CLINICAL TRIAL AGREEMENT

The Clinical Trial Agreement in accordance with to
Section 269 (2) of Act no. 513/1991 of Coll., the
Commercial Code, as amended (hereinafter
referred to as the “Commercial Code”) (hereinafter
referred to as the “Agreement”) is made by and
between:

Fakultna nemocnica s poliklinikou Nove Zamky
Slovenska 11A, 940 34 Nove Zamky, Slovak
Republic

Legal form: State Contributory Organization
Organization Identification No.: 17336112

Tax Identification No.: 2021068324

VAT ID: SK2021068324

Represented by:

Ing. Lubica Bartosova, Financial Director

MUDr. Zoltan Danczi, Medical Director

Bank Account: Statna pokladnica

IBAN: SK88 8180 0000 0070 0054 0295 SWIFT:
SPSRSKBAXXX (the “Institution”)

and

IQVIA RDS Slovakia s.r.0.Vajnorska 100/B, 831 04
Bratislava

Slovak Republic

Organization Identification No.: 45 942 269

Tax ldentification No.: 2023154133

VAT ID: SK2023154133

Represented by: Aurelia Mojzesova, MD per
procuram (“IQVIA”),

Each a “Party” and together the “Parties”.

ZMLUVA O KLINICKOM SKUSANI

Zmluva o klinickom skusani uzatvorena podla §
269 ods. 2 a nasl. zakona & 513/1991 Zb.
Obchodny zakonnik v plathom zneni (dalej len
,obchodny zakonnik”) (dalej len ,Zmluva®) sa
uzatvara:

Fakultna nemocnica s poliklinikou Nové Zamky
Slovenska 11A, 940 34 Nové Zamky, Slovenska
republika

Pravna forma: Statna prispevkovéa organizacia
Identifikané Cislo organizacie: 17336112

Dariové identifikacné Cislo: 2021068324

IC DPH: SK2021068324

Statutarny organ:

Ing. Lubica BartoSova, ekonomicky riaditef

MUDr. Zoltan Danczi, medicinsky riaditel

Bankové spojenie: Statna pokladnica

IBAN: SK88 8180 0000 0070 0054 0295
BIC/SWIFT: SPSRSKBAXXX (dalej ,zdravotnicke
zariadenie”)

a

IQVIA RDS Slovakia s.r.o. Vajnorska 100/B, 831 04
Bratislava

Slovenska republika

Identifikacné Cislo organizacie: 45 942 269

Dariové identifikacné Cislo: 2023154133

IC DPH: SK2023154133

V zastupeni: MUDr. Aurélia MojzeSova, prokurista
(dalej ,spoloénost IQVIA”),

kaZdy z nich dalej ako ,zmluvna strana” a spolo¢ne
ako ,zmluvné strany”.

Protocol

. SAMSON-II
Number:
A Randomized, Double-blind,
Parallel Group, Equivalence,
Multicenter Phase Il Trial to

Compare the Efficacy, Safety,
Pharmacokinetics and
Immunogenicity of HD204 to

Cislo protokolu: | SAMSON-II
Randomizované, dvojito
zaslepené, ekvivalen¢né,
multicentrické  skusanie |lI.

fazy v paralelnych skupinach
na porovnanie ucinnosti,
bezpe&nosti, farmakokinetiky
a imunogenity HD204 oproti

Protocol Title: Avastin® in patients  with grg(c))ll/olu: lieku Avgsti’n® u pacientov s
Metastatic or Recurrent Non- meftg.stalt[clfym alebo
squamous Non-small Cell Lung reciaivujucim -

