dukazem; nebo

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

c. jsou pfijimajici strané¢ zakonnym zpisobem
piedany tieti stranou, kterd neni vazana zadnym

confidential. zavazkem zachovani divérnosti.
7. RIGHTS TO INFORMATION AND | 7. PRAVA K INFORMACIM A HODNOCENEMU
INVESTIGATIONAL PRODUCT PRIPRAVKU
7.1 All Information and Investigational Product(s) provided to | 7.1 Veskeré informace ahodnoceny pripravek /

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

hodnocené pfipravky, které zdravotnické zafizeni nebo
zkousejici obdrzi pro ucely této studie, jsou a zlistanou
vlastnictvim zadavatele. Zdravotnické zafizeni, zkousejici
(a personal studie) neziskaji naprosto zadna prava ve vztahu
k hodnocenému pfipravku nebo hodnocenym piipravkim
nebo k takovym informacim, které vzniknou v disledku
plnéni podle této smlouvy nebo jinym zplsobem.

7.2 Institution and Investigator shall deliver all Information,
unused Investigational Product(s) and clinical specimens to
SPONSOR, CRO or their respective designee(s) in a timely manner
throughout the performance of the Study, as provided in the Protocol
or Study Instructions, and in no event later than ten (10) business
days after (i) the date of termination of this Agreement or (ii) the
date on which SPONSOR or CRO otherwise requests delivery of
Information, unused Investigational Product(s) and clinical
specimens.

7.2 Zdravotnické zatizeni a zkousejici budou vcas béhem
provadéni studie piedavat veSkeré informace, nepouzity
hodnoceny ptipravek nebo hodnocené pfipravky a klinické
vzorky zadavateli, CRO nebo jejich pfislusnym povérenym
osobam, jak je uvedeno v protokolu nebo pokynech ke studii,
v kazdém pfipadé nejpozdéji deset (10) pracovnich dni po (i)
datu vypovézeni této smlouvy nebo (ii) datu, ke kterému
zadavatel nebo CRO jinym zplsobem pozadaji o doruceni
informaci, nepouzittho hodnoceného piipravku nebo
hodnocenych piipravki a klinickych vzorkt.

7.3 The Information and Study Results (including publication)
may be used by SPONSOR in any manner it deems appropriate to
comply with its business interests, both during, and following
termination of, this Agreement.

7.3 Informace a vysledky studie (véetné publikace) mize
zadavatel pouzit jakymkoli zptisobem, ktery povazuje za
vhodny a ktery bude vyhovovat jeho obchodnim z&jmtim, a to
jak béhem této smlouvy, tak i po jejim ukonceni.
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8. PUBLICITY

8. PROPAGACE

The Parties shall not use the name, symbols, trademarks or image of
any other Party hereto, or SPONSOR’s name, symbols, trademarks
or image, in connection with any advertising or promotion of any
product or service without the prior written consent of such Party or
SPONSOR, as appropriate.

Smluvni strany nesmi pouZzivat nazev, symboly, ochranné
znamky ani zobrazeni kterékoli dalsi strany této smlouvy ani
patfici zadavateli v souvislosti s jakoukoli reklamou nebo
propagaci jakéhokoli vyrobku nebo sluzby bez pfedchoziho
pisemného souhlasu této strany nebo piipadn¢ zadavatele.

9. PUBLICATION

9. ZVEREJNENI VYSLEDKU

9.1 Institution and Investigator may publish the Study Results
only in accordance with this Section 9. Before submission for
publication or oral presentation, Institution and/or Investigator shall
allow SPONSOR not less than sixty (60) days to review any
manuscript and not less than thirty (30) days to review any poster
presentation, abstract or any other written or oral material which
describes or discloses the Study Results. If SPONSOR or CRO so
requests in writing, Institution and/or Investigator shall withhold any
publication or presentation for an additional sixty (60) days.
SPONSOR shall have the right to delay publication or presentation
for an additional sixty days after the initial review period if such
publication or presentation would affect SPONSOR’s ability to
obtain patent protection for any invention.

9.1 Zdravotnické zafizeni a zkouSejici mohou zvetejnit
vysledky studie pouze v souladu s oddilem 9 této smlouvy.
Pred odeslanim ke zvefejnéni nebo ustni prezentaci daji
zdravotnické zafizeni a/nebo zkousSejici zadavateli Sedesat
(60) dni k ptezkoumani jakéhokoli rukopisu a tficet (30) dni k
prezkoumani jakékoli plakatové prezentace, abstraktu nebo
jiného pisemného ¢i Ustniho materialu, ktery popisuje nebo
zvefejnuje vysledky studie. Pokud to bude zadavatel nebo
CRO pisemné pozadovat, zdravotnické zafizeni a/nebo
zkousejici pozdrzi jakékoli zvefejnéni nebo prezentaci
o dalSich Sedesat (60) dni. zadavatel bude mit pravo odlozit
publikaci nebo prezentaci o dalSich Sedesat dni po pocatecnim
obdobi prezkumu, pokud by takova publikace nebo prezentace
m¢ela vliv na schopnost zadavatele ziskat patentovou ochranu
pro jakykoli vyndlez.

9.2 SPONSOR reserves the right to remove all Confidential
Information from any publications or presentations. In the event that
SPONSOR deems that such removal would not sufficiently protect
its Intellectual Property Rights, then SPONSOR may require that
Institution and/or Investigator does not publish such publication or
presentation, and Investigator and Institution agree not to publish
any such publication or presentation in any such case.

9.2 Zadavatel si vyhrazuje pravo odstranit z jakychkoli
publikaci ¢i prezentaci veskeré diivérné informace. V ptipadé,
ze zadavatel nebude takové odstranéni povazovat za
dostatené, aby ochranil sva prava na duSevni vlastnictvi,
zadavatel muze pozadovat, aby zdravotnické zafizeni a/nebo
zkousejici nezvefejiiovali takovou publikaci ¢i prezentaci, a
zkousejici a zdravotnické zatizeni souhlasi s tim, ze v zddném
takovém ptipadé zadnou takovou publikaci nebo prezentaci
nezveiejni.

9.3 Institution and Investigator acknowledge that in case of
multi-center studies the Results of the Study are to be published only
through coordination by SPONSOR in order to combine the results
of all centers participating in the Study. Institution and Investigator
shall be free to publish the Results of the Institution provided the
overall results have not been published within 18 (eighteen) months
from the end of Study as defined in the Protocol, subject to the
compliance with the terms set forth in Section 9.1. Authorship and
acknowledgements for scientific publications should be consistent
with the principles embodied in the International Committee of
Medical Journal Editors’ (ICMJE) Uniform Requirements for
Manuscripts.

9.3 Zdravotnické zafizeni a zkousejici berou na védomi,
ze v pripadé multicentrickych studii budou vysledky studie
publikovany  pouze prostfednictvim  koordinace se
zadavatelem, aby byly slouCeny vysledky vSech center
zapojenych do studie. Zdravotnické zafizeni a zkousejici
mohou publikovat vysledky zdravotnického zafizeni za
predpokladu, Ze celkové vysledky nebyly zvetejnény do 18
(osmnacti) mésicdi  od konce studie, jak je uvedeno v
protokolu, za pfedpokladu dodrzeni podminek stanovenych v
oddile 9.1. Autorstvi a uznani védeckych publikaci by mélo
byt v souladu se zisadami uvedenymi v Jednotnych
pozadavcich na rukopisy, které sestavila Mezinarodni komise
redaktori lékaiskych Casopisti (International Committee of
Medical Journal Editors, ICMJE).

9.4 The obligations set forth in this Section 9 shall survive for
a period of 10(ten) years upon early termination or expiration of this
Agreement.

9.4 Povinnosti uvedené v tomto oddilu 9 zlstanou v
platnosti po dobu 10 (deset) let po pfed¢asném ukonceni nebo
vyprseni platnosti této smlouvy.

9.5 SPONSOR will disclose information on the Study (registry
and results posting) in publicly accessible registries (e.g.
ClinicalTrials.gov and Sponsor company website) in accordance
with applicable laws, rules, regulations and self-commitments.

9.5 Zadavatel zpfistupni informace o studii (registr smluv
a zvefejnéni vysledkill) ve vefejné piistupnych registrech
(napf. ClinicalTrials.gov a webové stranky spolecnosti
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zadavatele) v souladu s platnymi zakony, pravidly, predpisy a
vlastnimi zavazky.

9.6 Institution and Investigator shall not publish any press
releases or other public statements about the Study, the Results of
the Study and/or the Study Drug without SPONSOR's prior written
authorization.

9.6 Zdravotnické zafizeni a zkouSejici nebudou
publikovat zadné tiskové zpravy nebo jina vefejna prohlaseni
o studii, vysledcich studie a/nebo hodnoceném piipravku bez
piedchoziho pisemného souhlasu zadavatele.

10. INTELLECTUAL PROPERTY

10. DUSEVNI VLASTNICTVI

10.1 Any and all Study Results and Information, material or
assets relating to the Study Drug, the Protocol or the Study,
including any and all existing or future rights therein (hereinafter
collectively referred to as Assets), whether patentable or not,
conceived by Institution or Investigator or Study Personnel or any
approved subcontractor, solely or jointly with others as a result of
work performed under this Agreement, shall be, and remain, at all
times the sole and exclusive property of SPONSOR and SPONSOR
shall own, to the widest extent possible under Applicable Law, any
and all Intellectual Property Rights thereto (subject to the rights
expressly reserved for CRO under this Section). To the extent
required for SPONSOR to obtain, secure and perfect said rights and
legal positions under Applicable Law, the Assets shall automatically
vest in SPONSOR and to the extent required, Institution and
Investigator hereby assign all rights, title and interests in any and all
Assets to SPONSOR, and shall perform any and all other acts
necessary to assist SPONSOR in obtaining, securing and perfecting
the rights to said Assets. If necessary, Institution and Investigator
shall obligate Study Personnel to perform any and all acts required
to enable SPONSOR to obtain, secure and perfect said rights. In the
event that SPONSOR, according to Applicable Law, cannot obtain
or secure ownership of any of said Assets, Institution and
Investigator hereby grant SPONSOR and obligate the Study
Personnel to grant SPONSOR, as applicable, worldwide, exclusive,
unlimited and royalty-free rights of use, exploitation and utilization
and/or licenses regarding said Assets. Institution and Investigator
warrant by the execution of this Agreement, that neither they nor any
Study Personnel have entered, and that none of them will enter, into
any contractual agreement or relationship which would in any way
conflict with or compromise SPONSOR’s proprietary interest in, or
rights to, any Assets existing at the time of the execution of this
Agreement or arising out of or related to its performance thereunder.

