Clinical Trial Agreement

Smlouva o klinickém hodnocen

Ve

This  Clinical Trial Agreement (the
"Agreement") is made as of this 27th day
of February, 2026 and shall be effective
upon the last signature by the Parties (the
“Effective Date”) by and between

Tato Smlouva o klinickém hodnocen

(dadle jen ,Smlouva“) je uzaviena k
tomuto 27. Unora 2026 We a nabyva
ucinnosti poslednim podpisem Smluvnich
stran (dale jen ,Datum Gcinnosti®) do a

mezi

,
1

Vojenska nemocnice Brno, p. o., having a
place of business at Zabrdovicka 3, 615 00
Brno, Czech Republic, Identification number:
60555530, Tax identification number:
CZ60555530, represented by plk. gst. MUDir.
Petr Kral, Director (hereinafter referred as
the "Clinical Site")

Vojenska nemocnice Brno, p. o., se sidlem

Zabrdovicka 3, 615 00 Brno, Ceska
republika, Identifikacni ¢islo: 60555530,
Danov¢ identifikacéni ¢islo: CZ60555530,

zastoupena plk. gst. MUDr. Petrem Kralem,

feditelem (dale jen ,,Poskytovatel
zdravotnich sluzeb")

And

having an address at

(hereinafter referred as the
"Principal Investigator" and “PI")

S

(dale jen
Zkousejici* a ,,PI")

adresou

,Hlavni

And

Emerald Clinical Trials Netherlands BV
(hereinafter referred as “EC”), having its
registered place of business at Jan van
Galenstraat 335, Amsterdam, 1061AZ;
acting for and on behalf of CPC Clinical
Research (IBAN: 2000016419),
(hereinafter referred as the "Sponsor"),
having its registered place of business at
2115 N. Scranton St., Suite 2040, Aurora,
CO 80045

Each party to this Agreement may
hereafter be referred to individually as a
“Party” or collectively as the “"Parties.”

Emerald Clinical Trials Netherlands BV

(dale jen ,L,EC"), se sidlem Jan van
Galenstraat 335, Amsterdam, 1061AZ;
jednajici jménem a jménem CPC Clinical
Research (IBAN: 2000016419), (dale jen
.sponzor"), se sidlem 2115 N. Scranton
St., Suite 2040, Aurora, CO 80045

Kazda strana této smlouvy mdze byt dale
oznacovana jednotlivé jako ,strana" nebo
spole¢né jako ,strany".

Recital

A. Sponsor is conducting a multi-center
Trial entitled “RandomizEd trial to
DEtermine the efficacy and safety of
FINErenone on morbidity and mortality

Recital

A. Sponzor provadi multicentrickou studii
nazvanou ,Randomizovana studie ke
stanoveni  Uclinnosti a  bezpecnosti
FINErenonu na morbiditu a mortalitu u
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EVLSZ
Zvýraznění


among heart failure patients with left
ventricular ejection fraction greater than
or equal to 40% hospitalized due to an
episode of acute decompensated Heart
Failure (REDEFINE-HF)” (the "Trial")
pursuant to protocol number 202301CPC
and any subsequent duly approved
amendments (the "Protocol"); and

B.The Sponsor, by separate agreement
and pursuant to a signed delegation of
authority letter has engaged EC and its
legal representatives to act on its behalf (i)
to organize and monitor the Trial; (ii) to
represent Sponsor for all the activities
necessary for the successful performance
of the Trial; and (iii) to sign this Agreement
on behalf of Sponsor.

C. EC has further engaged Bayer/CRO to
perform certain services in relation to the
Trial on behalf of Sponsor; and

D.The Clinical Site and the Principal
Investigator engage in the performance of
clinical trials.

E. EC desires to retain the Clinical Site and
Principal Investigator to provide certain
services in conducting the Trial and to use
the facilities of the Clinical Site for such
purposes.

F. The Clinical Site and the Principal
Investigator have the know-how,
qualifications, facilities, personnel and
equipment required to conduct a Trial
under GCP (defined below) and the Clinical
Site and Principal Investigator wish to
participate in the Trial in accordance with
the terms and conditions of this Agreement
and the Protocol.

pacientl se srdeénim selhanim s ejekéni
frakci levé komory vétsi nebo rovnou 40
% hospitalizovanych v disledku epizody
akutni dekompenzace srdecni selhani
(REDEFINE-HF)" (dale jen ,Klinické
Hodnoceni*) podle protokolu Cislo
202301CPC a vsech naslednych fadné
schvalenych dodatkd (dadle  jen
~Protokol"); a

B. Sponzor na zakladé samostatné
dohody a na zakladé podepsaného
delegovani pravomoci povéfil EC a jeji
pravni zastupce, aby jednali jeho jménem
(i) za ucelem organizace a monitorovani
hodnoceni (ii) zastupovat sponzora ve
vSech ¢innostech nezbytnych pro Uspésné
provedeni hodnoceni; a (iii) podepsat tuto
smlouvu jménem sponzora.

C. EC dale povéfila spolecnost
Bayer/CRO, aby jménem sponzora
provadéla urcité sluzby souvisejici
s Klinickym Hodnocenim; a

D. Klinické pracovisté a Hlavni Zkousejici
se podileji na provadéni klinickych
hodnoceni

E. EC si preje zajistit klinické pracovisté
a hlavniho zkousejiciho, aby poskytovali
urcité sluzby pfi provadéni hodnoceni a
aby pro takové Uclely vyuzivali zafizeni
klinického pracovisté.

F. Klinické pracovisté a hlavni zkousejici
maji know-how, kvalifikaci, vybaveni,
personal a vybaveni pozadované k
provedeni studie v rdmci GCP (definované
nize) a klinické misto a hlavni zkousejici
se chtéji zucastnit studie v souladu s
podminkami této smlouvy a protokolu.

Subject of the Agreement

Pifedmét smlouvy
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The subject of the Agreement is that the EC
assigns Clinical Site and Clinical Site
accepts this assignment to conduct the Trial
and the purpose of the Agreement is to
determine conditions for the conduct of the
Trial and to define the rights and duties of
the contractual parties hereto for the
performance and processing of the Trial.
Procedures and methods of the Trial are
described in Protocol. being inseparable
part of this Agreement and attachments
hereto.

Predmétem smlouvy je povéreni
poskytovatele zdravotnich sluzeb ze
strany EC a souhlas poskytovatele
zdravotnich sluzeb s povérenim provadét
Klinické Hodnoceni Ucelem této smlouvy je
stanovit podminky pro  provedeni
klinického hodnoceni a definovat prava
a povinnosti smluvnich stran pro
provedeni a zpracovani klinického
hodnoceni. Postupy a metody klinického
hodnoceni jsou popsany v Protokolu, ktery
je nedilnou soucasti této smlouvy a jejich
priloh.

The trial will be conducted at Vojenska
nemocnice Brno. Clinical Site, EC and

Sponsor agree to assign _
i as Principal Investigator who

will be responsible for the conduct of the
Trial.

Hodnoceni se bude konat ve Vojenské
nemocnici Brno. Poskytovatel
zdravotnich sluzeb, EC a zadavatel se
dohodli, Ze jako hlavniho zkousSejiciho,
ktery bude zodpovédny za provedeni
klinického hodnoceni, jmenuji

Scope and nature of the scientific works is
defined in the Protocol which is considered
as an integral part of the Agreement.

Rozsah a charakter védeckych praci je
definovan v protokolu, ktery je nedilnou
soucasti této smlouvy.

1. General conditions

1. VSeobecné podminky

1.1 The Trial will be managed by EC acting
on behalf of Sponsor, for the clinical
evaluation of Sponsor's Investigational
Medical Product (hereafter “Trial Drug”)
in accordance with the Protocol.

1.1 Klinické hodnoceni bude vedeno EC,
jednajici jménem zadavatele za Ucelem
klinického vyhodnoceni hodnoceného
|éCivého pfipravku zadavatele (dale
jenom ,Hodnoceny lécivy pripravek")
v souladu s protokolem.
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1.2 Clinical Site and Principal Investigator
are obliged to conduct the Trial in
accordance with the Protocol which is part
of the Investigator Site File (ISF). The
Principal Investigator shall adhere to all
the guidelines and the documents that are
contained in the ISF and must maintain the
ISF and keep it up to date in accordance
with the requests of EC and/or Sponsor.
The Trial shall be conducted in accordance
with the rules of ICH GCP, the Declaration
of Helsinki as well as all relevant laws, local
regulatory requirements and guidelines
(including EMA guidelines) relative to the
conduct of clinical studies, conditions
imposed by National Ethics Committee,
local Ethics Committee and any written
instruction of the Sponsor related to the
conduct of the Trial communicated by EC.

1.2 Poskytovatel zdravotnich sluzeb a
hlavni zkouSejici jsou povinni provadét

klinické hodnoceni v souladu
s protokolem, ktery je soucasti spisu
zkousejiciho v centru klinického

hodnoceni (Investigator Site File, ISF).
Hlavni  zkouSejici musi  dodrzovat
vSechny pokyny a udrzovat dokumenty,
které jsou obsazeny v ISF, v aktudlnim
stavu v souladu s pozadavky EC nebo
zadavatele. Klinické hodnoceni musi byt
provedeno v souladu s pravidly Spravné
klinické praxe, Mezinarodni konference o
harmonizaci (dale jen ,ICH GCP") a
Helsinské deklarace, stejné jako se
vSemi pfislusnymi zdkony a predpisy,
mistnimi regulacnimi pozadavky, pokyny
(véetné pokynd  Evropské 1ékové
agentury (dale jen ,EMA")) vztahujicich
se k provedeni klinickych hodnoceni,
podminkami uloZzenymi narodni Etickou
komisi, mistnimi Etickymi komisemi a
jakymikoli pisemnymi pokyny zadavatele
sdélenych prostfednictvim EC.

1.3 EC is obliged to supply the Clinical Site
with the Trial Drug, Trial materials and
Trial equipment free of charge in amount,
needed for conducting the Trial at this
Clinical Site. This Trial Drug, Trial materials
and Trial equipment and all information
pertaining thereto given to Clinical Site and
Principal Investigator are exclusive
property of Sponsor. Principal Investigator
keeps responsibility in front of EC and
management of Clinical Site for Trial Drug
and other Trial materials delivered to the
Clinical Site for Trial purpose. Clinical Site
and Principal Investigator shall return all
material and information immediately after
the termination of the Trial or on written
request of EC.

1.3 EC je povinna pro poskytovatele
zdravotnich sluzeb bezplatné zabezpedit
a dodat hodnoceny léCivy pfipravek,
material a vybaveni v dostatecném
mnozstvi, které je potfebné pro realizaci
klinického hodnoceni v centru
poskytovatele zdravotnich sluzeb.
Hodnoceny |écivy pripravek, material
a vybaveni pro klinické hodnoceni a
vSechny informace, vztahujici se
k hodnoceni, poskytnuté
poskytovateldm zdravotnich sluZzeb a
hlavnimu zkousSejicimu, jsou vyhradnim
majetkem zadavatele. Hlavni zkousejici
je vO¢& EC avedeni poskytovatele
zdravotnich  sluzeb  odpovédny za
hodnoceny lécivy pripravek a ostatni
material dodany do centra poskytovatele
zdravotnich sluzeb pro potieby
klinického  hodnoceni.  Poskytovatel
zdravotnich sluzeb a hlavni zkousejici
jsou povinni veskery materiadl a
informace  vratit bezodkladné po
ukonceni klinického hodnoceni nebo po
obdrzeni pisemné zadosti EC.

1.4 EC (or Sponsor) is obliged to provide
Principal Investigator with final version of

the Protocol as well as all protocol

1.4 EC (nebo zadavatel) je povinna
zabezpecit hlavnimu zkousejicimu
konec¢nou verzi protokolu, spolu
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amendments issued throughout the Trial
course and actual versions of Subject
Information and Informed Consent Forms
and all other Trial documents. Sponsor is
responsible to provide an appropriate local
insurance for the Trial.

s dodatky k protokolu vydanymi
v prubé&hu realizace klinického hodnoceni
a aktualni verze Informaci pro subjekt a
formuldf informovaného souhlasu spolu
se vSemi ostatnimi dokumenty ke
klinickému hodnoceni. Zadavatel je
zodpovédny za zabezpeceni pfislusného
pojisténi klinického hodnoceni.