neskvamocelularnym
Cancer. nemalobunkovym karcinomom
plac
EudraCT no.: 2017-005175-78
EudraCT ¢.: 2017-005175-78
Protocol Date: | Version 1.0 — 22 April 2019 Erec‘)ttléToIU' Verzia 1.0 - 22. aprila 2019
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Sponsor: Prestige BioPharma Pte Ltd Zadavatel Prestige BioPharma Pte Ltd
Country where
Site . S| slovak Republic Kre'uvma_ vedenia Slovenska republika
Conducting skusania
Study
. ) Pavol Demo, MD . MUDr. Pavol Demo
Investigator: Skusajuci:
Location
where the | Ambulancia klinickej onkologie Miesto vedenia | Ambulancia klinickej onkologie
study will be skusania:
conducted:
100 Calendar Days after Site 100 kalendarnych dni od
Initiation Visit (being the date by zahajovacej navstevy
which Site must enrol at least pracoviska  skuSania  (ide
Ke one (1) subject as more o datum, do ktorého
y specifically set out in section 1.7 | Klu€ovy datum | pracovisko skuSania musi
Enroliment N » , . o . S
. Key Enroliment Date” below) zaradovania: zaradit najmenej jeden (1)
Date: ! 2
subjekt, podrobnejsie
definovany v ¢&lanku 1.7
,2Klu€ovy datum zaradovania”
nizsie)
Nezavisla
IEC na eticka komisia | "2

The following additional definitions shall apply to

this Agreement:

V tejto zmluve platia nasledujuce dalSie definicie:

Protocol: the clinical protocol referenced above
as it may be modified from time to time by the
Sponsor (defined below).

Case Report Form or CRF: case report form
(paper or electronic) to be used by Site to
record all of the Protocol-required information
to be reported to Sponsor on each Study
Subject (defined below).

Study: the clinical trial that is to be performed
in accordance with this Agreement and the
Protocol for purposes of gathering information
about the compound/medical device identified
in the Protocol.

Study Subject: an individual who participates in
the Study, either as a recipient of the
Investigational Product (defined below) or as a
control.

Study Staff: the individuals involved in
conducting the Study under the direction of the
Investigator.

Investigational Product: the compound/medical
device identified in the Protocol that is being
tested in the Study.

Good Clinical Practices or GCPs: International
Counsil for Harmonisation of Technical
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Protokol: protokol klinického skuSania, na ktory
sa odvolava tato zmluva a ktory mbze
zadavatel (definovany niZSie) priebezne menit
a doplfat dodatkami.

Pacientsky zaznamovy harok (Case Report
Form, ,CRF”): pacientsky zaznamovy harok

(papierovy alebo elektronicky), ktory ma
pracovisko skusania pouzivat na
zaznamenavanie vSetkych protokolom

pozadovanych informacii, ktoré sa maju hlasit
zadavatelovi o kazdom subjekte skuSania
(definovanom nizSie).

Skudanie: Klinické skusanie, ktoré sa ma
vykonat podla tejto zmluvy a protokolu, s
cielom ziskat informé&cie o chemickej zlu&enine
alebo zdravotnickej pomécke, uvedenej v
protokole.

Subjekt skuSania: osoba, ktora sa zucastrniuje
na skusani a ktorej sa bud podava skuSany
produkt (definovany nizSie), alebo je v
kontrolnej skupine.

Personal skuSania: osoby zapojené do
vykonavania skusania pod vedenim
skusajuceho.

SkusSany produkt: chemicka zlu&enina alebo
zdravotnicka pomécka, uvedena v protokole,
ktora sa skusa v klinickom skusani.

Spravna _ klinickd prax: Harmonizovana
trojstranna smernica pre spravnu klinicku prax
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Requirements for Pharmaceuticals for Human
Use (ICH) Harmonised Tripartite Guideline for
Good Clinical Practice as amended from time
to time and the principles set out in the
Declaration of Helsinki as revised from time to
time.

Sponsor: the sponsor of the Study.

Medical Records: the Study Subjects’ primary
medical records kept by the Institution on
behalf of the Investigator, including, without
limitation, treatment entries, x-rays, biopsy
reports, ultrasound photographs and other
diagnostic images.

Study Data: all records and reports, other than
Medical Records, collected or created pursuant
to or prepared in connection with the Study
including, without limitation, reports (e.g.,
CRFs, data summaries, interim reports and the
final report) required to be delivered to
Sponsor pursuant to the Protocol and all
records regarding inventories and dispositions
of all Investigational Product.