10.1 Veskeré vysledky studie a informace, materialy nebo
aktiva souvisejici s hodnocenym piipravkem, protokolem
nebo studii, véetné veskerych stavajicich nebo budoucich prav
k nim (spole¢né dale jen ,aktiva®), at’ uz je lze patentovat,
nebo nikoli, které byly vytvoieny zdravotnickym zafizenim
nebo zkouSejicim nebo persondlem studie nebo jinym
schvalenym subdodavatelem, a to samostatné nebo ve
spolupraci s ostatnimi jako vysledek praci provadénych podle
této smlouvy, budou a vzdy zlstanou vyhradnim a vyluénym
mozném rozsahu dle platnych zakonti veskera préva
dusevniho vlastnictvi knim (krom& prav vyslovné
vyhrazenych pro CRO podle tohoto oddilu). V rozsahu, ktery
je nutny k tomu, aby zadavatel ziskal, zabezpecil a zdokonalil
uvedena prava apravni postaveni podle platnych zakont,
budou aktiva automaticky proptjena zadavateli a
zdravotnické zafizeni a zkouSejici v pozadovaném rozsahu
timto postupuji veskera prava, naroky a zajmy vztahujici se
k jakymkoli aktivim na zadavatele a ucini veskeré dalsi ikony
nezbytné k tomu, aby pomohli zadavateli ziskat, zabezpecit
a zdokonalit prava vuci uvedenym aktivim. Pokud to bude
nezbytné, zdravotnické zatizeni a zkousejici zavazou personal
studie k tomu, aby provadél jakékoli a veskeré kroky
vyzadované k tomu, aby umoznil zadavateli ziskat, zabezpecit
a zdokonalit uvedena prava. V piipad¢€, ze zadavatel podle
platnych zakonii nemuze ziskat nebo zabezpecit vlastnictvi
jakéhokoli zuvedenych aktiv, zdravotnické zafizeni
a zkouSejici timto udéluji zadavateli a zavazuji personal
studie, aby ptipadné udélil zadavateli celosvétova, vyhradni,
neomezena prava bez licenéniho poplatku k pouzivani,
vyuzivéani a zuzitkovani aktiv a/nebo licence, které se jich
tykaji. Zdravotnické zafizeni a zkousejici zarucuji uzavienim
této smlouvy, Ze ani oni ani jakykoli ¢len personalu studie
neuzavieli a Ze ani nikdo z nich neuzavie jakékoli smluvni
ujednani nebo vztah, ktery by byl jakymkoli zpisobem
v rozporu nebo by ohrozil vlastnické zajmy zadavatele nebo
jeho prava k jakymkoli aktiviim existujicim v dobé uzavieni
této smlouvy nebo vyplyvajicim z plnéni dle této smlouvy
nebo s nim souvisejici.

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

10.2 Zdravotnické zafizeni a zkousejici zpfistupni CRO
(ktera je zpfistupni zadavateli) vSechny vysledky studie,
informace, a zejména vSechny vynalezy, zjisténi, objevy a jiné
kreativni myslenky a vysledky vyvoje (dale jen vynalezy)
vytvorené nebo uvedené do praxe jako primy dasledek studie.
Takovéto zptistupnéni bude / musi byt provedeno pln¢ a bez
zbytecného prodleni v pisemné formé povéfenému zastupci
CRO (ktery jej zptistupni zadavateli).
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10.3 SPONSOR and its Affiliates may utilize, reproduce and
transmit de-identified radiological/diagnostic images generated in
the course of the Study, as stated in the informed consent, for any
purpose, scientific and/or commercial, in any form or by any means,
electronic or mechanical, including photocopying, recording (e.g. on
CD-ROM), microcopying, or by any information storage and
retrieval system, including data banks and the internet. Section 10.1.
shall apply accordingly. Institution and Investigator confirm that all
such images will be obtained with the Study Subject’s consent and
that the images will not contain any information through which the
relevant Study subject could be identified

10.3  Zadavatel a jeho pfidruzené spolec¢nosti mohou
pouzivat, reprodukovat a pfenaSet anonymizované
radiologické/diagnostické snimky vytvorené v prub&hu studie,
jak je uvedeno v informovaném souhlasu, pro jakykoli ucel,
veédecky a/nebo komer¢ni, v jakékoli podobé nebo jakymikoli
prostiedky, elektronickymi ¢i mechanickymi, vcetné
fotokopirovani, zdznamu (napt. na CD-ROM), poftizovani
mikrokopii nebo jakymkoli systémem pro ukladani a
vyhledavani informaci, véetné¢ datovych bank a internetu.
0ddil 10.1. se pouzije odpovidajicim zpisobem. Zdravotnické
zafizeni a zkousSejici potvrzuji, Ze vSechny tyto snimky budou
potfizeny se souhlasem subjektu hodnoceni a Ze snimky
nebudou obsahovat zadné udaje, podle nichz by bylo mozné
pfislusny subjekt hodnoceni identifikovat.

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

10.4 Smluvni strany a zadavatel si ponechaji vSechna
prava, naroky a zajmy vztahujici se k jakémukoli dusevnimu
vlastnictvi, které bylo ve vlastnictvi této strany nebo
zadavatele pted zahajenim této smlouvy nebo bez ohledu na
néj. Zadné udéleni ani ptidéleni licence, at’ uz vyslovné nebo
nepiimé, v ramci prekazky uplatnéni zalobniho naroku ani
jinym zptsobem, nebude zamysleno ani nebude vyvozeno z
této smlouvy, s vyjimkou rozsahu nezbytného pro kazdou
stranu k tomu, aby splnila své zavazky podle této smlouvy
nebo jinak naplnila tuto smlouvu.

11. DATA PROTECTION & PRIVACY

11. OCHRANA UDAJU A SOUKROMI

11.1 Each Party shall comply with their respective obligations under
applicable data privacy laws, including, but not limited to, the
Regulation (EU) 2016/679 (General Data Protection Regulation,
“GDPR”).

Data privacy related terms shall have the meaning as defined in Art.
4 GDPR. “Study Data” shall mean personal data of study
participants.

The Parties acknowledge that they will need to process personal data
of the respective other Party’s or its affiliates’ employees for the
purpose of executing this Agreement. The Parties shall not process
such data for any other purpose and shall implement appropriate
technical and organizational security measures designed to protect
such data against accidental or unlawful loss, alteration,
unauthorized disclosure, or access.

In the context of the clinical trial, the contractual partners will
process Study Data according to their study related roles and
responsibilities as defined in the Agreement and those regulations
that apply to clinical studies, such as the Good Clinical Practice
(GCP).

SPONSOR specifies the purposes and means of data processing in a
study plan as required by GCP; SPONSOR therefore acts as data
controller for respective personal data which is, according to GCP
requirements, pseudonymized / coded Study Data. The Institution
collects and processes such personal data as defined in the study
plan; Institution therefore acts as data processor on behalf of
SPONSOR. The scope of processing activities carried out as data

11.1 Kazda ze stran dodrzuje své povinnosti vyplyvajici z
platnych pravnich ptedpist o ochrané osobnich udaji, mimo
jiné veetné natizeni (EU) 2016/679 (obecné natfizeni o ochrané
osobnich udajt, "GDPR").

Pojmy souvisejici s ochranou osobnich udaji maji vyznam
definovany v €l. 4 GDPR. "Studijnimi tidaji" se rozumi osobni
udaje subjektti hodnoceni.

Strany berou na védomi, ze pro ucely plnéni této smlouvy
budou muset zpracovavat osobni idaje zaméstnancti prislusné
druhé strany nebo jejich pfidruzenych spolecnosti. Strany
nebudou tyto udaje zpracovavat za zadnym jinym ucelem a
zavedou vhodna technicka a organizacni bezpecnostni
opatfeni urcend k ochrané téchto udaji pted ndhodnou nebo
nezékonnou ztratou, zménou, neopravnénym zverejnénim
nebo piistupem.

V souvislosti s klinickym hodnocenim budou smluvni partneti
zpracovavat udaje o studii v souladu se svymi rolemi a
povinnostmi souvisejicimi se studii, jak jsou definovany ve
Smlouvé a s témi predpisy, které se vztahuji na klinické studie,
jako je spravna klinicka praxe (GCP).

Zadavatel specifikuje ucely a prostiedky zpracovani udaja v
planu studie podle pozadavkii GCP; Zadavatel proto vystupuje
jako spravce prislusnych osobnich udaji, které jsou podle
pozadavkt GCP pseudonymizovanymi/kédovanymi
studijnimi udaji. Zdravotnické zafizeni shromazduje a
zpracovava tyto osobni udaje, jak jsou definovany v planu
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processor and respective data privacy obligations are set out in
separate Data Privacy Agreement.

Any processing of personal data of study participants carried out by
the Institution for the purpose of medical treatment is the sole
responsibility of the Institution. For personal data collected and
processed in this scope, Institution acts as independent data
controller. This includes any processing of personal data that
directly identifies the study participants, and all means used for such
processing activities, including Institution’s IT infrastructure.

The Parties shall only transfer Study Data to each other in encrypted
format or via secure communication channels.

The liability of the Parties is based on Art. 82 GDPR.

studie; Zdravotnické zafizeni proto jednad jako zpracovatel
udaji  jménem zadavatele. Rozsah Ccinnosti zpracovani
provadénych jako zpracovatel udaji a piislusné povinnosti
tykajici se ochrany osobnich udajt jsou uvedeny v samostatné
Smlouve o ochrané osobnich udajt.

Za jakékoli zpracovani osobnich udaji subjektti hodnoceni
provadéné zdravotnickym zafizenim za ucelem 1éCby
odpovida vyhradné zdravotnické zafizeni. V ptipade osobnich
udajti shromazd’ovanych a zpracovavanych v tomto rozsahu
vystupuje zdravotnické zatizeni jako nezavisly spravce udajt.
To zahrnuje jakékoli zpracovani osobnich udajt, které ptimo
identifikuje subjekty hodnoceni, a veSkeré prostredky
pouzivané pro takové CcCinnosti zpracovani, vcetné IT
infrastruktury zdravotnického zaiizeni.

Strany si pfedavaji udaje o studii pouze v zaSifrovaném
formatu nebo prostiednictvim zabezpecenych komunikacnich

kanala.

Odpoveédnost stran je zalozena na ¢l. 82 GDPR.

11.2 The Institution is aware that the Sponsor or a third party
authorized by Sponsor is processing personal data of the
Investigator and Study Personnel. If required by local laws, a
signed data privacy declaration (as provided by Sponsor) is
mandatory prior to the involvement of Study Personnel.

11.2 Zdravotnické zafizeni si je védomo toho, Ze zadavatel
nebo tfeti strana opravnénad zadavatelem zpracovava osobni
udaje zkousSejicitho a persondlu studie. Pokud to vyzaduji
mistni zdkony, je ped zapojenim personalu do studie nutnost
podepsat prohlaseni o ochran¢ osobnich udaju které poskytl
zadavatel.

12. INDEMNIFICATION

12. ODSKODNENI

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

12.1 Zdravotnické zafizeni a zkouSejici budou bez
zbyte¢ného prodleni pisemné informovat CRO o jakémkoli
naroku v souvislosti s onemocnénim ¢i zdravotni ijmou, které
mely udajné¢ vzniknout v disledku nezadouci reakce na
hodnoceny pripravek nebo na jakykoli jiny klinicky zakrok
nebo postupy, které byly provedeny nebo vyzadovany
protokolem akteré by subjekty hodnoceni jinak
neabsolvovaly, kdyby se netcastnily studie. Zdravotnické
zafizeni a zkousSejici umozni zadavateli nakladat s takovym
narokem (vCetné jednani o mimosoudnim vyrovnani, dle
situace) a bude pln¢ spolupracovat se zadavatelem na feSeni
tohoto naroku.

12.2 Subject this Section 12.3, any indemnification of the
Institution and Investigator by SPONSOR shall be through a
separate written agreement (or letter) between Institution,
Investigator and SPONSOR directly. CRO shall act as the
intermediary to coordinate the provision of any such agreement or
letter of indemnity by SPONSOR, and shall have no other
obligation in connection therewith. Requests for such letters should
be made in writing to the address below, or sent via email to
project team.

12.2  Podle tohoto oddilu 12.3 bude jakékoliv odskodnéni
zdravotnického zafizeni a zkousejiciho ze strany zadavatele
ucinéno na zakladé samostatné pisemné dohody (nebo
pfislibu) uzaviené piimo mezi zdravotnickym zafizenim,
zkousejicim a zadavatelem. CRO bude vystupovat jako
prostiednik s cilem koordinovat ziskani jakychkoli dohod
nebo piislibti odskodnéni ze strany zadavatele a nebude mit
Z4dnou jinou povinnost s timto souvisejici. Zadosti o takové
pfisliby by mély byt podany pisemné na nize uvedenou adresu
nebo zaslany e-mailem projektovému tymu.