1.5 Clinical Site and Principal Investigator
guarantee that Trial Drug is used only for
Trial purposes and is adequately stored.
Any commercial use of the Trial Drug is
prohibited.

1.5 Poskytovatel zdravotnich sluzeb a
hlavni  zkousSejici se zarucuji, ze
hodnoceny |écCivy pfipravek bude
spravné skladovan a bude pouzit pouze
k G&eldim klinického hodnoceni. Jakékoliv
komercni pouziti hodnoceného |écivého
pripravku je zakazano.

1.6 Clinical Site shall use its best efforts to
ensure that there are no changes to the
Principal Investigator during the term of
the contract. Where changes occur or are
required Clinical Site is obliged to inform
EC in writing no less than forty-five (45)
working days before the date of leaving of
the Principal Investigator from the Trial.
Clinical Site warrants that to the best of its
knowledge, it, the Principal Investigator,
and its other Personnel, are properly
registered with appropriate medical
registration bodies and have not been
disqualified from practice or banned from
conducting clinical studies by a regulatory
authority. Clinical Site must notify EC as
soon as it becomes aware of any
disqualification or ban. Clinical Site will
make sure an appropriate successor can
be nominated whereupon EC in
cooperation with Sponsor shall at its sole
discretion approve or reject any such
replacement within a reasonable time. In
case, if new Principal Investigator is not
approved by the EC, present Agreement
may be terminated in accordance with
clause 4.2 of the present Agreement.

1.6 Poskytovatel zdravotnich sluzeb
vyvine maximalni Usili, aby v prib&hu
trvani  smlouvy nedoslo ke zméné
hlavniho zkousejiciho. Pokud ke zméné
dojde anebo je zména zadana, je
poskytovatel zdravotnich sluzeb povinen
pisemné informovat EC nejpozdé&ji 45
(Ctyricet pét) pracovnich dni pfede dnem
ukonceni Ucasti hlavniho zkousSejiciho v
klinickém hodnoceni. Poskytovatel
zdravotnich sluzeb zarucuje, ze podle
svého nejlepsiho védomi jsou on, hlavni
zkousSejici a jeji dalSi zaméstnanci radné
registrovani u pfislusnych |ékarskych
registracnich organd a nebyli vylouéeni z
praxe nebo jim regulaéni organ
nezakazal provadét klinické studie.
Klinické pracovisté musi informovat EC,
jakmile se dozvi o jakékoli diskvalifikaci
nebo zakazu Ccinnosti. Poskytovatel
zdravotnich sluzeb zajisti vhodného
nastupce, ktery muZe byt jmenovan,
nacez ho EC ve spolupraci
se zadavatelem schvali nebo zamitne
podle vlastniho uvazeni v pfimérené
Ihdt&. V pripadé Ze novy hlavni zkousejici
neni schvdlen EC, tato smlouva mize byt
ukoncena v souladu s ustanovenim 4.2
této smlouvy.

cPHF301_Czech Republic_Site 31011 (PI [ CTA

Page 5 of 31



1.7 Clinical Site is obliged to provide PI
with most suitable conditions for the
subjects’ enrolment in accordance with the
Protocol. Subjects’ enrolment shall start
once written informed consent is obtained
(ICF). Enrolment will remain competitive
for a period of 24 months from the global
first patient in (FPI) date.

(hereafter "Enrolment period").

1.7 Poskytovatel zdravotnich sluzeb je
povinen zabezpecdit hlavnimu
zkousSejicimu vhodné podminky pro
nabor subjektl v souladu s protokolem.
Nabor pacientd zaéne po obdrzeni
pisemného informovaného souhlasu
(ICF).  Na&bor  pacientd  zlstane
kompetitivni po dobu 24 mésict od data
globalniho prvniho pacienta v (FPI).

(déle jen ,obdobi naboru").

The recruitment of the Trial is a competitive
one and will be stopped after the worldwide
recruitment goal has been achieved. At any
time Sponsor may change Enrolment
period, EC retains the right to discontinue
the Trial prematurely due to insufficient
recruitment. This information has to be
provided immediately by EC to the Clinical
Site and Principal Investigator by official
letter of EC.

Nabor do klinického hodnoceni je
kompetitivni a bude zastaven, kdyz bude
dosazen celosvétovy cil naboru. Zadavatel
muze kdykoli zménit obdobi ndboru, EC si
vyhrazuje pravo predcasné ukoncit
klinické hodnoceni z ddvodu
nedostatecného naboru. EC musi tuto
informaci neodkladné sdélit poskytovateli
zdravotnich sluzeb a hlavnimu
zkousSejicimu formou oficialniho dopisu EC.

Each subject shall be fully informed on the
essence and significance of the Trial and
legally required informed consent is
received by Principal Investigator before
participation in the Trial.

Kazdy subjekt musi byt plné informovan o
podstaté a vyznamu klinického hodnoceni.
Hlavni  zkousejici  obdrzi  zakonem
pozadovany informovany souhlas pred
zapocetim (casti subjektu v klinickém
hodnoceni.

1.8 In performing the Trial, Clinical Site
is obliged to:

1.8 P¥i realizaci klinického hodnoceni
je poskytovatel zdravotnich
sluzeb povinen:

(a)fully cooperate with Sponsor and
Principal Investigator on the Trial and, in
particular, provide adequate number of
qualified staff to conduct the Trial properly
and safely and provide necessary facilities
for the conduct of the Trial;

a) plné spolupracovat se zadavatelem
a hlavnim zkousSejicim na klinickém
hodnoceni a, to zejména, poskytnout
dostatecny pocet kvalifikovaného
persondlu na spravné a bezpecné
provedeni  klinického hodnoceni a
poskytnout potfebné zazemi a vybaveni
na provedeni klinického hodnoceni;

(b) guarantee that other trials do not
take essential subjects or facilities away
from the Trial;

b) se zarucit, Ze jiné klinické hodnoceni
neovlivni G¢ast subjektd, nebo neovlivni
vyuziti vybaveni potfebného k provedeni
hodnoceni;

(c) accept monitoring visits and source data
verification in agreed upon frequency;

c) akceptovat monitorovaci navstévy
a ovéfovani zdrojovych dat subjektt
zafazenych do klinického hodnoceni
v dohodnutych terminech;
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(d) allow visits of local and foreign
authorities and representatives of Sponsor
for the purpose of monitoring, inspections,
and audits including access to the
Electronic Case Record Forms (eCRFs) and
hospital subject records and other
documentation for source data verification.

d) umoznit navstévy narodnich a
zahrani¢nich spravnich Ufadd a navétévy
zastupcl zadavatele, vykonanych za
GUcelem monitoringu, kontroly a auditu.
Umoznit pristup k elektronickym
zdznamdm subjektd hodnoceni (eCRF),
k nemocni¢nim zaznamdm subjektu a

k ostatnim  dokumentim  potfebnym
k ovérovani zdrojovych dat.
(e) Clinical Site agrees to conduct the Trial, | €)  Poskytovatel zdravotnich sluzeb
to handle and store any data and source | souhlasi s tim, Ze bude provadét klinické
documentation, connected to the Trial, | hodnoceni, zpracovavat a uchovavat

during the validity term and after
expiration of the present Agreement in
compliance to applicable laws and
regulatory requirements, stipulated on the
territory of the Czech Republic and

jakakoliv data a dokumenty souvisejici
s klinickym  hodnocenim v pribé&hu
platnosti, a i po ukonceni této smlouvy
v souladu s platnymi pravnimi predpisy a
jinou regulaci platnou na Uzemi Ceské

European Medical Agency (hereafter | republiky, s pozadavky EMA.
\\EMAII).
(f) Clinical Site is further obliged to | f) Poskytovatel zdravotnich sluzeb je

guarantee that the entire documentation
of the Trial, e.g. protocol, eCRFs, ISF,
Subject Informed Consent, source data,
list of subject identification, will be
securely archived by the Clinical Site for at
least twenty-five (25) years after the Trial
end (close-out visits). At no time during
this period shall such records be destroyed
without the prior written consent of
Sponsor or its designated Party. To avoid
any possible errors, Clinical Site shall
contact EC or Sponsor at least thirty (30)
days prior to the intended destruction of
records.

dale povinen zarucit bezpecnou archivaci
poskytovatelem zdravotnich sluzeb
vedkerych dokumentd klinického
hodnoceni napriklad protokol, eCRF, ISF,
informované souhlasy subjektl, zdrojova
data, identifikaéni seznam subjektl
v prib&hu nejméné dvacet pét (25) let od
ukoncéeni hodnoceni (po zavérecné
navstévé). V zadném okamziku béhem
tohoto obdobi se tyto zaznamy nesmi
zni¢it bez predchoziho pisemného
souhlasu zadavatele nebo jim urlenym
subjektem. Aby se zabranilo pfipadné
chybé&, hlavni zkousSejici musi zameér
skartace oznamit EC nebo zadavateli
nejméné tficet (30) dnl pfed zamyslenym
zni¢enim zdznamd.

(g) Furthermore, Clinical Site will
guarantee that all requirements for
Remote Data Capture (RDC) are in place.

g) Dale se poskytovatel zdravotnich
sluzeb zarucuje, ze vSechny poZadavky
pro vzdaleny zaznam udajd (Remote
Data Capture, RDC) jsou zajistény

(h) Clinical Site agrees that this Agreement
may be forwarded to Ethics Committee
and/or regulatory (competent) authorities,
if requested by local law.

h) Poskytovatel zdravotnich sluzeb
souhlasi s tim, Ze tato smlouva miZe byt
postoupena Etické komisi a/nebo jinym
ptislusnym (kompetentnim) organtm,
kdyZ to bude pozadovano narodnimi
zakony.

i) Clinical Site shall notify the EC or
Sponsor about every insurance claim it has
been notified of and consents that this

i) Poskytovatel zdravotnich sluzeb je
povinen informovat EC nebo zadavatele
o vzniku kazdé pojistné udalosti, kterd
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Agreement may be forwarded to the
respective insurance company in case of
an insurance claim.

byla hlaSena a souhlasi, Ze tato smlouva
O v ’ v ’ v v ’ S v

muze byt predana prislusné pojistovne v

pripadé takové pojistné udalosti.

(j) All Trial Drug and all information
pertaining thereto given to Clinical Site
and/or Principal Investigator are exclusive
property of Sponsor. Clinical Site ensures
that Principal Investigator will return all
Trial material and information immediately
after the termination of the Trial or on
written request of EC or Sponsor.

Veskeré hodnocené |éCivé pripravky
informace, vztahujici se
k hodnoceni, poskytnuté poskytovateli
zdravotnich sluzeb a/nebo hlavnimu
zkousSejicimu, jsou vyhradnim majetkem
zadavatele. Poskytovatel zdravotnich
sluzeb se zavazuje zajistit, Zze hlavni
zkousSejici veskery poskytnuty material a
informace vrati bezodkladné po ukonceni
hodnoceni nebo po obdrzeni pisemné
zadosti EC nebo zadavatele.

j)

a vsSechny

(k) Clinical Site is fully responsible for
complying with the provisions of the
Confidentiality Clause as set forth in clause
5.2 of this Agreement and will be held
liable for any breach of said Confidentiality
Clause, no matter whether the breach of
said Confidentiality Clause is committed by
leading officers of the Clinical Site or one
or more of its employees.

k)  Poskytovatel zdravotnich sluzeb je
plné  zodpovédny za dodrzovani
ustanoveni o DUvérnosti, jak je uvedeno
v bodu 5.2 této smlouvy, je odpovédny
za poruseni povinnosti mlcenlivosti, bez
ohledu na to, zda se poruseni
mlcenlivosti dopustil vedouci pracovnik
poskytovatele zdravotnich sluzeb nebo
jeden ¢&i vice jeho zamé&stnancd.