Investigator Contracts

Smlouvy se zkousejicim

Attention 283134

K rukam 283134

Parexel International (IRL) Limited

Parexel International (IRL) Limited
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One Kilmainham Square

One Kilmainham Square

Inchicore Road

Inchicore Road

Kilmainham Kilmainham
Dublin 8 Dublin 8
Ireland Irsko

Such requests must include the full legal names and addresses of all
parties who are requested to be indemnified by SPONSOR.

Tyto zadosti musi obsahovat uplné jméno subjektu a adresy
vsech stran, které pozaduji odSkodnéni ze strany zadavatele.

12.3 Institution and Investigator acknowledge that SPONSOR
has no obligation to indemnify or be responsible for any loss, claim,
cost (including reasonable attorney fees) or demand if and to the
extent such losses, claims or demands arise from any injuries or
damages resulting from Institution’s, Investigator’s or the Study
Personnel’s negligence, breach of this Agreement, failure to adhere
to the Protocol, failure to obtain signed informed consent forms,
failure to follow Applicable Law, misuse of the Investigational
Product, unauthorized warranties, or willful misconduct. This
indemnification obligation is without prejudice to the precedence of
insurance coverage from compulsory clinical trial insurance.

12.3  Zdravotnické zafizeni a zkousejici berou na védomi,
ze zadavatel nema povinnost odSkodnit ani neni odpovédny za
jakoukoli ztratu, ndrok, vydaj (v€etné pfimétenych poplatka
pravnim zastupciim) nebo pozadavek, pokud a v rozsahu,
v némz tyto ztraty, naroky nebo pozadavky vznikly z jakékoli
ujmy na zdravi ¢i Skody vyplyvaji z prokdzané nedbalosti,
poruseni této smlouvy, nedodrzeni protokolu, neziskani
podepsanych formuléiti informovaného souhlasu, nedodrzeni
platnych  zédkont, zneuziti hodnoceného pfipravku,
neschvalenych zaruk nebo umysIného pochybeni ze strany
zdravotnického zatizeni, zkousejiciho nebo personalu studie.
Tento zavazek odSkodnéni nastane bez ohledu na nadfazenost
pojistného kryti z povinného pojisténi klinického hodnoceni.

12.4  Neither CRO nor SPONSOR will be responsible for, and
Institution shall defend, indemnify and hold CRO, its Affiliates, and
SPONSOR (and their respective directors, officers and employees)
harmless from, any loss, claim, or demand arising from, but not
limited to any (i) injuries or damages incurred if they are the result
of proven negligence, or wilful misconduct on the part of the
Institution, Investigator or Study Personnel; (ii) Demonstrated
activities by the medical facility, investigator, or study personnel
that are contrary to the Protocol, any Study Instructions, this
Agreement, or Applicable Law; (iii) unauthorized warranties made
by the Institution, Investigator or Study Personnel concerning the
Investigational Product; or (iv) case in which written informed
consent was not obtained from study subject.

124 CRO ani  zadavatel nebudou  odpovédni
a zdravotnické zafizeni bude branit, odSkodni a zbavi
odpovédnosti CRO, jeji pfidruzené spolecnosti a zadavatele
(ajejich  pfislusné  feditele,  vedouci  pracovniky
a zaméstnance) za jakékoliv ztraty, naroky nebo pozadavky
vznikajici mimo jiné ze (i) zdravotni Ujmy nebo Skod
vzniklych v dasledku prokazané nedbalosti nebo imyslného
pochybeni ze strany zdravotnického zafizeni, zkousejiciho
nebo personalu studie; (ii) prokdzanych Cinnosti ze strany
zdravotnického zafizeni, zkousejiciho nebo personalu studie,
které jsou v rozporu s protokolem, jakymikoli pokyny ke
studii, touto smlouvou nebo platnymi zakony; (iii)
neschvalenych zaruk ucinénych zdravotnickym zafizenim,
zkousejicim nebo persondlem studie tykajicich se
hodnocené¢ho pfipravku; nebo (iv) pfipadu, kdy nebyl od
subjektu hodnoceni ziskdn pisemny informovany souhlas.

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

12.5 Dle této smlouvy jsou zdravotnické zafizeni
a zkouSejici odpovédni za Skodu vzniklou z prokazané
nedbalosti nebo prokdzaného umyslného pochybeni pfti
provadeéni této studie.

12.6 For the avoidance of doubt, Institution and Investigator
agree and acknowledge that CRO expressly disclaims and shall not
have any liability whatsoever in connection with the SPONSOR’s
Study Drug or the Protocol.

12.6 Pro vylouceni pochybnosti zdravotnické zatizeni a
zkousejici souhlasi a berou na védomi, ze CRO se vyslovné
ziikd jakékoli odpovédnosti v souvislosti s hodnocenym
ptipravkem zadavatele nebo s protokolem a ze nenese v této
souvislosti zddnou odpovédnost.

13. INSURANCE

13. POJISTENI

13.1 SPONSOR shall be responsible for the clinical trials
insurance of the Study in accordance with applicable laws and
regulations.

13.1 Zadavatel bude odpovidat za pojisténi klinickych
hodnoceni vramci studie v souladu s platnymi zakony a
piedpisy.
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14. DEBARMENT

14. ZAKAZ CINNOSTI

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

14.1 Zdravotnické zafizeni a zkousejici timto potvrzuji, ze
o zdravotnickém zafizeni, zkouSejicim ani Zzadné osob¢
zaméstnané zdravotnickym zafizenim nebo zkousejicim
k provadeéni praci ve studii (véetné jakéhokoli subdodavatele
povoleného dle oddilu 17.2) neplati nasledujici:

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

a.  byla ji zakdzana ¢innost jakymkoli relevantnim
ufadem, podle jakéhokoli platného zakona, mimo
jiné véetn¢ oddilu 306(a) a (b) amerického

Cosmetic Act, or disqualified as a clinical investigator federalniho  zdkona o potravinach, lécich

under Applicable Law; a kosmetice, nebo byla zbavena funkce
klinického zkousejiciho podle platnych zakont;

b. threatened to be debarred or indicted for a crime or b.  hrozi ji, Ze ji bude zakazana ¢innost nebo bude

otherwise engaged in conduct for which a person can
be debarred under Applicable Law;

obzalovana ztrestného <¢inu, nebo se jinak
zapojila do chovani, za které ji mize byt podle
platnych zdkont uloZen zakaz ¢innosti;

c. disciplined by and/or banned by a relevant authority c. byla disciplindrné potrestana nebo ji bylo
from carrying out clinical trials. pfislusnym  orgédnem zakazdno provadéni
klinickych hodnoceni.

For purposes of this Section, any of the foregoing shall be deemed
to constitute being “debarred”.

Pro tucely tohoto oddilu bude cokoli zvySe uvedeného
povazovano za oznaceni ,,vyloucen®.

14.2 In addition, Institution and Investigator agree that no
debarred person will in the future be employed or otherwise engaged
(including on a contract basis) by Institution or Investigator to work
on the Study. If during the course of the Study, Institution or
Investigator becomes debarred or learns that any person connected
with the Study is debarred, or that there is a threat of debarment of
any such person, then Institution and Investigator must without
undue delay notify SPONSOR and CRO. CRO may immediately
terminate this Agreement in the event any of the foregoing occurs.

14.2 Kromé toho zdravotnické zafizeni a zkousSejici
souhlasi, ze vbudoucnu nezaméstnaji ani jinak nezapoji
(v€etné smluvniho vztahu) Zzadnou vyloucenou osobu
k ¢innostem na studii. Pokud se v pritbéhu studie zdravotnické
zafizeni nebo zkousSejici stanou vylou¢enymi osobami nebo
zjisti, Ze jakakoli osoba podilejici se na studii je vyloucenou
osobou, piipadné hrozi vylouceni jakékoli takové osoby, pak
zdravotnické zafizeni a zkouSejici museji bez zbyte¢ného
prodleni uvédomit zadavatele a CRO. V ptipad¢, Ze dojde
k vyse uvedenému, muze CRO okamzit¢ vypoveédét tuto
smlouvu.

15. PAYMENT TERMS AND CONDITIONS

15. PLATEBNI PODMINKY

15.1 In full consideration for the Services of Institution,
Investigator and Study Personnel rendered in compliance with the
Protocol and subject to Section 15.5 of this Agreement, CRO agrees to
pay the fees and expenses set forth in Exhibit A. Such fees and
expenses will be paid solely to the Payee, except as otherwise expressly
set forth in Exhibit A. The Parties agree that Exhibit A — Payment
Terms and Budget is part of this Agreement clarifying the payments
temrs associated with this Agreement and that the fees and expenses
set forth in Exhibit A represent the fair market value for the Services
provided by Institution and Investigator. Payments shall be made in
accordance with the provisions set forth in Exhibit A, with the last
payment being made after Institution and Investigator complete all
of their obligations under this Agreement and any Exhibits thereto.
Institution and Investigator shall not seek reimbursement for any
medical services or Investigational Product from any third party payers
if such costs are already covered by payments made under this
Agreement.

15.1 Odménou za sluzby zdravotnického =zafizeni,
zkousejiciho a persondlu studie provadéné v souladu
s protokolem a s vyhradou oddilu 15.5 této smlouvy, souhlasi
CRO s uhradou poplatkli a vydajt uvedenych v Ptiloze A.
Tyto poplatky a vydaje budou vyplaceny vyhradné piijemci
platby, pokud nebude uvedeno v Priloze A vyslovné jinak.
Strany souhlasi s tim, ze Pfiloha A — Harmonogram plateb a
rozpocet — je soucasti této smlouvy a objasiuje platebni
podminky v souvislosti s touto smlouvou a Ze poplatky a
vydaje uvedené v Pfiloze A predstavuji spravedlivou trzni
hodnotu za sluzby poskytované zdravotnickym zafizenim a
zkouSejicim.  Platby  budou  vykonavané v souladu
s ustanovenimi uvedenymi v Pfiloze A stim, Ze posledni
platba bude provedena poté, co zdravotnické zafizeni a
zkousejici zakonci své veskeré zdvazky podle této smlouvy a
veskerych jejich pfiloh. Zdravotnické zafizeni a zkousejici
nebudou usilovat o tthradu jakychkoli zdravotnickych sluzeb
nebo hodnoceného piipravku od platcti jakychkoli tietich
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stran, pokud budou tyto vydaje zahrnuty v platbach
provadénych podle této smlouvy.

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

15.2 Zdravotnické zatizeni a zkousejici budou dodrzovat
vSechny povinnosti tykajici se dani a pfispévkll na socialni
zabezpeceni, je-li to relevantni, které se vztahuji k pfedmétu této
smlouvy, mimo jiné vcetn¢ téch, které se vztahuji k jakymkoli
platbdm provadénym podle této smlouvy ve prospéch
zdravotnického zafizeni, zkouSejiciho nebo personalu studie,
piipadné téch, které se vztahuji kjakymkoli platbam
provadénym zdravotnickym zafizenim nebo zkouSejicim ve
prospéch personélu studie.

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

15.3  Zdravotnické zafizeni a zkousejici berou na védomi
asouhlasi stim, ze jejich usudek sohledem na jejich
doporuceni kazdému subjektu hodnoceni a péci onéj neni
anebude ovlivnén odménou, kterou zdravotnické zafizeni
a/nebo zkousejici v ramci studie obdrzi.

15.4 Institution and Investigator agree that SPONSOR and CRO
may disclose the fees and expenses payable or paid under this
Agreement to any governmental authorities according to Applicable
Law.

154  Zdravotnické zafizeni a zkousejici souhlasi s tim, ze
zadavatel a CRO mohou podle platnych zdkont zpfistupnit
informace o odménach a vydajich splatnych nebo uhrazenych
podle této smlouvy libovolnym statnim organtim.