(1) Clinical Site shall act in full compliance
with applicable anti-corruption legislations
as well as any applicable industry codes
and written policy of Sponsor.

)] Poskytovatel zdravotnich sluzeb se

musi  Fidit  platnou protikorup¢ni
legislativou, stejné jako pfFisluSnymi
smérnicemi a danou firemni politikou
zadavatele.

1.9 Obligations of the

investigator

Principal

1.9 Povinnosti hlavniho zkousejiciho

a) Provide adequate number of qualified
staff to conduct the clinical trial properly
and safely.

a) Poskytnout adekvatni pocet
kvalifikovaného persondlu za Ucelem
spravné, adekvatni a bezpecné realizace
klinického hodnoceni.

b) Work according to this Agreement, ICH
GCP, Declaration of Helsinki, the Protocol
and any amendments thereto as well as all
relevant laws and local regulatory
requirements.

b) Pracovat v souladu s touto smlouvou,

se zasadami ICH GCP, Helsinskou
deklaraci, protokolem a vsSemi jeho
dodatky ataké v souladu se vsemi

pfisluSnymi pravnimi a jinymi predpisy.

¢) Ensure not to include the same subjects
in another clinical Trial during the duration
of this Trial including a follow-up
examination if required.

c) Zajistit, aby se stejné subjekty
neucastnili jiného klinického hodnoceni po
dobu trvani tohoto klinického hodnoceni
véetné naslednych vysSetfeni, pokud jsou
pozadovana.

d) Guarantee to maintain complete and
up-to-date Trial records during the Trial,

d) Zarucit zachovani Uplnych a aktualnich
zdznamu klinického hodnoceni v pribé&hu
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including but not limited to Subject
Informed Consent Forms, Adverse Event
Forms, eCRFs, medical records, Trial Drug
supply and accountability logs and an
Investigator Site File (ISF) which includes
all Trial-related correspondence.

klinického hodnoceni, vcetné, ne vsak
pouze Informovanych souhlasi subjektd,
formuldfl nezddoucich G¢inkd, eCRF,
|ékarskych zdznamU, zadsoby hodnoceného
lé¢ivého pripravku, lékovych zdznami a
ISF, ktery zahrnuje veskerou
korespondenci  souvisejici s klinickym
hodnocenim.

e) Ensure that eCRFs are filled in promptly
and errors are corrected immediately
according to the Protocol and contain an
accurate accounting of the subject’s
treatment and care and of the events
surrounding the subject’s involvement in
the Trial.

e) Zajistit, aby eCRF byly vyplnény
rychle, a chyby opraveny okamzité v
souladu s protokolem, a aby obsahovaly
presné informace o |é¢bé a péci o né&j a
udalostech souvisejicich se zapojenim
subjektu do klinického hodnoceni.

f) Document and monitor all Adverse
Events (non-serious and serious) and in
addition report all Serious Adverse events
to EC within the specified timelines
according to the Protocol, Sponsor’s SOPs,
national laws and international
requirements; this includes provision of
available follow up case data and detailed
medical information.

f) Dokumentovat a sledovat vsSechny
nezadouci UCinky (nezavazné i zavazné) a
navic hlasit vSechny zavazné nezadouci
udalosti EC ve stanovenych lhitach podle
protokolu, podle Standardnich Provoznich

Postupd (SOP) zadavatele, podle
narodnich zakonl a mezinarodnich
pozadavkl, a to véetné& poskytovani

dostupnych (daji o nasledné 1é¢bé& a
podrobné |ékarské informace.

g) Introduce all persons involved in the
Trial according to the Trial Protocol and

g) Predstavit vSechny osoby zapojené do
klinického hodnoceni podle protokolu a

arrange for meetings with Sponsor on | zafidit setkani se zadavatelem na
demand. pozadani.

h) Accept monitoring visits and Trial | h) Akceptovat monitorovaci vizity
subjects’ source data verification as |a ovéfovani zdrojovych dat subjektl
frequent as Sponsor or EC deems | zafazenych do klinického hodnoceni v
necessary. terminech jaké zadavatel nebo EC

povazuje za potrebné.

i) Allow audits by Sponsor and inspections
by local and foreign authorities in
accordance with clause 3 of this Agreement.

i) Umoznit audit zadavateli a inspekce

e ’ eV r g 7 v o
mistnich a zahranicnich spravnich uradu
v souladu s ustanovenim 3 této smlouvy.

j) Prepare for archiving the entire Trial
documents e.g. Protocol, eCRFs, ISF,
Informed Consent Form, source data, list of
subject identification. At no time during
period of twenty-five (25) years after the
close-out visit such records shall be
destroyed without the prior written consent
of EC or Sponsor. To avoid any possible
errors, Principal Investigator shall contact
EC or Sponsor at least thirty (30) days prior
to the intended destruction of records.

j) Pripravit k archivaci veskeré
dokumenty klinického hodnoceni
napriklad protokol, eCRF, ISF,

informované souhlasy subjektt, zdrojova
data, identifika¢ni seznam subjektl. V
zadném okamziku béhem obdobi dvaceti
péti (25) let po zavérecné navstéve se tyto
zaznamy nesmi zniCit bez predchoziho
pisemného souhlasu EC nebo zadavatele.
Aby se zabranilo pfripadné chybé, hlavni
zkousSejici musi kontaktovat EC nebo
zadavatele nejméné tficet (30) dnl pred
zamy$lenym zni¢enim zdznamd.
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k) Agree that trial conduct may be
forwarded to Independent Ethics
Committee (IEC) and / or regulatory

(competent) authorities where requested.

k) Souhlasit s tim, Ze proces realizace
klinického hodnoceni bude v pfipadé
pozadavku postoupen Nezavislé Etické
komisi a/nebo jinym pfFislu§nym orgdntim.

) Inform the Sponsor about every
insurance claim that has been notified of
and consent that this Agreement may be
forwarded to the respective insurance
company in case of such an insurance claim.

) Informovat zadavatele o kazdé
hlasené pojistné udalosti, a souhlasit s
tim, Ze tato smlouva mdZe byt predana
prisludné pojistovné v prFipadé takové
pojistné udalosti.

m) Ensure that all persons involved in the
Trial comply with all obligations of the
Principal Investigator and/or Clinical Site to
the extent that they were delegated to
them, especially, but not limited to the
obligations regarding confidentiality,
intellectual property rights, publication etc.

m) Zajistit, aby vSechny osoby zapojené
do klinického hodnoceni jednali v souladu
se vSemi zavazky hlavniho zkouSejiciho
a/nebo poskytovatele zdravotnich sluzeb
do té miry, do které na né byly pfenesené,
a to vCetné, ne vSak pouze, s povinnostmi
tykajicimi se dQvérnosti, prava dudevniho
vlastnictvi, publikace atd.

n) Provide reimbursements to the Trial

n) Vyplatit subjektim hodnoceni ndhradu

subjects of expenses related to the | vynalozenych ndkladl spojenych s Glasti
attended Trial visits in accordance with | v Klinickém Hodnoceni v souladu s
Appendix A. Pfilohou A.

1.10 In performing the Trial,
Investigator is obliged to:

Principal

1.10 Pfi realizaci klinického hodnoceni je
hlavni zkousejici povinen:

a) make independent medical judgment as
to the compatibility of each subject with the
Protocol requirements;

a) vykonat nezavislé |ékarské posouzeni
kompatibility kazdého subjektu v souladu
s pozadavky protokolu;

b) inform each subject on the essence and
significance of the Trial including but not
limited to the information about the Trial
Drug, the nature of the Trial, the expected
effectiveness, safety and risk factors for
subjects, measures for the prevention or
reduction of adverse effects of the drug on
subject's health, and the term of health
insurance being provided to subjects in
connection with the Trial;

b) informovat kazdy subjekt o podstaté a
vyznamu klinického hodnoceni, a to
vcéetné informaci o hodnoceném |écivém
pripravku, povaze klinického hodnoceni,

oCekavaném ucinku, bezpecnosti
a o rizikovych faktorech pro subjekt,
opatfeni pro prevenci nebo redukci
nezddoucich G¢nkd 1ékd na zdravi
subjektu, a o podminkach zdravotniho
pojisténi poskytnutého subjekttim

v souvislosti s klinickym hodnocenim;

c) obtain from each subject participating
in the Trial a written consent for his/her
participation in accordance with local laws
and regulations, ethical principles and ICH
GCP guidelines. A template of the Informed
Consent Form and a Subject Information
Sheet containing written information for
subjects was handed over to Principal
Investigator;

c) ziskat od kazdého subjektu Gcastniciho
se klinického hodnoceni pisemny souhlas
s jeho/jeji ucasti na ném, v souladu
s pravnimi predpisy, etickymi principy a
ICH GCP smérnicemi. Vzor formulare
informovaného souhlasu a Informacniho
listu pro subjekt obsahujiciho pisemné
informace pro subjekty byl predan
hlavnimu zkousSejicimu.
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d) The Informed Consent Form and the
Subject Information Sheet signed by
subjects must be completed in two
originals. One original filed in the Trial
documentation which is kept by the
Principal Investigator and the other copy of
the original by the subject.

d) Formular informovaného souhlasu
subjektu a Informacni list pro subjekty
podepsany subjekty musi byt vyplnén ve

dvou origindlech. Jeden original se
uchovava hlavnim zkousSejicim %
dokumentaci Klinického Hodnoceni a

druhy stejnopis je uréen pro subjekt.

e) In case Principal Investigator finds out
over the course of the Trial that a subject
included into the Trial does not fulfill its
criteria, they shall immediately inform the
EC thereof.

e) V pripadé, ze hlavni zkousejici zjisti v
prab&hu klinického hodnoceni, Ze subjekt
zafazeny do  klinického  hodnoceni
nesplniuje stanovena kritéria, je povinen o
tom neprodlené informovat EC.

f) Principal Investigator shall be
responsible for submission of the Protocol
and Informed Consent, to the Clinical
Site’s Local Ethics Committee (LEC) prior
to commencement of the Trial and obtain
the LEC’'s relevant authorization prior to
enrolling subjects.

f) Hlavni zkousejici bude odpovédny za
predlozeni protokolu a informovaného
souhlasu mistni etické komisi klinického
pracovisté (LEC) pred zahajenim studie a
pted naborem subjektd ziskad pftisluéné
povoleni LEC.

(g) Principal Investigator agrees to conduct
the Trial, to handle and store any data and
source documentation, connected to the
Trial, during the validity term and after
expiration of the present Agreement in
compliance to applicable laws and
regulatory requirements, stipulated on the
territory of Czech Republic, requirements of
Good Clinical Practice, and the
requirements of EMA.

(g) Hlavni zkousSejici souhlasi a zavazuje
se, Zze bude provadét klinické hodnoceni,
zpracovavat a prechovavat jakakoli data
a zdrojové dokumenty, souvisejici
s klinickym  hodnocenim, v prib&hu
obdobi platnosti a jakoz i po ukonceni této
smlouvy v souladu s platnymi pravnimi a
jinymi predpisy Ceské republiky,
pozadavky GCP, poZzadavky EMA.

(h) Before the commencement of the Trial
the Principal Investigator shall provide EC
with an updated signed and dated copy of
his/her curriculum vitae and as applicable
for all Trial team members assigned for the
trial documentation.

(h) Pfed zahajenim klinického hodnoceni
hlavni zkoudejici poskytne EC svij
aktualizovany podepsany a datovany
Yivotopis a také Zivotopisy véech ¢&lend
tymu klinického hodnoceni pridélenych
pro dokumentaci Klinického Hodnoceni.

(i) Principal Investigator is fully
responsible for complying with the
provisions of the Confidentiality Clause as
set forth in clause 5.2 of this Agreement
and will be held liable for any breach of
said Confidentiality Clause, no matter
whether the breach of said Confidentiality
Clause is committed by Principal
Investigator himself or one or more of the
Trial team members.

(i) Hlavni zkousejici je plné odpovédny za
dodrzovani ustanoveni této smlouvy o
Dlvérnosti, jak je uvedeno v ¢&l. k, bodu
5.2 této smlouvy a odpovida za poruseni
povinnosti mlcenlivosti, bez ohledu na to,
zda se poruseni micenlivosti dopustil
hlavni zkousSejici sam nebo jeden ¢&i vice
¢lend tymu klinického hodnoceni.

(j) Principal Investigator shall act in full
compliance with applicable anti-corruption
legislations as well as any applicable
industry codes and written policy of
Sponsor.

(j) Hlavni zkousSejici se musi Fidit platnou
protikorupéni  legislativou, tak jako
pfislusSnymi smérnicemi a danou firemni
politikou zadavatele.
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1.11 In performing the Trial, the Clinical
Site and Principal Investigator is obliged to
obtain their own liability insurance policies.
Clinical Site and Principal Investigator
must maintain such insurances as are
reasonably available and necessary to
provide indemnity in relation to any
liability which they may incur in conducting
the Trial. Clinical Site guarantees that,
during the period of this Agreement, the
Clinical Site, the Principal Investigator and
Clinical Site’'s Personnel will not do
anything knowingly to invalidate the
insurance policy.

1.11 Pfi provadéni klinického hodnoceni je
klinické pracovisté a hlavni zkousejici
povinni uzavrit vlastni pojisténi
odpovédnosti. Klinické pracovisté a hlavni
zkousSejici musi udrzovat takova pojisténi,
ktera jsou primérené dostupna a
nezbytnd k poskytnuti odskodnéni ve
vztahu k jakékoli odpovédnosti, ktera jim
mUze vzniknout pfi provadéni zkugebniho
testu. Clinical Site zarucuje, Ze po dobu
platnosti této smlouvy klinické pracoviste,
hlavni zkousSejici a personal klinického
pracovisté védomé neudélaji nic pro
zruseni pojistné smlouvy.

2. Duration of the Trial

2. Podminky pro realizaci klinického
hodnoceni

2.1 The Trial will begin (at clinical site) -
on the Effective Date or from the date of
approval of State Regulatory Authorities
and Ethics Committee, whichever is later.

2.1 Klinické hodnoceni zacne (na
klinickém pracovisti) - v den Uucinnosti
nebo ode dne schvaéleni statnimi
regulacnimi Ufady a etickou komisi, podle
toho, co nastane pozdéji

2.2 The term of the Trial is stipulated by
the Protocol which is integral part of the
Agreement and with which Clinical Site and
Principal Investigator familiarize prior to
signing this Agreement.

2.2 Podminky klinického hodnoceni jsou
stanoveny protokolem, ktery je nedilnou
souCasti této smlouvy a snimz se
poskytovatel zdravotnich sluzeb i hlavni
zkouSejici pred podpisem této smlouvy
seznamili.

2.3 Trial shall be determined to be
completed on the date, on which the last
of the following will have occurred:

2.3 Klinické hodnoceni bude dokonceno
dnem, kdy bude splnéna posledni
z nasledujicich podminek:

a) submission by the Clinical Site to
EC or Sponsor of all data,
correspondent queries and signed case
report forms relating to all subjects,
participating in the Trial;

a) Poskytovatel zdravotnich sluzeb
predlozi EC nebo zadavateli vSechna
data, pripominky, podepsané
zadznamy subjektd klinického
hodnoceni, které se vztahuji ke vSem
subjektim, ktefi se  zGcastnili
klinického hodnoceni.

b) Sponsor’'s written acceptance of
the final versions of the material
submitted under clause (a) above.

b) Zadavatel pisemné odsouhlasi
konec¢nou verzi predlozenych
materiald v souladu s vySe uvedenym
pism. (a).

3. Trial monitoring / reporting

3. Monitorovani klinického

hodnoceni / hlaseni
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3.1 EC will be in charge of clinical
monitoring (including contacts with State
Regulatory Authorities and Ethics
Committee), importation of clinical
supplies and will provide all necessary Trial
supplies including Trial Drug to the Clinical
Site.

3.1 EC odpovidd za monitorovani
klinického hodnoceni (véetné kontaktl se
statnimi Grady a etickymi komisemi), za
dodani materidld na klinické hodnoceni
a zabezpecluje pro poskytovatele
zdravotnich sluzeb veskery material
potfebny pro klinické hodnoceni, vcetné
hodnoceného IécCivého pripravku.

3.2 Clinical Site agrees to accept
monitoring visits of the EC representatives
(Clinical Research Associates and other EC
staff) for the purpose of monitoring and

3.2 Poskytovatel zdravotnich sluzeb
souhlasi s tim, Ze bude akceptovat
monitorovaci navétévy pracovnikl EC
(pracovnici povéreni monitoringem

source data verification in agreed | klinickych studii a jini zaméstnanci EC) za

frequency. Ucelem  monitorovani a  ovérovani
zdrojovych adajl v dohodnutych
¢asovych intervalech.

3.3 Clinical Site guarantees that the | 3.3 Poskytovatel zdravotnich sluzeb se

Principal Investigator will provide the EC
periodically and in a timely manner during
the term of this Agreement with the Trial
data required by the Protocol in properly
completed case report forms. Clinical Site
also guarantees that the Principal
Investigator will notify the EC and Sponsor

about any serious and/or unexpected
adverse event within the specified
timelines according to the Protocol,

Sponsor’s and/or EC SOPs, national laws
and international requirements. Clinical
Site further agrees to follow up such
notification with appropriate reports in
compliance with all applicable legal and
regulatory requirements.

zarucuje, ze hlavni zkousSejici bude po
dobu platnosti této smlouvy EC pravidelné
a vcas poskytovat Udaje vyZadované
protokolem v fadné vyplnénych
zaznamech subjektl hodnoceni.
Poskytovatel zdravotnich sluzeb se dale
zavazuje, ze hlavni zkousejici upozorni EC
a zadavatele na jakékoliv vazné a/nebo
neoCekavané nezadouci ucinky ve
stanovenych |hdtach podle protokoluy,
podle Standardnich Provoznich Postupt

zadavatele a/nebo EC (SOP), podle
narodnich zdkonl a mezinarodnich
pozadavkl. Poskytovatel zdravotnich
sluzeb také souhlasi stim, Ze tyto
informace  poda v nalezité formeé

v souladu se vSemi platnymi pravnimi a
jinymi regula¢nimi pozadavky.

3.4 Inspections/Audits. To inspect the
progress of the Trial and the quality of
obtained results Clinical Site and Principal
Investigator agree to permit
representatives of the EC and/or Sponsor,
and/or any regulatory authority to
examine at any reasonable time during
normal business hours:

3.4 Inspekce/ Audity. Za Ucelem kontroly
prib&hu klinického hodnoceni a kvality
ziskanych vysledkdl poskytovatel
zdravotnich sluzeb a hlavni zkousejici
souhlasi s tim, Ze umoZni zastupcim EC
a/nebo zadavateli a/nebo jakymkoli
spravnim GFadim vykonat kontrolu
v kterémkoli rozumném ¢&ase v pribéhu
pracovnich hodin:

a) the facilities where the Trial is being
conducted;

a) kontrolu prostor(, kde se realizuje
klinické hodnoceni;
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b) raw Trial data including original
subject records, if allowed under the
terms of the Informed Consent;

b) kontrolu  zdrojovych  materialu
obsahujiciho originalni zaznamy
o subjektu, pokud to umoznuje

Informovany souhlas subjektu.

c) any other relevant Trial documents
including but not limited to results and
materials necessary to confirm that the
Trial is being conducted in conformance
with the Protocol, applicable national/
state and local laws and regulations
and in compliance with applicable EMA
regulations

c) kontrolu jakychkoli jinych
relevantnich dokumentd  klinického
hodnoceni zahrnujici, ne vSak pouze,
vysledky a materidly potfebné pro
potvrzeni, Ze klinické hodnoceni je
realizovano v souladu s protokolem,
s platnymi pravnimi a jinymi predpisy a
v souladu se smérnicemi EMA.

3.5 A Clinical Site and Principal
Investigator shall immediately notify EC if
any regulatory authority schedules or,
without scheduling, begins an inspection
and shall promptly provide Sponsor and EC

with- a copy of any regulatory
correspondence related to any such
inspection except for any information

concerning confidential subject data and
other confidential information which may
not be disclosed according to applicable
local laws and regulations. Clinical Site and
Principal Investigator shall cooperate with
the representatives of such authorities and
report to EC and Sponsor any findings
during such audit.

3.5 A Poskytovatel zdravotnich sluzeb a
hlavni zkousejici neodkladné informuji
EC, jestlize jim néktery ze spravnich
Ufadd ozndmi, Ze bude provedena
inspekce, pfipadné bude vykonana
neohlasena inspekce a okamzité
poskytne zadavateli a EC kopie jakékoli
korespondence & protokoll o jednani se
spravnim Uradem ohledné inspekce, s
vyjimkou jakychkoli informaci, tykajicich
se dlvérnych dat subjektd a dalSich
dAvé&rnych informaci, které nemohou byt
zverejnény v souladu s platnymi zakony
a narodnimi predpisy. Poskytovatel
zdravotnich sluzeb a hlavni zkouSejici
museji spolupracovat se zastupci téchto
organl a informovat EC a zadavatele o
jakémkoli zjisténi béhem tohoto auditu.

3.6 Corrective Action. Clinical Site and
Principal Investigator agree to take any
reasonable actions requested by the EC to
cure deficiencies noted during an audit or
inspection. In addition, EC shall have the
right to review any correspondence to any
applicable regulatory authority generated
as a result of an inspection prior to
submission by the Clinical Site and
Principal Investigator.

3.6 Opravna opatfeni. Poskytovatel
zdravotnich sluzeb a hlavni zkousejici se
zavazuji provést odlvodné&nd opatfeni
dle pozadavk( EC za Ucelem ndpravy
nedostatk( zjist&nych v prdbé&hu auditu
nebo inspekce. Kromé toho si EC
vyhrazuje  pravo nahlédnout do
korespondence se spravnim Ufadem
provadéjicim inspekci, ktera je
disledkem inspekce, jesté pred jejim
odeslanim poskytovatelem zdravotnich
sluzeb a hlavnim zkousejicim.

3.7 Return of Materials. Clinical Site and
Principal Investigator is obliged to return
to the EC all used and unused Trial Drug,
and packaging material of used Trial Drug,
Trial materials and equipment as well as all
Confidential Information, given by the EC
and/or Sponsor for Trial purposes.

3.6 Vraceni materialu. Poskytovatel
zdravotnich sluzeb a hlavni zkousSejici
jsou povinni vratit EC vSechny pouzité
a nepouzité hodnocené lécivé pripravky,
obalovy material pouzitého hodnoceného
IéCivého pripravku, materidl a vybaveni
ke klinickému hodnoceni a také vSechny
dokumenty obsahujici divérné
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informace, které jim poskytla EC nebo

zadavatel pro Ucely klinického
hodnoceni.
4. Terms and termination of the| 4. Smluvni podminky a zruseni

Agreement

smlouvy

4.1 Terms of the Agreement. The terms of
this Agreement shall begin on the Effective
Date and continue until the Trial end unless
sooner terminated in accordance with the
terms hereof. Terms of this Agreement

may be updated according to new
Enrolment period by amending this
Agreement.

4.1 Smluvni podminky. Podminky této
smlouvy zacinaji Dnem Uclinnosti a
pokracuji az do konce Klinického
Hodnoceni, pokud nebudou ukonceny
dfive v souladu s podminkami této
smlouvy. Podminky této smlouvy mohou
byt aktualizovany podle nového obdobi
naboru pacientd dodatkem této smlouvy.

4.2 Termination of the Agreement. EC
and/or Sponsor may terminate this
Agreement effective immediately upon
written notice. The Clinical Site and/or
Principal Investigator may terminate upon
written notice if circumstances beyond the
Clinical Site's and/or Principal
Investigator's reasonable control prevent
the Clinical Site and/or Principal
Investigator from completing the Trial, or
if the Clinical Site and/or Principal
Investigator reasonably determines that it
is unsafe to continue the Trial. Upon
receipt of notice of termination, the Clinical

Site and Principal Investigator shall
immediately cease any subject
recruitment, follow the specified

termination procedures, ensure that any
required subject follow-up procedures are
completed in accordance with the Protocol,
except if the safety of such enrolled
subjects could be endangered or if the
Principal Investigator is  otherwise
instructed by Sponsor, and makes all
reasonable efforts to minimize further
costs. EC shall make a final payment for
visits or milestones properly performed
pursuant to this Agreement in the amounts
specified in the Appendix A; provided, that
ten percent (10%) of this final payment
will be withheld until final acceptance by
Sponsor of all subjects CRF pages and all

data clarifications issued and the
satisfactory completion of all other
applicable conditions set forth in this

Agreement.