15.5 Institution and Investigator acknowledge and agree that
CRO is procuring the Services to support the SPONSOR’s Study in
accordance with CRO’s separate agreement with SPONSOR. CRO
shall neither have any payment obligations, nor be liable hereunder,
in the event adequate funds are not made available by SPONSOR
for payment hereunder in accordance with Exhibit A. Institution and
Investigator may obtain indemnification from the Sponsor in
accordance with Section 12.2 of the Agreement.

15.5 Zdravotnické zafizeni a zkouSejici berou na védomi
a souhlasi s tim, ze CRO zajist'uje sluzby na podporu studie
zadavatele v souladu se samostatnou smlouvou CRO se
zadavatelem. CRO nema zadné platebni povinnosti ani nenese
odpovédnost podle této smlouvy v piipadé, ze zadavatel
neposkytne dostatecné finanéni prostfedky na platby podle
této smlouvy v souladu s Pfilohou A. Zdravotnické zatizeni a
zkousejici mohou ziskat odskodnéni od zadavatele v souladu
s oddilem 12.2 této smlouvy.

16. TERMINATION

16. UKONCENI SMLOUVY

16.1 This Agreement will become valid when signed by all
parties and effective as of the day of publication in the register of
contracts and shall continue in effect for the full duration of the
Study at the Institution according to the Protocol unless sooner
terminated in accordance with the provisions of this Section. CRO
may terminate this Agreement upon thirty (30) days written notice
to Institution and Investigator for any reasons, including without
limitation upon any of the following occurrences:

16.1 Tato smlouva nabyva platnosti po podpisu vSemi
stranami a uc¢innosti dnem zvefejnéni v registru smluv, a bude
ucinna po celou dobu trvani studie ve zdravotnickém zafizeni
podle protokolu, pokud nebude vypovézena diive v souladu
s ustanovenimi tohoto oddilu. CRO muze vypovédet tuto
smlouvu po tficeti (30) dnech pisemnou vypovédi
zdravotnickému zatizeni a zkousejicimu z jakychkoli divodt,
mimo jiné vcetné jakychkoli z nédsledujicich situaci:

a. Institution or Investigator has failed to cure a breach a. zdravotnickému zafizeni nebo zkousejicimu se
to this Agreement within thirty (30) days of receipt of nepodaii napravit poruseni této smlouvy do
written notice, specifying such breach; or tiiceti (30) dni po obdrzeni pisemného

oznameni, ve kterém upozoriiuji na toto
poruseni; nebo

b. Investigator becomes personally unavailable to b. zkousejici nadale neni osobné schopen provadét

conduct the Study and a CRO- approved replacement
has not been identified by Institution and
Investigator; or

studii a zdravotnické =zafizeni a zkousejici
neur¢ili nahradnika schvaleného CRO; nebo

C. if SPONSOR determines, in its sole and absolute
discretion, that a sufficient number of subjects for
participation in the Study to make it likely that the

c. pokud zadavatel podle svého vyhradniho
uvazeni rozhodne, Zze bylo dosazeno
dostatecného poctu subjektli pro ucast ve studii
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statistical requirements applicable to the Study will
be met or has failed to be enrolled; or

tak, aby pravdépodobnost splnéni statistickych
pozadavku platnych pro studii byla vysoka, nebo
ze se nedosahlo planovaného poctu tcastnikd;
nebo

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

d. regulacni organ zdravotnického zatfizeni stahne
povoleni a schvaleni k provadéni studie; nebo

e. the audit or regulatory inspection identifies a serious e. audit nebo kontrola regulac¢niho orgénu odhali
breach or lack of compliance with this Agreement ; z&vazné poruseni nebo nedodrzeni této smlouvy;
or nebo

f. if any of the circumstances permitting termination f. pokud dojde k jakékoli situaci, ktera umozni
pursuant to Section 14-Debarment occur. vypovéd smlouvy podle oddilu 14. zakaz

Cinnosti

16.2 This Agreement may be terminated by Institution or
Investigator, upon sixty (60) days’ prior written notice, for breach of
the Agreement by CRO if the breach is not cured within thirty (30)
days of notification

16.2 Zdravotnické zafizeni nebo zkouSejici mohou
vypovédét tuto smlouvu na zakladé pisemné vypovédi s
vypovédni lhitou Sedesat (60) dni, a to z divodu poruseni
smlouvy ze strany CRO, pokud nedojde k napravé poruseni do
tficeti (30) dni po upozornéni.

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

16.3  Pokud dojde k piedcasnému vypovézeni této
smlouvy v souladu s oddilem 16.1 nebo 16.2, zdravotnické
zafizeni a zkousSejici vyvinou nebo musi vyvinout maximalni
usili, aby:

a. minimize further costs while maintaining good
medical care of the Subjects; and;

a. minimalizovali dal$i néaklady a zaroven
zajiStoval dobrou zdravotni péci subjektim
hodnoceni; a

b. ensure that all Subjects shall complete the Study
according to the Protocol unless dictated otherwise by
Study Instructions.

b. zajistili, ze vSechny subjekty hodnoceni
dokonci studii podle protokolu, pokud nebude v
pokynech ke studii nafizeno jinak.

16.4 Should Investigator conclude that continuation of the Study
is no longer medically justifiable, due to (i) unexpected results, (ii) the
severity or prevalence of serious adverse events or (iii) the efficacy of
the treatment with Study Drug appears to be insufficient; then he/she
will without undue delay notify CRO and the EC in writing, and may
suspend treatment of Subjects until such time as CRO (based on
consultations with SPONSOR) and Investigator reach agreement as to
the best course of action.

16.4  Pokud zkousejici dojde k zavéru, ze pokracovani
studie neni nadale ze zdravotniho hlediska opodstatnéné z
divodu (i) neocekavanych vysledkl, (ii) zavaznosti nebo
vyskytu zavaznych nezadoucich piihod nebo (iii) ucinnost
lécby hodnocenym pfipravkem se jevi nedostate¢nou, bez
zbytecného prodleni o tom pisemné informuje CRO a mutize
pozastavit 1é¢bu subjekti hodnoceni, dokud se CRO (na
zaklad¢ porady se zadavatelem) se zkousejicim nedohodnou
na nejlepSim mozném fesen.

16.5 Termination of this Agreement by any Party shall not affect
the rights and obligations of the Parties accrued prior to the effective
date of termination of this Agreement. Any provision of this
Agreement that should survive expiration or termination of this
Agreement in order to give proper effect to its intent, shall survive
expiration or termination of this Agreement.

16.5 Ukonceni této smlouvy kteroukoli smluvni stranou
nema vliv na prava a povinnosti smluvnich stran vzniklé pied
datem t¢innosti ukonceni této smlouvy. Jakékoli ustanoveni této
smlouvy, které by mélo pretrvat i po vyprseni nebo vypovédi této
smlouvy, aby byl jeji zamér fadné udinny, zistane v platnosti i
po vyprseni nebo vypovézeni této smlouvy.

17. INDEPENDENT CONTRACTOR

17. NEZAVISLY DODAVATEL

17.1 The relationship of Institution and Investigator to CRO is
that of independent contractor. Institution and Investigator commit
themselves to perform the Services only as independent contractor
and nothing contained herein shall be construed to be inconsistent

17.1 Vztah zdravotnického zafizeni a zkousSejiciho viaci
CRO mé povahu nezavislého dodavatele. Zdravotnické
zafizeni a zkousSejici se zavazuji provadét sluzby pouze jako
nezavisly dodavatel, pfi¢emz nic v tomto dokumentu nebude
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with that relationship or status. Institution, Investigator, and Study
Personnel, shall not be considered employees or agents of CRO and,
as such, shall not be entitled to any benefits available to employees
of CRO.

vykladano v rozporu s timto vztahem nebo postavenim.
Zdravotnické zafizeni, zkousSejici a personal studie se
nepovazuji za zaméstnance ani zastupce CRO, tudiz nebudou
mit narok na zadné vyhody, které maji zamé&stnanci CRO.

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

17.2 Zdravotnické zafizeni a zkouSejici nesmi bez
pfedchoziho pisemného souhlasu CRO najmout zadného
subdodavatele, aby plnil kterékoli z jejich povinnosti podle
této smlouvy. Zadny takovy souhlas neznamena zbaveni
zdravotnického zafizeni a zkousejiciho jejich zévazkd podle
této smlouvy s tim, Ze zdravotnické zatizeni a zkouSejici
zlstanou za veskeré jednani i opomenuti jakéhokoli takového
subdodavatele plné odpovédni. CRO bude mit moznost zcela
¢i Castecné prevést plnéni prav a povinnosti pievzatych na
zaklad¢ této smlouvy na kteréhokoli ze svych pridruzenych
subjektl (nebo pfislusné kvalifikované subdodavatele tfeti
strany), a/nebo na zadavatele a jeho ptidruzené spolecnosti, a
to bez souhlasu zdravotnického zafizeni, a aniz to zbavi CRO
odpovédnosti za spravné plnéni takto pfevedenych smluvnich

povinnosti vu¢i zdravotnickému zafizeni a hlavnimu
zkousejicimu.
17.3 This Agreement shall not constitute, create or in any way | 17.3 Tato smlouva nezfizuje, nevytvari a nemtize byt ani

be interpreted as, a joint venture, partnership, or business
organization of any kind.

interpretovana jako spole¢ny podnik, obchodni sdruzeni nebo
obchodni organizace jakéhokoli typu.

18. CONTRACTUAL ARRANGEMENTS

18. NALEZITOSTI SMLOUVY

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

18.1  Nadpisy oddild v této smlouvé maji pouze zvysit
srozumitelnost a nepiedstavuji vyznamnou soucast této
smlouvy.

18.2 If any provision of this Agreement is held illegal, invalid or
unenforceable by a court of law, the remainder of this Agreement

18.2  Pokud bude kterékoli ustanoveni této smlouvy
shledano nezakonnym, neplatnym nebo nevymahatelnym

shall not be affected thereby. soudem, zbyvajici casti této smlouvy timto nebudou
ovlivnény.
18.3 Failure to insist upon compliance with any of the terms and | 18.3  Netrvani na dodrzovani kterékoli z podminek této

conditions of this Agreement shall not constitute a general waiver or
relinquishment of any such terms or conditions, and the same shall
remain at all times in full force and effect.

smlouvy nepiedstavuje vSeobecné zieknuti se prav ani vzdani
se kterékoli takové podminky, nybrz plati, Ze takova podminka
zustane po celou dobu plné platnd a G¢inna.

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

18.4  Zdravotnické zafizeni a zkousSejici se dohodli a
souhlasi s tim, ze zadavatel je opravnénou tieti stranou této
Smlouvy, jak je uvedeno v oddilu 2.3.

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

18.5 Prislusni signatafi stran této smlouvy prohlasuji
a zarucuji se, Ze jsou opravnéni a schopni uzavfit ustanoveni
a podminky této smlouvy jménem svych prislusnych stran.

18.6 Neither Party shall be responsible for any default under this
Agreement by reason of strikes, riots, hostilities, wars, fire, acts of
terrorism, acts of God, death of Investigator, or any other cause
beyond its reasonable control.

18.6 Z4dna strana nebude odpovidat za nedodrzeni této
smlouvy z davodu stavek, nepokojli, vojenskych akci,
valecnych konfliktd, pozaru, teroristickych utok, vyssi moci,
umrti zkousejicitho nebo z jakékoli jiné priciny, na kterou
nema piiméieny vliv.
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18.7 This Agreement may not be assigned by Institution or
Investigator without the prior written consent of CRO.

18.7  Zdravotnické zafizeni nebo zkousejici nesmi tuto
smlouvu postoupit bez ptedchoziho pisemného souhlasu
CRO.

18.8 CRO may assign this Agreement to any of its subsidiaries,
Affiliates or to any third party, including SPONSOR and its
affiliates.