4.2 Ukonceni smlouvy. EC a/nebo
zadavatel mize od této smlouvy
odstoupit s okamzitou platnosti na
zakladé pisemného oznameni.

Poskytovatel zdravotnich sluzeb a/nebo
hlavni  zkouSejici mohou  pisemné
odstoupit od této smlouvy, v pfipadé ze
jim okolnosti znemoznuji dokoncit
klinické hodnoceni, nebo pokud usoudi,
Ze neni bezpecné pokracovat v klinickém
hodnoceni. Po prevzeti ozndameni o
vypovézeni smlouvy poskytovatel
zdravotnich sluzeb a hlavni zkousejici
okamzit& ukonéi nadbor subjektt, budou
se Ffidit stanovenymi ukoncovacimi
postupy, zabezpedi, ze  jakékoli
procedury potfebné pro subjekt budou
dokonceny v souladu s protokolem, s
vyjimkou pFipadl, kdyby bezpeé&nost
té&chto zafazenych subjektl mohla byt
ohrozena nebo pokud ma hlavni
zkousejici jiné pokyny od zadavatele a
vynalozZi pfimérené Usili pro minimalizaci
daldich nakladd. EC zaplati kone&nou
platbu za navstévy nebo milniky rfadné
dosazené dle této smlouvy ve vysSi
uvedené v priloze A; za pfedpokladu, ze
deset procent (10 %) této zavérecné
platby bude zadrZzeno az do konecného
prijeti v8ech strdnek CRF subjektd a
véech vydanych objasnéni  (dajt
sponzorem a do uspokojivého splnéni
vSech ostatnich pFisluSnych podminek
stanovenych v této smlouveé.
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Upon any termination, Clinical Site and
Principal Investigator shall ensure that any
Trial Drug, Trial material and equipment
will be returned or destroyed as instructed
by EC or Sponsor.

Po jakémkoli ukonceni hodnoceni jsou

poskytovatel zdravotnich sluzeb a hlavni

zkousSejici povinni zabezpecit, Ze veskeré

poskytnuté hodnocené |écivé pripravky,

materidl a vybaveni bude vraceno nebo
.V o

zniCeno podle pokynu EC nebo zadavatele.

4.3. FORCE MAJEURE

4.3 VYSSI MOC

4.3.1 The Parties shall be released from
liability for failure to perform or improper
performance of their obligations hereunder
if such failure occurred due to the force
majeure circumstances; the fact of force
majeure shall be confirmed in a due
manner by the competent public
authorities (the Chamber of Commerce or
other competent authorities) if such
circumstances prevented directly the
Parties from performing their obligations
specified in this Agreement. Herewith, the

4.3.1 Strany budou zbaveny odpovédnosti
za nesplnéni svych zavazkd, jestlize doslo
k jejich nesplnéni v dusledku
nepredvidatelnych okolnosti (vyssi moc);
skute¢nost nepredvidatelnych okolnosti
musi byt potvrzena prikaznym zplsobem

pfislusnymi  organy  verejné  moci
(Hospodarskou komorou nebo jinym
prislusnym organem), pokud takové

okolnosti brani pfimo stranam v plnéni
r r o r s 7 4

svych zavazku vyplyvajicich z této

’ o v ’

smlouvy. Timto se I|huta pro plnéni

period for performance of obligations | povinnosti stanovenych v této smlouveé
specified in this Agreement shall be | prodluzuje o dobu, po kterou tyto
extended for a period during which such | nepfedvidatelné  okolnosti  byly v
circumstances were in effect. platnosti.

4.3.2 For the purposes of this Agreement | 4.3.2Pro Uclely této smlouvy budou

the following circumstances shall be
regarded as force majeure circumstances:
natural disasters, fires, floods, strikes,
hostilities, armed conflicts, states of
emergency, man-caused disasters and
disasters of other origin, acts of terrorism,
sabotage and other events (situations)
that occur independently of the will of the
Parties and the Parties could not prevent
them.

nasledujici okolnosti povazovany za vyssi

moc:  pfirodni  katastrofy, poZary,
povodné, stavky, nepratelstvi, ozbrojené
konflikty, stavy nouze, katastrofy

zplsobené ¢&lovékem a katastrofy jiného
plvodu, teroristické &iny, sabotéZe a jiné
akce (situace), které se vyskytuji
nezavisle na vali smluvnich stran a strany
jim nemohou predejit.

4.3.3 The Party for which the impossibility
of performance of its obligations hereunder
has been arisen due to the force majeure
circumstances shall immediately notify the
other Parties of occurrence of such
circumstances and termination of such
circumstances.

4.3.3 Strana, ktera by nemohla plnit
své zavazky v ddsledku
nepredvidatelnych okolnosti (vys$si moc)
musi neprodlené informovat o této
skutecnosti ostatni strany, a to jednak o
vyskytu takovych okolnosti a o ukonceni
téchto okolnosti.

4.3.4 In case such circumstances are in
effect more than thirty (30) calendar days
Parties may mutually negotiate to for the
Agreement termination. In such case
Parties could not require from another
party refunding of speculative damages
except payment of sums received for
goods.

4.3.4 V pripadé, Ze takové okolnosti
trvaji déle nez tficet (30) kalendarnich
dnd, mohou si Strany vzajemné vyjednat
ukonceni Smlouvy. V takovém pfipadé
Strany nemohly od druhé strany
pozadovat vraceni spekulativnich Skod
kromé zaplaceni castek pfijatych za
zbozi.
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5. Intellectual property / patents /
confidentiality / data protection

5. Dusevni vlastnictvi /patenty/
ddvérnost/ ochrana udajd

5.1 Intellectual property /patents

5.1 Intelektudlni vlastnictvi /patenty

a) As Principal Investigator is obliged to
conduct the Trial strictly according to the
Protocol it is not intended that the Trial
leads to the generation of know-how,
discoveries or patentable inventions
(“Inventions”). However, in the event any
Invention is made in connection with the
conduct of the Trial, this shall be promptly
disclosed by Principal Investigator and /or
Clinical Site to Sponsor. Clinical Site and
Principal Investigator are obliged to assign
their rights relating to the Invention to EC
and/or Sponsor. All data and inventions
resulting from the Trial as well as all Trial
results shall be exclusively owned by
Sponsor, who shall have the sole and
exclusive right to apply for world-wide
patent rights in its own name and its own
costs, naming the inventor, and to make
unlimited use of the Inventions.

a) Protoze hlavni zkousSejici je povinen
provést klinické hodnoceni presné podle
protokolu, nepredpoklada se, Ze klinické
hodnoceni povede k vytvareni know-how,
objevim nebo patentovatelnym
vynalezim ("vynalezy"). Nicméné,
v pfipadé, zZe jakykoli vynalez je ucinén v
souvislosti s provadénim klinického
hodnoceni, musi hlavni zkousejici a/nebo
poskytovatel zdravotnich sluzeb
neprodlené vysledky zverejnit zadavateli.
Poskytovatel zdravotnich sluzeb a hlavni
zkousejici jsou povinni postoupit sva prava
tykajici se vynalezu EC a/nebo zadavateli.
Vsechny udaje a vynalezy vyplyvajici
z klinického  hodnoceni, stejné jako
vSechny vysledky klinického hodnoceni
jsou vylucné vlastnictvim zadavatele,
ktery ma vyhradni a vylu¢né pravo
pozadat po celém svété o patentovani
vynalezl na své vlastni jméno a své
vlastni naklady, jmenovat vynalezce a
uskutecnovat Casové neomezené vyuziti
vynalezdl.

b) Clinical Site and Principal Investigator
are obliged to impose respective obligations
as set forth in this Agreement on
Investigators and all persons involved in the
clinical trial.

b) Poskytovatel zdravotnich sluzeb a
hlavni zkouSejici jsou povinni prenést
pfislusné povinnosti vyplyvajici z této
smlouvy na zkouSejici a vSechny osoby
zapojené do klinického hodnoceni.

c) The contracting parties hereby agree
that any compensation which may be due
to the Principal Investigator on the basis of
any regulations for any Inventions is fully
paid up by the EC respectively by the
Sponsor by the financial reimbursement to
the Principal Investigator as agreed upon in
Article 7 and Appendix A of this Agreement.
Clinical Site is solely responsible to
compensate its employees and Principal
Investigator for intellectual property rights
created in the performance of the Trial.

c) Smluvni strany se dohodly, ze veskeré
naklady, které vznikly hlavnimu
zkouSejicimu na zakladé jakychkoli
regulaci ohledn& vynalezd, budou plné
hrazeny EC, respektive zadavatelem, a to
finan¢ni refundaci hlavnimu zkousejicimu,
jak bylo dohodnuto v ¢lanku 7 a pfilohy A

této smlouvy. Vyhradné poskytovatel
zdravotnich sluzeb nese  jakékoli
kompenzacni  zavazky Vile| svym

zaméstnanciim a hlavnimu zkou$ejicimu
v souvislosti s pravy na ochranu
dudevniho vlastnictvi vzniklého v priib&hu
provadeéni klinického hodnoceni.

d) All projects, data,
information, experiences and

documents,
inventions

d) VesSkeré projekty, udaje, dokumenty,
informace, zkuSenosti a vynalezy, které
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resulting from the Trial are exclusively
owned by Sponsor. Accordingly, Sponsor
keeps all rights for worldwide
commercialization of its respective products
and licenses without any restrictions.

vzesly  z klinického hodnoceni, jsou
vyluénym vlastnictvim zadavatele. Proto si
zadavatel vyhrazuje vsSechna prava na
celosvétové komercializace svych
ptislusnych produktd a licenci bez
jakychkoli omezeni.

e) Clinical Site and Principal Investigator
certify that the above-mentioned
obligations are not contradictory to any
other agreement concluded with his/her
employees and/or third parties.

e) Poskytovatel zdravotnich sluzeb a
hlavni zkousSejici prohlasuji, Ze vyse
uvedené povinnosti nejsou v rozporu se
Zadnou jinou smlouvou uzavienou s jeho
zameéstnanci nebo s treti stranou.