18.8  CRO mize tuto smlouvu postoupit kterékoli ze svych
dcefinych spolecnosti, pfidruzenych spolecnosti nebo treti
stran¢, vCetné zadavatele a jeho ptidruzenych spolecnosti.

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

18.9 Tato smlouva piedstavuje uplnou dohodu a konecné
ujednani smluvnich stran v souvislosti s pfedmétem této
soucasna ujednani a/nebo diskuze mezi smluvnimi stranami,
at’ uz pisemné, ¢i ustni, vyslovné, ¢i implicitni, jakymkoli
zpisobem souvisejici s pfedmétem této smlouvy. Tuto
smlouvu nelze jakymkoli zplisobem zménit, upravit,
modifikovat nebo jinak pozménit, s vyjimkou pisemného
¢islovaného dodatku podepsaného vSemi stranami.

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

18.10  Veskera oznameni, kterda je nezbytné nebo vhodné
dorucit podle této smlouvy, nabyvaji G¢innosti po doruceni
pfislusné smluvni stran¢ na adresu uvedenou nize:

To CRO:

Je-li adresatem CRO:

Parexel International (IRL) Limited

Parexel International (IRL) Limited

One Kilmainham Square

One Kilmainham Square

Inchicore Road

Inchicore Road

Kilmainham Kilmainham
Dublin 8 Dublin 8
Ireland Irsko

Attn: study manager 273383 21912

K rukam: manazér studie 273383 21912

To Investigator:
Fakultni nemocnice Kralovské Vinohrady
Oftalmologicka klinika
Srobarova 1150/50
100 34 Praha 10
Czech Republic

Je-li adresatem zkousejici:
Fakultni nemocnice Kralovské Vinohrady
Oftalmologicka klinika
Srobarova 1150/50
100 34 Praha 10
Ceska republika

Address, Attn: MUDr. Miroslav Veith, Ph.D.

k rukam MUDr. Miroslav Veith, Ph.D.

To Institution:
Fakultni nemocnice Kralovské Vinohrady
Srobarova 1150/50
100 34 Praha 10
Czech Republic

Je-li adresatem zdravotnické zafizeni:
Fakultni nemocnice Kralovské Vinohrady
Srobarova 1150/50
100 34 Praha 10
Ceska republika

Address, Attn: Prof. MUDr. Petr Tousek, Ph.D

k rukam Prof. MUDr. Petra Touska, Ph.D.

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

18.11 Kterdkoli smluvni strana mtze zménit svou adresu
nebo Cislo pro ucely poskytovani oznameni tak, ze zaSle
oznameni podle oddilu 18.10 a 18.12.

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

18.12  Vesker¢ zasilky vyzadané touto smlouvou nebo podle
této smlouvy budou povazovany za dorucené pii osobnim
doruceni, doruceni faxem, e-mailem, doporucenou postou
nebo kuryrem, v kazdém pripadée S potvrzenim
doruceni/ptevzeti.
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18.13 This Agreement shall come into force on the date of signature
by the last party. The effective date shall be the date of publication
of the contract in the Register of Contracts in accordance with
Section 6(1) and Section 9 of Act No. 340/2015 Coll., on Special
Conditions of Effectiveness of Certain Contracts, Publication of
Such Contracts and on the Register of Contracts (Act on the Register
of Contracts), as amended. The CRO undertakes to deliver to the
health care facility a modified version of the contract to be published
in the Register of Contracts no later than on the contract's effective
date. The healthcare facility undertakes to publish the modified
version of the contract within 5 days of the contract's validity at the
latest. If the healthcare facility fails to publish the contract within
the agreed deadline, the CRO is entitled to publish the contract.

18.13 Tato smlouva nabyva platnosti dnem podpisu posledni
smluvni stranou. Dnem tcinnosti je den zvetejnéni smlouvy v
registru smluv v souladu s ust. § 6 odst. 1 a ust. § 9 zakona ¢.
340/2015 Sb., o zvlastnich podminkach uc¢innosti nékterych
smluv, uverejiiovani téchto smluv a o registru smluv (zakon o
registru smluv), ve znéni pozdg€jSich ptedpisi. CRO se
zavazuje, ze doda zdravotnickému zafizeni modifikovanou
verzi smlouvy urcenou ke zvefejnéni v registru smluv a to
nejpozdéji ke dni platnosti smlouvy. Zdravotnické zafizeni se
zavazuje, ze modifikovanou verzi smlouvy zvetejni nejpozdéji
do 5-ti dnti od platnosti smlouvy. Nezvefejni-li zdravotnické
zafizeni smlouvu v dohodnutém terminu, je CRO opravnéna
smlouvu zvefejnit.

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

18.14  Smluvni strany souhlasi, Ze tato smlouva se bude fidit
zdkony Ceské republiky bez ohledu na jeji ustanoveni
o koliznich pravnich normach. Pokud se spor dostane pied
soud, budou mit nad jeho prib&hem vyhradni pravomoc soudy
v Praze.

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

18.15 Tato smlouva je vyhotovena v anglickém a ceském
jazyce. V piipadé jakékoliv nesrovnalosti, rozporu i
nesouladu mezi anglickou a Ceskou verzi této smlouvy bude
urcujici verze Ceska.

18.16 The Institution and Investigator acknowledge that the
SPONSOR and CRO are required by Applicable Law and
pharmaceutical industry codes of conduct to document and publicly
disclose certain transfers of value made to healthcare professionals
and healthcare organizations, and such disclosures may include
information about the payments or other transfers of value provided
to Institution and/or the Investigator and Study Personnel under this
Agreement. The SPONSOR/CRO may store and use information
relating to the Institution, Investigator and/or Study Personnel and
arising out of this Agreement for the purpose of its business and may
publicly disclose in its discretion such information (including, but
not limited to, the name and professional address of the Institution
and/or the Investigator and Study Personnel, any financial and in-
kind payments received under this Agreement, the nature of the
engagement and any other payment or service-related information)
as may be deemed appropriate by SPONSOR/CRO for the
fulfillment of its transparency obligations or as may otherwise be
dictated by Applicable Law or any pharmaceutical industry codes of
conduct to which the SPONSOR/CRO or any of their Affiliates are
subject. For such purposes, the SPONSOR/CRO may transfer such
information to its Affiliates and/or third party service providers, who
may be established in a different jurisdiction to the Institution and
Investigator, which jurisdiction may not offer the same level of
protection for personal information. Payments to the Institution for
work done by specified individuals may reference both the
Institution and the individual. In accordance with Data Protection
Law, the Investigator and Study Personnel may contact the
SPONSOR/CRO at any time to correct any mistakes or request
deletion of their personal information held by SPONSOR/CRO.

18.16 Zdravotnické zatizeni a zkouSejici berou na védomi, ze
zadavatel a CRO jsou podle platnych zakonti a kodexl
chovani ve farmaceutickém primyslu povinni dokumentovat
a zvefejiiovat urcité prevody hodnot uskutecnéné ve prospéch
zdravotnickych pracovnikd a zdravotnickych organizaci,
pficemz takové zvefejnéni muze zahrnovat informace o
platbach nebo jinych pievodech hodnot poskytnutych
zdravotnickému zafizeni a/nebo zkouSejicimu a persondlu
studie na zékladé¢ této smlouvy. Zadavatel/CRO mize
uchovévat a pouzivat informace tykajici se zdravotnického
zafizeni, zkouSejiciho a/nebo persondlu studie a vyplyvajici z
této smlouvy pro ucely své Cinnosti a mize tyto informace
podle svého uvazeni zvefejnit (vCetné jména a adresy
pracovisté zdravotnického zafizeni a/nebo zkousSejictho a
personalu studie, veskerych finan¢nich a vécnych uhrad
pfijatych na zakladé této smlouvy, povahy zakazky a
jakychkoli dalsich informaci tykajicich se ihrad nebo sluzeb),
které zadavatel/CRO ptipadné¢ povazuje za vhodné pro splnéni
svych povinnosti tykajicich se transparentnosti nebo které
mohou byt jinak nafizeny platnymi zadkony nebo kodexy
chovani ve farmaceutickém primyslu, které se na
zadavatele/CRO nebo kteroukoli z jejich pfidruzenych
subjektil vztahuji. Pro tyto ucely mtize zadavatel/CRO piedat
tyto informace svym pfidruzenym subjektiim a/nebo externim
poskytovatelim sluzeb, ktefi mohou byt zfizeni v jiné
jurisdikei nez zdravotnické zafizeni a zkousejici, pfi¢emz tato
jurisdikce nemusi poskytovat stejnou troven ochrany
osobnich udaji. Platby zdravotnickému zafizeni za praci
vykonanou urenymi osobami mohou odkazovat jak na
zdravotnické zatizeni, tak na danou osobu. V souladu se
zdkonem o ochrané osobnich udaji se mohou zkousejici a
persondl studie kdykoli obratit na zadavatele/CRO, aby

I/ Vcith FNKV_CSA INST INV._bilingual 20240430 _1.0

Page 19 of 38 /Strana 19 ze 38




opravili pfipadné chyby, nebo pozadat o vymazani svych
osobnich udaju, které mé zadavatel/CRO k dispozici.

(Signatures to follow on the next page)

(Nasleduje podpisova strana)
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IN WITNESS WHEREOF, the Parties have executed this
Agreement. In the event that the Parties execute this
Agreement by exchange of electronically signed original,
upon being signed by all Parties, the Parties agree that this
Agreement will become effective and legally binding and
that qualified electronic signatures will constitute proof of a
binding agreement.

NA DUKAZ CEHOZ strany tuto smlouvu podepsaly. V piipadg, ze
strany uzaviou tuto smlouvu vyménou elektronicky podepsaného
originalu, souhlasi s tim, Ze po podpisu vSemi stranami se tato
smlouva stane U¢innou a pravné¢ zavaznou a ze kvalifikované
elektronické podpisy budou piedstavovat ditkaz zdvazné smlouvy.
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@ CRO:

(Signature of Authorized Official) /
(Podpis opravnéného zastupce)

(Typed or Printed Name) / Date / Datum
(Jméno napsané hiilkovym pismem nebo
vytisténé)

?2) Institution Name / Nazev zdravotnického
zatizeni: Fakultni nemocnice Kralovské
Vinohrady

(Signature of Authorized Official) /
(Podpis opravnéného zastupce)

MUDr. Jan Votava, MBA Date / Datum
Funkce / Position: Reditel / Director

A3) Investigator / Zkousejici
lékar: MUDr. Miroslav
Veith Ph.D.

(Signature of Investigator) /
(Podpis zkousejiciho 1¢kaie)

MUDr. Miroslav Veith, Ph.D. Date / Datum
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Exhibit A —Payment Schedule and Budget Priloha A — Harmonogram plateb a rozpocet

7

1. Payee Details 1. Udaje o pFijemci plateb
Payee / Payee Details /
Piijemce plateb Udaie o piiiemci plateb

Ijrotocol Number /
Cislo protokolu

Site Number /
Cislo pracovisté

Payee Name (hereinafter “Payee”)/
Nazev/jméno piijemce plateb (dale jen ,,piijemce plateb*)

Payee Address /
Adresa piijemce plateb

Address Line 2 /
2. fadek adresy

Address Line 3 /
3. fadek adresy

Province/State/Country /
Provincie/stat/zemée

City /
M¢ésto

Postal Code /
Postovni smérovaci ¢islo

Country /
Zemé

Payee Contact /
Kontaktni osoba piijemce plateb

Payee Contact Phone Number /
Kontaktni telefonni Cislo pfijemce plateb

Remittance E-mail Address /
E-mailova adresa pro tthradu

General Finance contract e-mail address if different from above
/Kontaktni e-mailové adresa pro vSeobecné financni zaleZitosti,
pokud se lisi od vyse uvedené

NPI /
IC

Tax ID (VAT/GST Registration/TIN/SSN) /
DIC (registrace k DPH / k dani z obratu / DIC / rodné &islo)

Bank Account Holder Name /
Jméno vlastnika bankovniho uétu

}gsank Account Number /
Cislo bankovniho uétu

IBAN (International Bank Account Number) /
IBAN (mezinarodni ¢islo bankovniho uctu)

Bank Name /
Nazev banky

Bank Number /
Cislo banky

Bank Branch Number /
Cislo bankovni pobocky

Bank Identification Code /
Identifikacni kod banky

Bank Type /
Typ banky

Payment Terms / Platebni podminky

Payment Frequency / Frekvence plateb

Payment Currency / Platebni ména
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To ensure proper payment please ensure that all fields
above are completed.