5.2 Confidentiality

5.2 DUvérné informace

a) All visual, oral, written and/or electronic
information and data on the investigational
product (including, but not limited to,
documents, descriptions, data, CRFs,
photographs, videos and instructions), and
materials provided to the Clinical Site and
Principal Investigator by EC, Sponsor, or
their agents, or generated pursuant to the
Trial, and all visual, oral, written and/or
electronic data, reports and information,

relating to the Trial or its progress
(hereinafter, the "Confidential
Information”) shall be treated strictly

confidential.

a) Veskeré vizualni, Ustni, pisemné a
elektronické informace a Udaje ohledné
hodnoceného lécivého pripravku (vcCetng,
nikoliv vSak vyhradné, tykajicich se
dokumentl, popist, dat, formulaid
pripadovych zadznam{ subjektd klinického
hodnoceni, fotografii, videa a instrukci) a
materialy poskytnuté poskytovateli
zdravotnich sluzeb a hlavnimu
zkousSejicimu ze strany EC, zadavatelem
nebo jejich zastupcem, nebo vytvorené na
zakladé klinického hodnoceni a vSechny
vizualni, Ustni, pisemné a elektronické
Udaje, zpravy a informace, tykajici se
klinického hodnoceni nebo jeho postupu
(dale jenom ,DUvérné informace") budou
zpracovany jako pFisné ddvérné.

b) Clinical Site and Principal Investigator
are fully responsible for complying with the
confidentiality obligation.

b) Poskytovatel =zdravotnich sluzeb a
hlavni zkousejici jsou plné odpovédni za
dodrzovani divérnosti a ochrany udaju.

c) Disclosure of confidential information to
Principal Investigator, persons included in
the Trial or to third parties to whom it shall
be necessary and essential for the conduct
of the Trial can follow only after the Clinical
Site and Principal Investigator have
imposed respective obligations on such
persons as set forth in this Agreement.

c) Poskytnuti dtvérnych informaci
zkousSejicim, 0sobam zahrnutym
do klinického hodnoceni anebo tretim
strandm, u nichZ to je nezbytné a dlleZité
pro provedeni klinického hodnoceni, je
mozné jenom v pfipadé, Ze poskytovatel
zdravotnich sluzeb a hlavni zkousejici ulozi
témto osobam pfislusné povinnosti
mlcenlivosti, jak je to uvedeno v této
smlouvé.

d) Clinical Site’s and Principal
Investigator's obligations further include,
but are not limited to:

d) Povinnosti poskytovatele zdravotnich
sluzeb a hlavniho zkousejiciho dale
zahrnuji, zejména:

a. not disclosing the

prior written consent by Sponsor,

Confidential
Information to any third party without

a. nezverejfiovat dlvérné informace
zadné treti strané bez predchoziho
pisemného souhlasu ze strany
zadavatele,
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b. not using the Confidential
Information for any other purpose but
the one agreed herein.

b. nepouzivat ddvérné informace na
zadné jiné ucely, nez jaké byly
stanoveny v této smlouve.

e) The confidentiality obligation set forth in
this Agreement shall expand for a period of
twenty-five (25) years after termination of
the Agreement but shall not apply to
Confidential Information to the extent that
it: 1) is or becomes publicly available
through no fault of the Clinical Site and/or
Principal Investigator; 2) is disclosed to the
Clinical Site and/or Principal Investigator by
a third party not subject to any obligation
of confidence; 3) must be disclosed to IECs,
or applicable regulatory authorities
according to the applicable law; 4) must be
included in any subject's informed consent
form according to the applicable law; 5) is
published in accordance with Article 6 or, 6)
is required to be disclosed by applicable
law.

e) Povinnost zachovat divérnost, jak je
uvedeno v této smlouvé, trva po dobu
dvaceti péti (25) let po ukonceni platnosti
smlouvy, ale nevztahuje se na ddvérné
informace v rozsahu, v némz: 1) jsou,
nebo se stanou verejné dostupnymi bez
zavinéni poskytovatele zdravotnich sluzeb
a/nebo hlavniho zkousejiciho; 2) jsou
poskytnuty poskytovateli zdravotnich
sluzeb a hlavnimu zkousSejicimu treti
stranou, ktera nepodléha povinnosti
zachovavat micenlivost; 3) musi byt
poskytnuty Nezavislym Etickym komisim
nebo pfisludnym spravnim Gfadim v
souladu s platnymi pravnimi predpisy; 4)
musi byt zahrnuty v nékterém
z informovanych souhlasd pro subjekt
klinického hodnoceni v souladu s platnymi
pravnimi predpisy; 5) jsou zverejnény
v souladu s c¢lankem 6 této smlouvy;
nebo, 6) jejich poskytnuti je pozadovano
pravnimi predpisy.

5.3 Personal Data protection

5.3 Ochrana osobnich Udajd

a.)EC, Clinical Site and Principal
Investigator will provide for subject
personal data protection according to

applicable law which includes particularly
the Regulation (EU) 2016/679 of the
European Parliament and of the Council of
27 April 2016 on the protection of natural
persons with regard to the processing of
personal data and on the free movement of
such data, and repealing Directive
95/46/EC (General Data Protection
Regulation) (hereinafter referred as “the
GDPR Regulation”) and pursuant to point
5.2 of this Agreement.

a.)EC, poskytovatel zdravotnich sluzeb a
hlavni zkousejici se zavazuji zabezpecit
ochranu osobnich dat subjekti v
klinickém hodnoceni v souladu s platnou
legislativou, kterd zahrnuje zejména
Narizeni Evropského parlamentu a Rady
(EU) 2016/679 ze dne 27.dubna 2016 o
ochrané fyzickych osob v souvislosti se
zpracovanim osobnich Udajd a jejich
volném pohybu, a o zruSeni Smérnice
95/46/EC (Obecné nafizeni o ochrané
osobnich Udaju) dale jenom ,Nafizeni
GDPR" a s bodem 5.2 této smlouvy.

b.)Parties shall implement appropriate
technical and organizational measures to
ensure and to be able to demonstrate that
processing is performed in accordance with

the GDPR Regulation. The adopted
measures shall ensure a level of security
appropriate to the risk, including
pseudonymization, while the Principal

b.)Strany zavedou odpovidajici technicka
a organizacni opatreni, aby zajistily a
prokazaly, ze zpracovani probihda v
souladu s Narizenim GDPR. Pfijata
opatfeni zajisti Groven bezpeclnosti
odpovidajici riziku vcetné
pseudonymizace, pficemz Hlavni
zkousSejici odpovida za pseudonymizaci a

Investigator shall be responsible for the | EC a Zadavatel zpracovava pouze
pseudonymization and EC and Sponsor | pseudonymizovana data. Pfijata opatreni
shall process only pseudonymized data.| zahrnuji Sifrovani, schopnost zajistit
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The adopted measures shall include
encryption, ability to ensure the ongoing
confidentiality, integrity, availability and
resilience of processing systems and
services; ability to restore the availability
and access to personal data in a timely
manner in the event of a physical or
technical incident; and a process for
regularly testing, assessing and evaluating
the effectiveness of technical and
organizational measures for ensuring the
security of the processing.

zachovani dlvé&rnosti, integrity,
dostupnosti a odolnosti zpracovatelskych
systém( a sluzeb; schopnost obnovit
dostupnost a pFistup k osobnim Udajim
vCas v pripadé fyzické nebo technické

udalosti; a postup pro pravidelné
testovani, posuzovani a hodnoceni
ucinnosti  technickych a organizacnich

opatreni bezpeclnosti

zpracovani.

pro  zajisténi

c.) The Parties shall take steps to ensure
that any natural person acting under their
authority who has access to personal data
does not process it except on instructions
from the parties and process them in
pursuant to point 5.2 of this Agreement,

d.)Principal Investigator shall provide
consents of data subjects obtained for the
processing of personal data collected by the
Principal Investigator, while such consent
shall authorize the transfer of personal data
and shall be granted for the conduct and
interpretation of the Trial, for review by

governmental or regulatory agencies,
Sponsor, and its agents, affiliates and
collaborators; for satisfying legal or
regulatory requirements; and for

publication. All Parties in general agree to
obtain any express consents, as may be
necessary in accordance with GDPR
Regulation or any other applicable data
protection legislation, for the processing of
any personal data collected from any data
subjects involved in the conduct of the
Trial.

c.)Strany prijmou takova opatfeni, aby
zajistily, ze kazda fyzicka osoba jednajici
pod jejich pravomoci, kterd ma pfistup k
osobnim (dajim, je nezpracovava, s
vyjimkou zpracovani dle pokyn( stran a

zpracovava je podle bodu 5.2 této
Smlouvy,

d.)Hlavni zkousejici poskytne souhlas
subjektl Gdajl se zpracovanim osobnich
udajd shroméazdénych Hlavnim
zkousejicim, pfiCemz tento souhlas
umozni predavani osobnich (daji a

udéluje se k provadéni a interpretaci
klinického hodnoceni, k prezkoumani
vlddnimi nebo regulac¢nimi organy,
Zadavatele a jeho zastupcl, pobocek a
spolupracovnik(; pro splnéni zakonnych
nebo regulaénich pozadavkli; a pro
publikaci. VSechny smluvni strany obecné
souhlasi s tim, ze obdrzi vyslovné
souhlasy, které mohou byt nezbytné v
souladu s Nafizenim GDPR nebo jinymi
platnymi pravnimi predpisy o ochrané
Udaju, pro zpracovani jakychkoli osobnich
Gdajd shroméazdénych od véech subjektd
Gdajl zapojenych do provadéni klinického
hodnoceni.

e.)If required, according to the GDPR
Regulation, each of the parties shall provide

to the data subject all information
according to Art. 13-14 of the GDPR
Regulation and fulfill all obligations

regarding enforcement of the rights by the
data subjects.

e.) V pripadé potfeby, podle Nafizeni
GDPR, poskytne kazda ze stran subjektu
Udaji veskeré informace podle ¢&l. 13
resp. 14 Narizeni GDPR a splni vSechny
povinnosti tykajici se prosazovani prav
subjektl Gdaju.

f.) If any Party becomes aware of a
personal data breach, that Party shall
promptly notify the other Party/ies. In such
a case Parties will fully cooperate with each
other to remedy the personal data breach,
fulfill the (statutory) notification obligations

f.) Pokud se néktera smluvni strana dozvi,
7ze doslo k poruseni ochrany osobnich
Gdajq, tato strana neprodlené oznami tuto
skutec¢nost druhé smluvni
strané/stranam. V takovém pfipadé
strany vzajemné pIné spolupracuji na
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according to Art. 33 and 34 of the GDPR
Regulation timely.

napravé porueni ochrany osobnich Gdajl
a vcas spini (statutarni) oznamovaci
povinnosti podle ¢l. 33 a 34 Nafizeni
GDPR.

g.) The parties shall cooperate, on request,
with the supervisory authority in the
performance of its tasks.

spolupracuji s
plnéni jeho

g.)Strany na pozadani
dozorovym organem pfi
r o
ukolu.

6. Publication

6. Publikace

It is understood and agreed that any and all
information, data or discoveries resulting
from, generated or developed by the Trial
is the property of Sponsor and may be used
by Sponsor in connection with any of its
research, development, marketing or
promotional activities. Sponsor has
unrestricted publication rights on data
resulting from the Trial. Sponsor may also
give data to third parties for publication.
Sponsor has the right to name co-authors.

Strany maji za to a souhlasi s tim, Ze
veskeré informace, Udaje nebo objevy,
které vyplynou z klinického hodnoceni,
jsou vlastnictvim zadavatele a mohou byt

pouzité zadavatelem v souvislosti s
kteroukoli z jeho vyzkumnych,
vyvojovych, marketingovych a
propagacnich  aktivit. Zadavatel ma
neomezené pravo publikovat Udaje
vyplyvajici z klinického hodnoceni.
Zadavatel mize také poskytnout data treti
strané za UcCelem jejich publikace.

Zadavatel je opravnén uvést spoluautory.

Before submission for publication Principal
Investigator must provide all manuscripts
to Sponsor for review and comment. In
order to ensure that Sponsor will be able to
make comments and suggestions where
pertinent papers must be provided no later
than eight (8) weeks and abstracts no later
two (2) weeks before submission for
publication. Sponsor will respond to such
submissions within a reasonable period of
time, not to exceed thirty (30) days. All
reasonable comments made by Sponsor in
relation to a proposed publication must be
incorporated into the publication.

Pfed odeslanim prispévku k publikaci je
hlavni zkousejici povinen poskytnout
vSechny rukopisy zadavateli pro kontrolu
a pripominkovani. Aby bylo zajisténo, ze
zadavatel bude moci vznaset pfipominky a
podnéty, pokud jsou relevantni,
dokumenty musi byt doruceny nejpozdéji
osm (8) tydnl a abstrakty nejpozdé&ji dva

(2) tydny pred podanim Zzadosti o
publikaci. Zadavatel bude reagovat na
takové podani v priméfené [h(té&,

nepfesahuijici tficet (30) dnl. VSechny
rozumné pripominky od zadavatele v
souvislosti s navrzenou publikaci musi byt
zaclenény do publikace.