Chcete-li zajistit Fadnou uhradu platby, piresvédcte se, Ze
jsou vSechna vyse uvedena pole vyplnéna.

In the event that payee details are modified during the course of
the study, the parties agree that no amendments to this Agreement
shall be required, provided that Payee provides written

notification to CRO with revised pavee details to the following e-
mail address NN

CRO’s Investigator Payment Office will attempt to
independently verify banking information changes to ensure they
are valid. If Payee does not respond to these verification
attempts, CRO’s Investigator Payment Office will modify the
banking information as per the email but accepts no liability for
incorrect payee details provided by the Payee, its representative
or any other third party. Any payments that are fraudulently
misdirected will not be re-paid.

V pripadé, Ze se udaje ptijemce plateb v prub¢hu studie zméni,
strany souhlasi s tim, Ze nebudou vyzadovany zadné dodatky této
smlouvy za predpokladu, Ze pfijemce plateb pisemné ozndmi

CRO nové udaje prijemce plateb na nasledujici e-mailovou
adresu:

Kancelar pro uhrady zkousejicim CRO se pokusi nezavisle ovéfit
zmény bankovnich udajt, aby se ujistila, ze jsou platné. Pokud
pfijemce plateb neodpovi na tyto pokusy o ovéfeni, upravi
kancelar pro platby zkousejicim CRO bankovni udaje podle e-
mailu, ale nepfijimd Zzadnou odpovédnost za nespravné
poskytnuté udaje o prijemci plateb poskytnuté pfijemcem, jeho
zastupcem nebo jakoukoli jinou tfeti stranou. Zadné podvodné
pfesmérované platby se nevraceji.

2. Enrolment 2. Nabor
This study is designed to evaluate Subjects in accordance with | Tato studie je wurcena k hodnoceni subjektd v souladu

the Protocol. The Investigator on behalf of the Institution will use
best efforts to enrol 8-10 subjects in the Study. When enrolment
is complete for the study, the Institution and Investigator will be
notified in writing and will dis-continue enrolling Subjects.

s protokolem. ZkouSejici jménem zdravotnického zafizeni
vynaloZzi maximalni Gsili, aby do studie zaradil 8-10 subjektt.
Jakmile bude nébor subjekti hodnoceni do studie dokoncen,
budou zdravotnické zatizeni a zkousSejici pisemné vyrozumeéni
a nabor subjektl ukon¢i.

3. Per Patient Fees:

3. Poplatky za pacienta:

The amount to be paid to the Payee per completed subject is
outlined in the attached Detailed Budget. Invoices should be
submitted by Payee to CRO on a quarterly basis and all payments
will be made electronically within forty-five (45) days of receipt,
review and approval of an invoice and will be based on completed
visits entered in the subject EDC (electronic data capture system)
according to agreed-upon criteria.

Castka, ktera ma byt vyplacena piijemci plateb za dokonéeny
subjekt hodnoceni, je uvedena v pfilozeném Podrobném
rozpo¢tu. Faktury by mél pfijemce plateb piedkladat CRO
ctvrtletné a vSechny platby budou provedeny elektronicky do
pétactyticeti (45) dnd od obdrzeni, pfezkoumani a schvaleni
faktury a budou zalozeny na dokoncenych navstévach zadanych
do predmétného EDC (elektronického systému sbéru dat) podle
dohodnutych kritérii.

4. Conditional Fees:

4. Podminéné poplatky:

Payment for other conditional fees or expenses that are not
included in the Per Patient Fees (as defined in Section 3) will be
made according to the rates outlined in the bellow attached
Detailed Budget:

Platba dal$ich podminénych poplatkli nebo vydajt, které nejsou
zahrnuty v poplatcich za pacienta (definovanych v oddilu 3),
bude provedena podle sazeb uvedenych v nize pfilozeném
Podrobném rozpoctu:

SCREENING FAILURE: Screening failures will be paid in the
amount outlined in the below attached Detailed Budget, provided
that the number of screen failures paid hereunder will be capped
at a ratio of ] (meaning the Institution and Investigator will be
paid a maximum of screen failure Subject per
enrolled Subjects). Any payments for screening failures over
ratio) will be approved at SPONSOR’s discretion, and by
SPONSOR or CRO written approval. A screening failure is
considered a Subject who signs the informed consent form and
completes screening but fails under inclusion/exclusion criteria
and will not be enrolled. Payment to Payee will be made upon
receipt of the corresponding invoice.

NEUSPESNY SCREENING: Netsp&iny screening se hradi ve
vysiuvedené v nize pfilozeném Podrobném rozpoctu s tim, ze pocet
neuspeésnych screeningli hrazenych podle této smlouvy bude
omezen pomerem (coz znamena, Ze zdravotnickému zatizeni a
zkousejicimu__bude hrazen maximalné neuspeésny
screening na zarazené subjekty). Jakékoli platby za netispésny
screening nad pomeér se schvaluji podle rozhodnuti zadavatele
a pisemného souhlasu zadavatele nebo CRO. Za nelspéSny
screening se poklada pfipad, kdy subjekt hodnoceni podepise
formulaf informovaného souhlasu a podstoupi screening, ale
nesplni zatazovaci kritéria a nebude zarazen. Platby budou piijemci
plateb hrazeny po obdrzeni odpovidajici faktury.
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SUBJECT TRAVEL AND MEALS REIMBURSEMENT: A
maximum amount per visit as outlined in the below attached
Detailed Budget will be paid to Payee for Subject travel, hotel
and meals expenses incurred. As applicable, this amount needs to
be reflected in the informed consent form as it will be provided
to the Subject. The reimbursement will be paid against the receipt
of the invoice and corresponding supporting documentation.

NAHRADA CESTOVNICH VYDAJU A STRAVNEHO:
Piijemci plateb bude uhrazema maximalni castka za navstévu
uvedenda vnize pfilozeném Podrobném rozpoCtu za vzniklé
cestovni, ubytovaci a stravovaci vydaje subjektu. Tuto castku je
tieba pfislusnym zptisobem zohlednit ve formulafi informovaného
souhlasu, ktery bude subjektu poskytnut. Nahrada bude vyplacena
na zakladé obdrzeni faktury a piislusnych podkladi.

CAREGIVER TRAVEL REIMBURSEMENT: A maximum
amount per visit as outlined in the below attached Detailed
Budget will be paid to Paynee for Caregiver travel reimbursement
when the Subject travels to the Institution for Study visits. This
amount needs to be reflected in the informed consent form as it
will be provided to the Subject. The reimbursement will be paid
against the receipt of the invoice and corresponding support
documentation.

NAHRADA CESTOVNICH VYDAJU PECOVATELE: Ptijemci
plateb bude uhrazena maximalni ¢astka za navstévu uvedend v nize
prilozeném Podrobném rozpocétu za cestovni vydaje pecovatele,
pokud subjekt hodnoceni do zdravotnického zafizeni na studijni
navstévy cestuje. Tato castka se musi zohlednit ve formulafi
informovaného souhlasu, ktery bude subjektu hodnoceni poskytnut.
Tato uhrada bude proplacena na zakladé obdrzené faktury a
pfislusnych podkladi.

UNSCHEDULED VISIT: Unscheduled visits performed as part of
the Study that are outside of the normal standard of patient care and
visit schedule will be paid in the amount outlined in the below
attached Detailed Budget. Processing of payment will begin upon
receipt of invoice with adequate supporting documentation in
accordance and approval of CRO.

NEPLANOVANA  NAVSTEVA: Neplanované  navitévy
uskutecnéné v ramci studie, které jsou mimo bézny standard péce
o0 pacienta a harmonogram navstév, se hradi ve vysi uvedené v nize
pfilozeném Podrobném rozpoctu. Zpracovani platby bude zahajeno
po pfijeti faktury sodpovidajicimi podklady v souladu ase
schvéalenim CRO.

5. Site Fees:

5. Poplatky pro pracovisté:

START-UP FEE: A one-time non-refundable start-up fee in the
amount outlined in the below attached Detailed Budget will be
paid to Institution for start-up related activities (e.g. preparation
of Agreement and Budgetetc.). Payment will be made upon
execution of the Agreement. This payment is considered full and
final compensation for all activities associated with Study
initiation. Payment to Institution will be made upon receipt of the
corresponding invoice.

All invoices for Services performed and expenses incurred under
this Section will be paid within forty-five (45) days of receipt,
review and approval of an invoice and will be based on completed
info verified.

ZAHAJOVACI POPLATEK: Zdravotnickému zafizeni bude
vyplacen jednorazovy nevratny zahajovaci poplatek ve vysi
uvedené v nize piilozeném Podrobném rozpoctu za cinnosti
souvisejici se zahajenim studie (napf. pfiprava smlouvy a
rozpoctu atd.). Platba bude provedena po uzavieni smlouvy. Tato
platba se povazuje za uplnou a kone¢nou nahradu za vSechny
¢innosti spojené se zahajenim studie. Platba zdravotnickému
zafizeni bude provedena po obdrzeni piislusné faktury.

Vsechny faktury za provedené sluzby a vydaje vzniklé podle
tohoto oddilu budou uhrazeny do pétactyficeti (45) dnd od
obdrzeni, pfezkouméani a schvaleni faktury a budou vychazet z
vyplnénych ovéienych informaci.

ARCHIVING FEES: One-time payment in the amount outlined
in the below attached Detailed Budget will be paid at the end or
at the premature termination of the Study after the close-out visit
to cover the costs associated with archiving of the Study records
for 25 years after the end or the premature termination of the
Study. Payment will be made upon the receipt of the invoice and
corresponding supporting documentation.

ARCHIVACNI POPLATKY: Jednorazova platba ve vysi
uvedené v niZe pfilozeném Podrobném rozpoctu bude vyplacena
na konci nebo pifi predcasném ukonceni studie po zavérecné
navstéveé na pokryti nakladd spojenych s archivaci studijnich
zédznamd po dobu 25 let od konce nebo predcasného ukonceni
studie. Platba bude provedena po obdrzeni faktury a pfislusnych
podkladi.

PHARMACY SET-UP FEE: A one-time non-refundable
pharmacy fee in the amount outlined in the below attached
Detailed Budget will be paid to Institution for Study-specific
costs related to study preparation in the pharmacy. Payment will
be made upon the receipt of the invoice and corresponding
support documentation.

POPLATEK LEKARNE ZA ZAHAJENI: Jednorazovy
nevratny poplatek 1ékarné ve vysi uvedené v nize pfilozeném
Podrobném rozpoctu bude uhrazen zdravotnickému zafizeni za
specifické naklady na studii souvisejici s pfipravou studie v
1ékéarné. Platba bude provedena po obdrzeni faktury a pfislusnych
podkladi.

ADMINISTRATIVE FEE FOR AMENDMENT: A one-time
non-refundable payment as outlined in the attached table
Detailed Budget — Center Fees for administrative processing of

ODMENA ZA DODATEK: Jednorazova nevratni uhrada
uvedend v pfilozené tabulce Podrobny rozpocet — Poplatky
Centra za administrativni zpracovani dodatku k této smlouvé
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the amendment to this Agreement will be made upon execution
of the amendment. Payment to Payee will be made upon receipt
of the corresponding invoice.

bude vyplacena po uzavieni dodatku. Platba pfijemci bude
provedena po obdrzeni piislusné faktury.

SET-UP FEE FOR OPHTHALMOLOGIC CLINIC: A one-
time non-refundable payment as outlined in the attached table
Detailed Budget — Center Fees will be made upon execution of
the Agreement to reimburse the Center for work performed to
prepare the Study in the Ophthalmology Clinic. Payment to Payee
will be made upon receipt of the corresponding invoice.

ZAHAJOVACI ODMENA PRO OFTALMOLOGICKOU
KLINIKU: Jednorazova nevratnd uhrada uvedena v ptilozené
tabulce Podrobny rozpocet — Poplatky Centra bude provedena
po podpisu této smlouvy jako odména za praci vykonanou pfi
ptipravée studie na Oftalmologické klinice. Platba bude pfijemci
provedena po obdrZeni pfislusné faktury.

LABORATORY SET-UP FEE: A one-time non-refundable
payment as outlined in the attached table Detailed Budget — Center
Fees will be made for Center’s laboratory start-up related activities
for the Study upon execution of the Agreement. Payment to Payee
will be made upon receipt of the corresponding invoice.

ODMENA LABORATORI ZA ZAHAJENI: Jednorazova
nevratna thrada uvedena v prilozené tabulce Podrobny rozpocet
— Poplatky Centra za cinnosti spojené s piipravou lokalni
laboratofe na studii bude provedena po podpisu této smlouvy.
Platba pfijemci bude provedena po obdrzeni ptislusné faktury.

EQUIPMENT: All equipment needed for the development of the
Study (and sub-study if applicable) will be supplied to the
Institution by SPONSOR, its designee(s) or contracted vendors
for strict and sole use in performing the Study. Such equipment
must be returned to SPONSOR, its designee(s) or contracted
vendors, at SPONSOR’s expense, following the closure of the
site at the Institution and SPONSOR, its designee(s) or contracted
vendors shall coordinate its return with the Institution, to ensure
that all equipment is returned within 30 calendar days after site
closure at the Institution. SPONSOR may, at its option, reduce
the final payment by the residual fair market value of the
Equipment as of the date of completion or termination of the
Study in case the Institution does not return the Equipment in the
requested period.

VYBAVENI: Veikeré vybaveni potiebné pro realizovani studie
(a pfipadné¢ podstudie) bude zdravotnickému zafizeni dodano
zadavatelem, jim povéfenou osobou (poveéfenymi osobami) nebo
smluvnimi dodavateli vyhradné pro pouziti pfi provadéni studie.
Toto vybaveni musi byt na naklady zadavatele vraceno zadavateli,
jeho poveéfené osobé (poveéfenym osobam) nebo smluvnim
dodavatelim po uzavieni pracovist€ ve zdravotnickém
zafizeni. Zadavatel, jeho povetena osoba (poverené osoby) nebo
smluvni dodavatelé budou koordinovat jeho vraceni se
zdravotnickym zafizenim, aby bylo zajisténo vraceni veskerého
vybaveni do 30 kalendafnich dnii po uzavieni pracovisté ve
zdravotnickém zafizeni. Zadavatele mize podle svého uvazeni
snizit kone¢nou platbu o zbytkovou trzni hodnotu vybaveni
k datu dokonceni nebo ukonceni studie v pfipadé, ze
zdravotnické zatizeni vybaveni v pozadovaném lhiité nevrati.

The following equipment will be provided to the Institution:

Zdravotnickému zatizeni bude poskytnuto nasledujici vybaveni:

- 1 ECG machine, MAC 2000

- 1 EKG ptistroj, MAC 2000

- 1 Omron HEM-907XL Blood Pressure Monitor

- 1 monitor krevniho tlaku Omron HEM-907XL

A separate loan agreement(s) will be concluded regarding the
provision of equipment.

O poskytnuti vybaveni bude uzaviena samostatna smlouva o
vypujcce/samostatné smlouvy o vypujéce.

6. Pro-Rata Payments:

6. Pomérné platby:

Payment for Subjects who do not complete the Study may be
made to Payee on a pro rata basis. Payment will include only
those Subjects who were enrolled before the premature
termination of the Study or the date that notice is received of such
premature termination, whichever is later.

Platby za subjekty hodnoceni, které studii nedokoncily, mohou
byt pfijemci plateb uhrazeny pomémym dilem. Platba bude
zahrnovat pouze ty subjekty hodnoceni, které byly zatazeny pied
predcasnym ukoncenim studie nebo k datu obdrzeni upozornéni
o tomto pfed¢asném ukonceni, podle toho, co nastane pozdé;i.

Should SPONSOR terminate the Study prior to completion, pro-
rated expenses and fees shall be paid as set forth in Section 3 for
each Subject visit performed before the premature termination of
the Study or the date notice is received of such premature
termination, whichever is later.

Jestlize zadavatel ukon¢i studii pred jejim dokoncenim, budou
vydaje a poplatky uhrazeny pomérnym dilem tak, jak je
stanoveno v oddile 3, za kazdou navstévu subjektu hodnoceni
provedenou pied pred¢asnym ukoncenim studie nebo k datu, kdy
bylo obdrzeno ozndmeni o tomto piedc¢asném ukonceni, podle
toho, co nastane pozdéji.

If other non-cancelable costs are incurred by Institution in
accordance with the Agreement, written justification must be
provided to CRO for review and approval, and payment of such

Jestlize zdravotnickému zafizeni vznikly jiné nezrusitelné
naklady v souladu se smlouvou, CRO musi dostat ke kontrole a
schvéleni pisemné odivodnéni, piicemz platba téchto nakladd
podléha schvaleni CRO nebo zadavatele.

costs is subject to CRO or SPONSOR’s approval.
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In any instance where the Payee has been received unearned
funds, such funds shall be returned to CRO within forty-five (45)
days of notification.

V kazdém priipadé, kdy piijemce plateb obdrzi nezaslouzené
prosttedky, musi byt tyto prostfedky vraceny CRO do Ctyficeti
péti (45) dnti od ozndmeni.

7. Protocol Violators

7. Poruseni protokolu

Payments for Study Subjects who are deemed to have been in
violation of the Protocol may be paid up to the point that the
violation occurred.

Platby za subjekty hodnoceni, u nichz se ma za to, ze doslo k
poruseni protokolu, mohou byt uhrazeny az do doby, kdy
k poruseni doslo.

8. Invoices

8. Faktury

Correct Valid Invoices should be addressed/issued to:
PAREXEL International (IRL) Limited

Spravné platné faktury by mély byt adresovany/vystaveny na:
PAREXEL International (IRL) Limited

Correct Valid Invoices should be e-mailed to:

Siréwné ilatné faktui I'e tieba ioslat e-mailem na:

Paper invoices can be sent to:

Papirové faktury lze zaslat na nasledujici adresu:

PAREXEL International (IRL) Limited

PAREXEL International (IRL) Limited

One Kilmainham Square

One Kilmainham Square

Inchicore Road, Kilmainham

Inchicore Road, Kilmainham

Dublin 8

Dublin 8

Ireland

Irsko

PAREXEL Study no.: 283134

C. studie spole¢nosti PAREXEL: 283134

All invoices must contain the following information:

Vsechny faktury musi obsahovat nasledujici informace:

(a)  Protocol Number (a)  cislo protokolu

(b)  Invoice Number (b)  cislo faktury

(c)  Invoice Date (c)  datum vystaveni faktury

(d)  Place, Date & Description of Services Provided (d)  misto, datum a popis poskytnutych sluzeb
(e)  CRO Project Number (e)  cislo projektu CRO

(f)  Total amount payable

(f)  celkovou splatnou ¢astku

(g)  Exchange rate used (where applicable)

(g)  pouzity sménny kurz (v relevantnich piipadech)

(h)  Investigator Name

(h)  jméno zkousejiciho

(i) Site Number

(i) Cislo pracovisté

(G)  Investigator National Provider Identification

(NPI) Number

)] narodni identifikacni ¢islo zkousejiciho (NPI)

(k)  Payee Name and Address (per this Agreement)

(k)

jméno a adresu pfijemce platby (podle této
smlouvy)

(1) Date of Supply

() datum uskute¢néni plnéni

Invoices and associated documentation should be de-identified of
Subject personal information (e.g. name, date of birth, initials,
etc.) prior to being submitted to CRO.

Z faktur a s nimi spojené dokumentace by mély byt ped zaslanim
CRO odstranény osobni udaje subjektli (napf. jméno, datum
narozeni, inicidly atd.).

9. Final Payment

9. Zavéreéna platba

Notwithstanding the foregoing, the final payment shall be paid
upon the completion of the following activities:

Bez ohledu na vySe uvedené se zavérecna platba vyplati po
dokonceni nésledujicich ¢innosti:

(a)

all required Subject visits have been completed

(a)

vsechny pozadované navstévy subjektii hodnoceni byly
dokonceny

(b) SPONSOR has received all Subject data in a form
suitable for analysis

(b)

zadavatel obdrzel vSechny udaje tykajici se subjektti ve
formatu vhodném pro analyzu
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(c)

all data clarification queries have been resolved to
SPONSOR’s satisfaction

(©)

vsechny dotazy ohledné objasnéni udaji byly vyieSeny
ke spokojenosti zadavatele

(d) SPONSOR has verified that all required regulatory

documentation is complete

(d)

zadavatel ovéfil uplnost veskeré vyzadované regulacni
dokumentace

(e) Institution has returned all required equipment, drugs
and other material

(e) zdravotnické zafizeni vratilo veskeré pozadované
vybaveni, pfipravky a ostatni material

(f)  the Study close-out visit has been completed

(f) byla provedena zavérena navstéva v ramci studie

Payee shall have thirty (30) days from the receipt of the final
payment under this Agreement to identify discrepancies and
resolve any payment disputes with CRO.

Pfijemce plateb bude mit tficet (30) dnt od obdrzeni zavérecné
platby podle této smlouvy ke zjisténi nesrovnalosti a vyfeSeni
veskerych sporii ohledné plateb s CRO.

All invoices for Study payments, as outlined herein, must be
submitted to the CRO within sixty (60) days of the Institution’s
Study close-out visit. Invoices received after this time will not be
reimbursed.

Vsechny faktury na platby za studii, jak jsou popsany vyse, musi
byt zaslany CRO do Sedesati (60) dnti od navstévy pro ukonceni
studie ve zdravotnickém zafizeni. Faktury pfijaté po tomto
okamziku nebudou proplaceny.

10. TAX

<

10. DAN

All fees and expenses in this Exhibit A are exclusive of VAT or
any applicable tax. All payments are subject to withholding tax
as applicable.

Vsechny poplatky a vydaje v této Piiloze A jsou uvedeny bez
DPH nebo jakékoli pfislusné dané. VSechny platby podléhaji
srazkové dani.

I/ Vcith FNKV_CSA INST INV._bilingual 20240430 _1.0

Page 28 of 38 /Strana 28 ze 38




Detailed BUDGET — Regimen 1
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Detailed BUDGET — Regimen 3 Podrobny ROZPOCET — Regimen 3
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Site fees / Poplatky centru
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Exhibit B — Definitions

Ptiloha B — Vymezeni pojmi

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

»Pridruzeny subjekt* znamena v souvislosti s jakoukoli stranou
této smlouvy jakoukoli spole¢nost, partnerstvi nebo jiny subjekt,
ktery pfimo ¢i nepiimo kontroluje nebo je kontrolovan nebo je
pod spolecnou kontrolou s touto stranou. Pro tcely této definice
znamena ,,kontrola® skute¢né vlastnictvi vice nez padesati (50)
procent vydanych hlasovacich podilti nebo zdkonnou moc tidit
nebo ovlivilovat fizeni pfedstavenstva spolecnosti, partnerstvi
nebo jiného takového subjektu, pfi¢emz pojem ,kontrolovan®
bude vykladan odpovidajicim zpisobem.