Having in mind that the Trial is muilti-
centred, any publication based on the
results obtained at the Clinical Site (or a
group of Clinical Sites) shall not be made
before the multi-centre publication(s), i.e.
before full Trial results publication. In
agreement with the Trial’'s Principal
Investigator (for sake of clarity the term
“Trial’s Principal Investigator” means the
worldwide responsible Investigator) and
Sponsor, subject to the conditions set forth
above, the participating Investigators may
publish on data they have contributed after

Majice na zfeteli, Ze v prfipadé
multicentrického klinického hodnoceni
nesmi byt publikovany Udaje zalozené na
vysledcich dosazenych % centru
poskytovatele zdravotnich sluzeb (nebo
ve skupiné center poskytovatell
zdravotnich  sluzeb) dokud nedojde
k publikaci z multicentrického hodnoceni,
tj. dokud nedojde k publikaci Uplnych
vysledk{ klinického hodnoceni. Po dohodé&
s hlavnim zkousSejicim pro klinické
hodnoceni (pro objasnéni terminu “hlavni
zkouSejici  pro  klinické  hodnoceni”
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with the Trial's
and Sponsor in

obtaining
Principal
writing.

agreement
Investigator

znamena celosvétové hlavni zkousejici) a
zadavatelem, za podminek uvedenych
vySe, Ucastnici se zkousSejici mohou
publikovat Udaje, ke kterym pfrispéli, po
pisemné dohodé s hlavnim zkouSejicim
pro klinické hodnoceni a zadavatelem.

7. Financial compensation

7. Finanéni odména

Compensation for the Trial conducted
under this Agreement is stipulated by the
Parties in Appendix A, which is considered
to be an integral part herein.

Odmeéna za klinické hodnoceni, provedené
v souladu se smlouvou, je smluvnimi
stranami sjedndna v pfiloze A, kterd je
nedilnou soucasti smlouvy

8. Financial disclosure / principles of
co-operation

8. Informace o financ¢nich zajmech /
principy spoluprace

Both prior to and during the course of the
Trial, the Principal Investigator and his/her
teams may be called upon to provide
personal data. This data falls within the
scope of the law and regulations relating to
the protection of personal data. For the
Investigator, this personal data may
include names, contact information, work
experience and professional qualifications,
publications, resumes, and educational
background for the following purposes: (i)
the conduct of clinical trials, (ii) verification
by governmental or regulatory agencies,
the Sponsor, EC, their agents and affiliates,
(iii) compliance with legal and regulatory
requirements, (iv) publication on official
websites and databases that serve a
comparable purpose; and (v) storage in
databases to facilitate the selection of
Investigators for future clinical trials.
Names of members of Clinical Site staff
may be processed in EC' Trial contacts
database for Trial-related purposes only.
The Sponsor shall be the data controller for
such personal data except that, if EC deals
with any personal data under this
Agreement in the manner of a data
controller, EC shall be the data controller of
such personal data to the extent of such
dealings. EC may process "personal data",
as defined in the General Data Protection
Regulation 2016/679 and applicable
legislation (collectively "Data Protection
Legislation"), of the Investigator and
Clinical Site staff for Trial-related purposes
and all such processing will be carried out
in accordance with the Data Protection
Legislation.

V prib&hu ipo ukonéeni klinického
hodnoceni mlze byt zkousejici a jeho/jeji
tym vyzvan k poskytnuti osobnich Gdaju.
Tyto Udaje jsou zahrnuty do oblasti
ochrany osobnich Gdajd v souladu s
pravnimi predpisy. U zkousejiciho mohou
tyto osobni Udaje zahrnovat jména,
kontaktni informace, pracovni zkuSenosti
a odbornou kvalifikaci, publikacni ¢innost,
Zivotopisy a vzdélavani za ucelem: (i)
provadéni klinického hodnoceni, (ii)
provéreni statnimi organy, zadavatelem,
EC a jejich zastupci a partnery, (iii)
ovéreni souladu s pozadavky pravnich
predpist, (iv) publikace na oficilnich
webovych strankach a databazich, které
slouzi k acelu porovnani; a (v) uchovani

v databazich  pro ulehieni  vybéru
zkousejicich pro  budouci  klinické

’ r v o
hodnoceni. Jména zameéstnancu

poskytovatele zdravotnich sluzeb mohou
byt zpracovdna v databdzi kontaktd pro
klinické hodnoceni EC jenom za Ucelem
souvisejicim s klinickym  hodnocenim.
Zadavatel bude spravcem téchto osobnich
Udajt, kromé& pfipadu, kdy EC zpracuje
osobni Udaje v souladu s touto smlouvou
jako spravce osobnich Udajd; v takovém
ptipadé bude EC spravcem osobnich idajt
v rozsahu daného zpracovani. EC mdze
zpracovavat osobni Udaje zkousSejiciho

a zaméstnancl centra klinického
hodnoceni pro  potrfeby  klinického
hodnoceni dle Nafizeni 2016/679
o ochrang& (dajd a platnych pravnich

predpisi (spolené: ,pfedpisy o ochrané
osobnich (dajd") a véechny Gdaje budou
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zpracovany v souladu s predpisy

o ochrané osobnich (dajd.

9. Indemnity and Liability:

9. Reseni spori

a.) Each party (“Indemnifying Party”)
shall during and after the period of this
Agreement indemnify and hold harmless
the other Party (“Indemnified Party”), its
respective affiliates, directors, officers,
employees, agents, successors and
permitted assigns from and against all
losses, claims, actions and/or liabilities
suffered or incurred by the Indemnified
Party arising directly as a result of the
Indemnifying Party’s negligence or willful
misconduct in the performance of the Trial
and/or their obligations under this
Agreement, except to the extent that any
such losses are directly caused by the
negligence or intentional misconduct of the
Indemnified Party.

a.) Kazda strana (,0dskodnujici strana™)
béhem a po obdobi platnosti této smlouvy
odskodni a zbavi odpovédnosti druhou

stranu  (,0dSkodnéna strana“), jeji
prislusné pridruzené spolecnosti, reditele,
vedouci pracovniky, zaméstnance,
zastupce, nastupce a povolené

postupniky, ze véech ztrat, narokd, akci
a/nebo zavazkd, které odskodfiovana
strana utrpéla nebo vznikly, vzniklych

ptimo v disledku nedbalosti nebo
umysiného pochybeni odskodriované
strany pfi provadéni zkousky a/nebo

jejich zavazkl podle této smlouvy, s
vyjimkou v rozsahu, v jakém jsou jakékoli
takové ztraty pfimo zplsobeny nedbalosti
nebo amyslnym pochybenim
Odskodnované strany.

b.) In no event shall either party (or their
respective affiliates, employees, officers,
directors, consultants, or agents
(collectively, the “Group”) be liable to any
the other party in contract, tort (including
negligence or breach of statutory duty) or
otherwise howsoever arising or whatever
the cause thereof, for any loss of profit,
business, opportunities, reputation,
contracts, revenues or anticipated savings,
or for any special, punitive, indirect or
consequential damage of any nature
suffered or incurred by another Party,
which arises directly or indirectly from any
fault of any entity or individual from the
Group, whether or not that Party had been
advised of the possibility of such damage
or loss.

b.) V zadném pripadé nebude zZadna ze
stran (ani jejich pfislusné pfidruzené

spolecnosti, zameéstnanci, vedouci
pracovnici, feditelé, konzultanti nebo
zastupci (souhrnné .Skupina“))

odpovédna jakékoli druhé strané ve
smlouve, deliktu (véetné nedbalosti nebo
poruseni zakonna povinnost) nebo jinak
vzniklé z jakéhokoli ddvodu nebo z
jakékoli jejich pfriciny, za jakykoli usly
zisk, obchod, pfilezitosti, povést,
smlouvy, vynosy nebo ocekavané Uspory
nebo za jakékoli zvlastni, represivni,
nepfimé nebo nasledné Skody jakékoli
povahy, které utrpi nebo utrpi jinou
Stranou, kterd vznikd pfimo nebo
nepfimo z jakéhokoli zavinéni jakéhokoli
subjektu nebo jednotlivce ze Skupiny, bez
ohledu na to, zda tato Strana byla nebo
nebyla upozornéna na moznost takové
Skody nebo ztraty.

10. Dispute resolution

10. Reseni spord

In case of occurrence of any disputes
between the contractual Parties based on
the present contract, the contractual
parties undertake to resolve them by
negotiations. In the event if during

V pfipad& vzniku jakychkoliv sporl mezi
smluvnimi stranami, se smluvni strany
zavazuji resSit je prostirednictvim jednani.
V pfipad&, Ze v pribé&hu jednani nebude
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negotiations it was not possible to reach the
agreement, dispute shall be transferred on
considerations of competent Court of Czech
Republic.

dosazeno dohody, _spor bude rozhodnut
prislusnymi soudy Ceské republiky.

11. Other provisions

11. Jina ustanoveni

11.1 The present Agreement is formed and
signed in 3 copies each of which is
considered to be original and has the equal

11.1 Tato smlouva je vypracovana a
podepisovana ve trojim (3) vyhotoveni,
pricemz kazda z nich je povazovana za

legal force. original a vSechny jsou z pravniho
hlediska rovnocenné.

11.2 The present Agreement is issued and | 11.2 Tato smlouva je vyhotovena

signed in English and Czech language. The | a podepsana v anglickém a v ¢eském

parties hereto agree that the Czech version
shall prevail over the English one for all
matters of interpretation and construction.

jazyce. Smluvni strany timto souhlasi, ze
rozhodujici je verze v ¢eském jazyce pro
vSechny Ucely interpretace a vykladu.

11.3 Any clause of this Agreement which is
prohibited or unenforceable is ineffective to
the extent of the prohibition or
unenforceability, but the wvalidity or
enforceability of the remaining clauses of
this Agreement will not be affected.

11.3 Jakakoli klauzule této smlouvy, ktera
je zakazana nebo nevymahatelna, je
neucinna v rozsahu zakazu nebo
nevymahatelnosti, ale platnost nebo
vymahatelnost zbyvajicich dolozek této
smlouvy nebude ovlivhéna.

11.4 A right or remedy created by this
Agreement cannot be waived except in
writing signed by the Party entitled to that
right. Delay by a Party in exercising a right
or remedy does not constitute a waiver of
that right or remedy, nor does a waiver
(either wholly or in part) by a Party operate
as a subsequent waiver of the same right or
of any other right of that Party.

11.4 Prava nebo opravného prostiedku
vytvofeného touto smlouvou se nelze
vzdat jinak, nez pisemné podepsané
stranou opravnénou k tomuto pravu.
Prodleni smluvni strany s uplatnénim
prava nebo opravného prostifedku
nepredstavuje vzdani se tohoto prava
nebo opravného prostfedku, ani nevzdani
se (at uz aplného nebo dcasteéného)
stranou nefunguje jako nasledné vzdani
se stejného prava nebo jakéhokoli jiného
prava ta Strana.

11.5 The present Agreement is governed by
current Czech legislation.

11.5 Tato smlouva se fidi platnymi
pravnimi predpisy Ceské republiky.

11.6 The present Agreement may be
changed, modified or amended by signing
of the corresponding document by Parties
to the Agreement.

11.6 Tato smlouva muiZe byt zménéna
nebo doplnéna podepsanim pfislusného
dokumentu vSsemi smluvnimi stranami.

11.7 This Agreement shall constitute the
entire agreement between the parties. If
there is any conflict between the provisions
of this Agreement and the provisions of the

11.7 Tato smlouva obsahuje Uplnou
dohodu mezi smluvnimi stranami. Jestlize
nastane konflikt mezi ustanovenimi této
smlouvy a protokolu, ustanoveni
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Protocol, the provisions of the Protocol shall | protokolu jsou povazovana za rozhodujici
govern and prevail. This Agreement may | a nadfazend smlouvé. Tato Smlouva
be delivered by email and the Parties may | muzZe byt doruena elektronickou postou
rely on an electronic signature as though it | a Strany se mohou spolehnout na
were an original signature. elektronicky podpis, jako by se jednalo o
originalni podpis.

Parties signatures Podpisy stran
Clinical Site Poskytovatel zdravotnich sluzeb

Vojenska nemocnice Brno, p. o. | Vojenski nemocnice Brno, p. o,
Zabrdovicka 3, 615 00 Brno, Czech Republic | Zabrdovickd 3, 615 00 Brno, Ceska

republika
plk. g§t. MUDr. Petr Kral, Director plk. gst. MUDr. Petr Kral, feditel
Signature . _ Podpis
Date atum
Principal Investigator Hlavni zkousejici

Signature Podpis

Date
EC EC
Emerald Clinical Trials Netherlands BV Emerald Clinical Trials Netherlands BV
Ann Reid - attorney Ann Reid - attorney
Signature _ Podpis
Signed by: Signed by:
Date
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Appendix A to the Agreement

Priloha A ke smlouvé

1. Compensation

1. Odmeéna

as of enrolment date.

covers all costs of the Clinical

Trial.

The invoices shall be issued to:
Emerald Clinical Netherlands B.V.

Netherlands
VAT UE: NL860074894B01
days.

Invoices under
submitted

to EC at the foIIowini address:

this Agreement shall

delaying payment:

oTrial Code (CPHF301)

eInstitution name

ePrincipal Investigator name

eProtocol number

eInvoice number and date

eDate & description of services provided

invoices, receipts).

Please note that invoices must contain the
following information or they will be returned,

eSupporting documentation (i.e. third party

1.1 EC will reimburse the Clinical Site and the
Principal Investigator for the work performed
during the Trial. This financial reimbursement
shall be provided for every completed subject
under the Protocol and shall be calculated in
accordance to the number of subjects enrolled
For every subject
enrolled in accordance with inclusion criteria
of the Protocol and completed subject, Clinical
Site and Principal Investigator shall be paid
the sum ointhout VAT on the
basis of the following payment schedule per
visit and actually performed visits. Payment to
the Clinical Site and Principal Investigator
Site and
Principal Investigator in connection with the

Jan van Galenstraat 335, Amsterdam, 1061AZ

The payment term of the invoice shall be 45

be

In case the reverse charge system applies,
i.e. Sponsor is responsible for paying the

1.1 EC poskytne odménu poskytovateli
zdravotnich sluzeb a hlavnimu zkousejicimu za
praci provedenou béhem klinického hodnoceni.
Finanéni odména bude uvedena za kazdy
ukoncéeny subjekt v souladu s protokolem a
bude vypocitdna na zakladé poctu subjektl
nabranych do klinického hodnoceni od data
naboru. Za kazdy subjekt nabrany v souladu
s kritérii pro nabor do klinického hodnoceni
uvedenymi v protokolu a ukonceny subjekt,
bude poskytovateli zdravotnich sluzeb a
hlavnimu zkousSejicimu vyplacena castka

bez DPH. Platby budou realizovany na
zakladé nize uvedeného rozpisu a skutecné
vykonanych vizit. Platba poskytovateli
zdravotnich sluzeb a hlavnimu zkousejicimu
kryje vSechny naklady pro poskytovatele
zdravotnich sluzeb a hlavniho zkousSejiciho v
souvislosti s klinickym hodnocenim.

Faktury budou vystaveny spolecnosti:
Emerald Clinical Netherlands B.V.

Jan van Galenstraat 335, Amsterdam, 1061AZ
Nizozemsko

DIC EU: NL860074894B01

Lh{ta splatnosti faktury je 45 dni.

Faktury dle této Smlouvy musi byt predkladany

EC na nésleduil'ci adresu:

Upozorfiujeme, ze faktury musi obsahovat
nasledujici informace, jinak budou vraceny,
coz mlze vést ke zpozdéni platby:

e Kéd studie (CPHF301)

e Nazev instituce

e Jméno hlavniho zkousejiciho

e Cislo protokolu

o Cislo a datum faktury

e Datum a popis poskytnutych sluzeb

e Podplrna dokumentace (tj. faktury, Ucétenky
od tretich stran).

V pripadé ,reverse charge"“, tj. Zadavatel je
zodpovédny za zaplaceni DPH: Uvedte prosim
odkaz, ze odpovédnost za DPH se presouva na
Zadavatele (napfr. ,Reverse charge - danova
povinnost je prevedena na ECN B.V. (pfijemce
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VAT: Please include a reference that the
VAT liability is shifted to Sponsor (e.g.
“"Reverse Charge System - tax liability is
transferred to EC (recipient of services)
in accordance with § 19 UStG 1994”). In
such case no VAT must be shown on the
invoice since in that case Sponsor / EC
would have to pay VAT twice. The date
of the taxable supply is the date of issue
of the invoice.

sluzeb) podle § 19 UStG 1994 ). V takovém
pripadé nesmi byt na faktufe uvedena DPH,
protoze v takovém pripadé by Zadavatel / ECN
B.V. musel platit DPH dvakrat. Datem
uskute¢néni zdanitelného plnéni je datum
vystaveni faktury .

|
IFFF'FIIIII! I

I
O

I .
I .
. Wl |
.l |
™ -
I N
I N
I
I
I
el |

1.2 Payment will be performed twice a year
according to the completed eCRF screenshots
per visit and summary list of visits performed
till 30 of June and 31 of December. The last
payment will be done at the end of the Trial as
soon as all queries and data clarification forms

1.2 Platby budou realizovany dvakrat roc¢né na
zdkladé vyplnénych formuldfl piipadovych
zdznamu subjektd klinického hodnoceni z kazdé
navstévy a souhrnného vykazu vykonanych
vizit v elektronické podobé do 30. c¢ervna a 31.
prosince. Posledni platba bude provedena na
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are resolved and no further are to be
expected.

konci klinického hodnoceni, jakmile budou
vyporadany vsechny pfipominky a objasnény

vvvvv

1.3 Payment to the pharmacy will be
performed once a year according to performed
services of pharmacy till 31 of December. In
case services were not provided for period of
12 months in calendar year, amount will be
calculated as aliquot for period, when services
were provided by pharmacy. The last payment
will be done at the end of the Trial as soon as
all queries and data clarification forms are
resolved and no further are to be expected.

1.3 Platby |ékarné budou realizovany jednou
ro¢né na zakladé lékarnou poskytnutych sluzeb
do 31. prosince. V pfipadé, Ze sluzby nebyly
poskytovdny za celé obdobi 12 mésicl
v kalendarnim roku, prepocita se alikvotni ¢ast
za obdobi, kdy doslo k poskytovani sluzeb
Iékarnou. Posledni platba bude provedena na
konci klinického hodnoceni, jakmile budou
vyporadany vsechny pfipominky a objasnény

vSechny Udaje a dalsi jiz nebudou ocekavany.

1.4 Clinical Site and Principal Investigator will
have thirty (30) calendar days from the
receipt of final payment to dispute any
payment discrepancies during the course of
the Trial.

1.4 Poskytovatel zdravotnich sluzeb a hlavni
zkousejici bude mit lhdtu 30 (tficet) dni od
obdrzeni posledni platby na reklamaci
jakychkoliv nesrovnalosti v platbach v pribéhu
klinického hodnoceni.

1.5 Clinical Site and Principal Investigator
agree, that sums above mentioned include all
applicable taxes which have to be paid in
accordance with actual legislation.

1.5 Poskytovatel zdravotnich sluzeb a hlavni
zkousejici souhlasi s tim, Ze vySe uvedené sumy
zahrnuji vSechny pfipadné dané a poplatky,
které musi byt placeny v souladu s platnymi
pravnimi predpisy.

1.6 Clinical Site and Principal Investigator are
responsible for payment of any taxes and fees,
stipulated by applicable laws.

1.6 Klinické pracovisté a hlavni zkousejici jsou
odpovédni za zaplaceni véech dani a poplatkd
stanovenych platnymi zakony.

2. Additional expenses

2. Dodatecné naklady

2.1 Any additional expenses connected to the
Trial shall be reimbursed to the Clinical Site
and Principal Investigator only if such
expenses were previously approved by the
Sponsor and EC. Compensation of expenses
shall be provided only on the basis of
approved invoices.

2.1 Veskeré dodatecné naklady spojené
s klinickym hodnocenim budou poskytovateli
zdravotnich sluzeb a hlavnimu zkousejicimu
proplaceny jenom v pfipadé, Ze byly predem
pisemné schvaleny zadavatelem a CRO. Naklady
budou proplaceny jenom na zakladé radné
vystavenych faktur.

2.1.1 Invoiceable Expenses

2.1.1 Fakturovatelné vydaje

Clinical Site and/or PI to
following additional fees:

invoice for the

Klinické pracovisté a/nebo PI fakturovat za
nasledujici dodatec¢né poplatky:
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Footnotes

Lper protocol labs are to be collected, and shall be reimbursed, only if a valid standard of care figure is not available from EMR.

2 Payable annually starting 1 year from date of CTA.

3 Shall be pay after this Agreement execution, upon receiving the invoice.
4 Shall be pay after the site close out visit, receiving the invoice.

2.1.2 Attending Trial Visits Reimbursement
Expenses

2.1.2 Uhrada néakladl za Gcast ve studii

The external vendor engaged by the Sponsor
will provide reimbursements to the Trial
subjects for expenses related to attending
Trial visits. The following expenses may be
paid upon prior written approval:

Stiiend ier comileted visit: _

Externiho dodavatele najatého sponzorem
poskytne Géastnikim Uhradu vydajl
souvisejicich s Ucasti v klinickém hodnoceni. Po
pfedchozim pisemném souhlasu lze uhradit
nasledujici vydaje:

Stipendium za dokon&enou navitévu: [l

);

2.2 EC shall not reimburse any additional
expenses, which were carried by the Clinical

Site and Principal Investigator without
previously written approval of the EC or
Sponsor.

2.2 EC neproplati zadné dodatecné naklady,
které vznikly poskytovateli zdravotnich sluzeb a
hlavnimu zkouSejicimu, aniz by byly predem
pisemné schvaleny ze strany CRO nebo
zadavatele.

3. Providing of payments

3. Poskytnuti plateb

All payments connected to the Trial shall be
provided by the EC by bank transfer to the
settlement account of the Clinical Site and
Principal Investigator mentioned below as per
Trial Budget agreement:

VSechny platby spojené s klinickym hodnocenim
budou vyplacené prostifednictvim EC formou
bankovniho pfevodu na nize uvedeny Ucet
poskytovatele zdravotnich sluzeb a hlavniho
zkousSejiciho dle rozpisu v Rozpoctu studie:

Institution:

Zdravotni zafizeni:
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Bank address: Ceskd narodni banka,
prikopé 864/28, Praha 1, 115 03 Czechia

Na

Adresa banky: Ceska narodni banka, Na prikopé
864/28, Praha 1, 115 03 Czechia

Account name: Vojenska nemochnice Brno

Nazev Uctu: Vojenska nemocnice Brno

Account number / bank code: 4034881/0710

Cislo u¢tu /kod banky: 4034881/0710

SWIFT: CNBACZPP

SWIFT: CNBACZPP

IBAN: CZ60 0710 0000 0000 0403 4881

IBAN: CZ60 0710 0000 0000 0403 4881

Currency: CZK

Ména uctu: CZK

ID No.: 60555530

IC: 60555530

VAT No. : CZ60555530

DIC: CZ60555530

Please cC Principal investigator:

e Kontakt:

Prosim  v$ cc Hlavnimu  zkouSejicimu:

Principal Investigator

Hlavni zkousejici

Bank address

Adresa banky:

Account name:

Nazev uctu

Account number bank code:

Cislo u¢tu /kéd banky:

SWIFT.

swiFT: [

Currency: EUR

Mena uctu: Euro

Contact: . _

K“

In case of changes in the bank details, Clinical
Site and/or Principal Investigator are obliged
to inform the EC within fifteen (15) banking
days term from the moment when such
changes come in force, by sending a written
notification. Parties agree that in case of any
changes in bank details of the Clinical Site
and/or Principal Investigator, addendum to
Appendix A of Agreement will be issued.

V pfipadé zmén v Uddajich banky jsou
poskytovatel zdravotnich sluzeb a/nebo hlavni
zkousSejici povinni pisemné informovat EC do 15
(patndcti) pracovnich dnl od okamZiku, kdy jsou
tyto zmény platné. Smluvni strany se dohodly,
ze v pripadé jakychkoliv zmén v bankovnich
Udajich poskytovatele zdravotnich sluzeb a/nebo
hlavniho zkousejiciho, bude vydan dodatek k

priloze A této smlouvy.
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