“Applicable Law” means any international, national, federal,
state, provincial, commonwealth, or local government law,
statute, rule, requirement, code, regulation, or ordinance that
applies to any Party or to a Study, the Services, or this Agreement,
as well as the current good clinical practices guidelines of the
International Conference on Harmonization of Technical
Requirements for Registration of Pharmaceuticals for Human
Use Topic E6: Guidelines on Good Clinical Practice, and
applicable version(s) of the World Medical Association
Declaration of Helsinki, and, where applicable, rules governing
good manufacturing practice and good laboratory practice, and
rules governing the collection and processing of Personal Data
and the collection and storage of human tissue samples and the
performance of DNA testing.

»Platné zakony*“ znamenaji jakykoli mezinarodni, narodni,
federalni, statni, regionalni, konstituéni ¢i mistni vladni zakon,
predpis, pravidlo, pozadavek, zakonik, nafizeni nebo vyhlasku,
které se tykaji kterékoli strany nebo studie, sluzeb nebo této
smlouvy, ale i aktudlnich pokynii pro spravnou klinickou praxi
Mezindrodni  konference pro harmonizaci technickych
pozadavkl na registraci farmaceutickych humannich pfipravka,
téma E6: Pokyny pro spravnou klinickou praxi a piislusné verze
Helsinské deklarace Svétové 1€kaiské asociace a (v pouzitelnych
piipadech) pravidla urcujici spravnou vyrobni praxi a spravnou
laboratorni praxi a pravidla urcujici shromazd’ovani a zpracovani
osobnich udaji a shromazdovani a uchovavani vzorkt lidské
tkan¢ a provadéni testi DNA.

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

“Dokonceny subjekt hodnoceni® predstavuje jakykoli subjekt
hodnoceni, ktery dokon¢il ptedepsanou 1écbu subjektu hodnoceni
ve studii v souladu s protokolem.

“Confidential Information” refers to any and all Information
belonging to SPONSOR, its designee and/or their respective
Affiliates including, but not limited to, Information that
SPONSOR, its designee and/or their respective Affiliates
consider to be trade secrets and / or the release of which could
prejudice legal, commercial or other interests of SPONSOR, its
designee and/or their respective Affiliates and which are (i)
provided, disclosed or submitted to Institution or Investigator or
(i1) which are otherwise obtained by Institution and Investigator.

,Duveérné informace™ odkazuji na jakékoli a veskeré informace
nalezejici zadavateli, jeho povéfené osobé a/nebo jejich
ptislusnym pfidruzenym subjektlim, mimo jiné informace, které
zadavatel, jeho povéiend osoba a/nebo jejich piislusné pridruzené
subjekty povazuji za obchodni tajemstvi a/nebo takové, jejichz
publikace by poskodilo zakonné, obchodni ¢i jiné zajmy
zadavatele, jeho povéfené osoby a/nebo jejich pfislusnych
pridruzenych subjekti a které jsou (i) pfedany, zpfistupnény nebo
predloZeny zdravotnickému zatizeni nebo zkousejicimu nebo (ii)
které zdravotnické zafizeni a zkousejici ziskali jinym zpisobem.

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

»Poruseni bezpecnosti daji* znamena: (a) ztratu nebo zneuZiti
(jakymikoli prostiedky) osobnich tudaji; (b) neumysiné,
neopravnéné a/nebo nezdkonné zpracovani, zptistupnéni, ptistup,
pozméneéni, poSkozeni, piedani nebo prodej ¢i prondjem, zniceni
¢i pouziti osobnich udaji; nebo (c) jakékoli jiné konani ¢i
opomenuti, které ohrozuje bezpecnost, daveérnost i integritu
osobnich tdajt.

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

,»€CRF/CRF* (elektronické zdznamy subjektu hodnoceni nebo
zédznamy subjektu hodnoceni) jsou dotazniky v papirové nebo
elektronické podobé pouzivané konkrétné zdravotnickym
zatizenim a zkousSejicim v souladu s protokolem pro ucely hlaseni
udaju o subjektu hodnoceni.

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

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

LHInformace* znamenaji jakékoli a veskeré ustni, pisemné (véetné
veskerych jinych hmotnych forem) a jiné informace, material a
majetek jakékoli povahy, at’ jiz chranéné pravy k duSevnimu
vlastnictvi, pfipadn€ jakékoli pouziti takovych prav, mimo jiné
napiiklad data, datové informace, data a zpravy tykajici se studie
a hodnoceného pfipravku, formulate CRF (at vyplnéné, ci
nevyplnéné), zavérecné zpravy, veskeré dalsi klinické udaje,
vyrobni udaje, protokol, soubor informaci pro zkouSejiciho,
laboratorni zdznamy, informace obsazené v piedlozenych
materialech pro regula¢ni organy, nepublikovana data a zpravy,
jakakoli a veskera dalsi studijni dokumentace, technické
informace, nalezy, vzorky, prubézné vysledky a vysledky, prava
k dusevnimu vlastnictvi a veskeré dalsi informace a majetek
potencialné podléhajici jakymkoli pravim k dusevnimu
vlastnictvi, at’ jiz s moznosti ochrany, nebo bez ni, a k veskerym
stavajicim ¢i budoucim pravim s tim souvisejici; zdravotni
zdznamy a dokumentace subjektdl hodnoceni usnadiujici
identifikaci subjekt hodnoceni.

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

»Prava k dusevnimu vlastnictvi“ se tykaji stavajicich a/nebo
budoucich patentii, patentovych ptihlasek, obchodnich znacek,
obchodnich nazvi, znamek sluzeb, nazvi domén, autorskych
prav, moralnich prav, prav v databazich a k nim (v¢etné prav pro
zabranéni extrakci nebo opétovnému pouziti informaci
z databaze), prav k prumyslovym vzorim, topografickych prav,
know-how, obchodnich tajemstvi a vSech prav nebo zplsobi
ochrany podobné povahy nebo takovych, které maji stejny nebo
obdobny ucinek vici kterymkoli z téch, které mohou existovat
kdekoli na svéteé, at’ uz jsou kterékoli z nich registrované, véetné
zéadosti o registraci, nebo nikoli; dale pak prava k pouziti, prava
k zuzitkovani, prava k vyuziti a licence, at’ uz bez licen¢niho
poplatku, ¢i jinak.

“Investigational Product” refers to SPONSOR’s investigational
product(s) including the Study Drug and / or investigational
device and to placebo, comparator drug / device or any other
control material as defined in the Protocol.

,Hodnoceny pfipravek* predstavuje hodnoceny piipravek nebo
hodnocené piipravky zadavatele, v€etné hodnoceného ptipravku
a/nebo hodnoceného prosttedku a placeba, srovnavaciho
pripravku / prostfedku nebo jakéhokoli jiného kontrolniho
materidlu definovaného v protokolu.

“Investigator” is the individual named in the introduction to this
Agreement, and is the person responsible for the conduct of the
Study at Institution. If a Study is conducted by a team of
individuals at an Institution, Investigator is the responsible leader
of the team and may be called the principal investigator.

»Zkousejici“ je osoba identifikovana v ivodu této smlouvy a je
to osoba odpovédna za provadéni studie ve zdravotnickém
zatizeni. Pokud studii provadi tym osob ve zdravotnickém
zatizeni, je zkousejici odpovédny vedouci tohoto tymu a miize se
oznacovat jako hlavni zkousejici.

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

,»Osobni udaje* predstavuji jakékoli informace tykajici se
identifikované nebo identifikovatelné fyzické osoby; za
identifikovatelnou osobu povazujeme osobu, kterou Ize piimo ¢i
nepiimo identifikovat, pfedev§im odkazem na identifikacni ¢islo
nebo na jeden ¢i vice faktord, které jsou specifické pro jeho/jeji
fyzickou, fyziologickou, dusSevni, ekonomickou, kulturni ¢i
socialni identitu.

“Process” means any operation or set of operations which is
performed upon Personal Data, whether or not by automatic
means, such as collection, recording, organization, storage,
adaptation or alteration, retrieval, consultation, use, disclosure by

»Zpracovani“ znamena jakoukoli operaci nebo soubor operaci,
které se provadéji s osobnimi udaji, at’ jiz automaticky, nebo ne,
napf. shromazd’ovani, zaznamenavani, organizovani,
uchovavéni, adaptace nebo zmény, ziskani, konzultace, pouziti,
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transmission, dissemination or otherwise making available,
alignment or combination, blocking, erasure or destruction.

predani pfenosem, Sifenim nebo zpfistupnénim jinym zpisobem,
usporadani nebo kombinovani, zablokovani, vymaz nebo zniceni.

“Reports” means any reports that are required by the applicable
regulatory committee to close out the Study.

»Zpravy* predstavuji jakékoli zpravy, které vyzaduje pfislusna
statni autorita.

“Resources” refers to any facilities and equipment that are
utilized for the conduct of the Study.

»Zdroje odkazuji na jakékoli prostory a vybaveni, které slouzi k
provadéni studie.

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

»Sluzby“ predstavuji sluzby, které poskytuje zdravotnické
zafizeni, zkousejici a/nebo personal studie podle podminek této
smlouvy.

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

LStudie® znamend védecky vyzkum definovany v protokolu.

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

»Pokyny ke studii“ pfedstavuji jakykoli pisemny dokument,
kromé& protokolu, vydany zadavatelem nebo jeho povéienou
osobou, ktery se konkrétn¢ tyka studie nebo na ni odkazuje a
ktery poskytuje dalsi informace a/nebo pokyny k provadéni
studie ze strany zdravotnického zafizeni a zkousejiciho. Pokyny
ke studii lze pfenaset od zadavatele nebo jeho povéiené osoby na
zdravotnické zafizeni a/nebo zkousejiciho osobné, faxem,
elektronickou postou, cennym psanim, doporu¢enou postou nebo
kuryrem.

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

»Personal studie* znamena jakékoli zaméstnance zdravotnického
zafizeni nebo zkouSejictho a/nebo dodavatele najaté
zdravotnickym zafizenim nebo zkouSejicim, ktefi se wcastni
provadéni studie, vcetné¢ spoluzkousejiciho/spoluzkousejicich,
koordinatora/koordinatord  studie a  jakychkoli  dalSich
dodavateld, zastupcii a zaméstnancti zdravotnického zatizeni
nebo zkousSejiciho, ktefi pomdahaji zdravotnickému zatizeni a
zkousejicimu se studii.

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

,»Vysledky studie” predstavuji jakékoli a veskeré informace a
jakykoli dalsi material a vysledky, které pfimo ¢i nepfimo vznikly
ze studie nebo ve spojeni s ni, bez ohledu na to, zda bylo cilem
studie ziskat vysledky studie nebo zda maji v souvislosti se studii
doplikovou povahu.

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

»Spoluzkousejici je jakykoli ¢len studijniho tymu urceny
zkousejicim ve zdravotnickém zafizeni, ktery na n¢j dohlizi. Jeho
ukolem je provadét dulezité postupy souvisejici s klinickym
hodnocenim a/nebo Ccinit dilezitd rozhodnuti souvisejici s
klinickym rozhodnutim (napf. spolecnici, interni zaméstnanci,
kolegové z vyzkumu).

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

»Subjekt hodnoceni® je osoba, kterd se u¢astni studie a ktera je
identifikovand v podepsaném formuléii informovaného souhlasu.
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