Government Official: any officer or employee of
a government or of any ministry, department,
agency, or instrumentality of a government;
any person acting in an official capacity on
behalf of a government or of any ministry,
department, agency, or instrumentality of a
government; any officer or employee of a
company or of a business owned in whole or
part by a government; any officer or employee
of a public international organization such as
the World Bank or the United Nations; any
officer or employee of a political party or any
person acting in an official capacity on behalf
of a political party; and/or any candidate for
political office; any doctor, pharmacist, or other
healthcare professional who works for or in any
hospital, pharmacy or other healthcare facility
owned or operated by a government agency,
ministry or department.

Item(s) of Value: should be interpreted broadly
and may include, but is not limited to, money or
payments or equivalents, such as gift
certificates; gifts or free goods; meals,
entertainment, or hospitality; travel or payment
of expenses; provision of services; purchase of
property or services at inflated prices;
assumption or forgiveness of indebtedness;
intangible benefits, such as enhanced social or
business standing (e.g., making donations to
government official’s favored charity); and/or

Medzinarodnej rady pre harmonizaciu
technickych poZiadaviek pre lieky na humanne
pouzitie (ICH), ktora sa méze priebezne menit
a dopinat a zasady definované v Helsinskej
deklardcii, ktoré mozu byt priebezne
revidované.

Zadavatel: zadavatel skuSania.

Zdravotné zaznamy: primarne zdravotné
zaznamy subjektu skuSania, uchovavané
zdravotnickym zariadenim pre skusajuceho,
najma zapisy o lieCbe, rdontgenové snimky,
spravy z biopsii, snimky z ultrazvukovych
vySetreni a dalSich zobrazovacich vySetreni.

Udaje skuSania: vSetky zéznamy a spravy,
okrem zdravotnych zaznamov, zozbierané
alebo vytvorené podla poziadaviek skuSania
alebo vypracované v spojitosti so skusanim,
najma spravy (napr. CRF, suhrny udajov,
predbezné spravy a zavereCna sprava z
klinického skuSania), ktorych odovzdanie
zadavatelovi je poZzadované podla protokolu a
vSetky zaznamy tykajuce sa evidencie a vydaja
skuSaného produktu.

Statny predstavitel: kazdy funkcionar alebo
zamestnanec vlady a kazdého ministerstva,
odboru, agentury alebo iného organu viady;
kazdd osoba konajuca s  oficialnymi
pravomocami v mene vlady alebo ministerstva,
odboru, agentury alebo iného organu viady;
kazdy  funkcionar alebo  zamestnanec
spolo¢nosti alebo podniku v Ciastoénom alebo
Uplnom S&tatnom vlastnictve; kazdy funkcionar
alebo zamestnanec medzindrodnej verejnej
organizacie, napr. Svetovej banky alebo
Spojenych narodov; kazdy funkcionar alebo
zamestnanec politickej strany alebo osoba
konajuca s oficialnou pravomocou v mene
politickej strany a kandidat na politicku funkciu
a kazdy lekar, lekarnik alebo iny zdravotnicky
pracovnik, ktory pracuje pre nemocnicu,
lekarern alebo iné zdravotnicke zariadenie,
ktoré vlastni alebo prevadzkuje vladny urad,
ministerstvo alebo odbor viady.

Hodnotna vec: tento pojem sa ma interpretovat
v &o najSirSom zmysle a zahfia najma
peniaze, platby alebo ich ekvivalenty (napr.
darCekové poukazky), dary alebo bezplatny
tovar, stravovanie, zabavu alebo pohostenie,
cestovanie alebo preplatenie vydavkov;
poskytovanie sluzieb; zakupovanie
nehnutelnosti alebo sluzieb za umelo
navysené ceny; predpokladana zaviazanost
(zadlZenost) alebo odpustenie zaviazanosti
(zadlZenosti); nehmotné vyhody, napriklad
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benefits to third persons related to government
officials (e.g., close family members).

RECITALS:

WHEREAS, IQVIA is providing clinical research
organisation services to Sponsor under a separate
contract between IQVIA and Sponsor. IQVIA’s
services include monitoring of the Study and
contracting with clinical research sites;

WHEREAS, the Institution and Investigator
(hereinafter jointly the “Site”) are willing to conduct
the Study and IQVIA requests the Site to undertake
such Study.

NOW THEREFORE, the following is agreed:

1. CONDUCT OF THE STUDY

1.1. Compliance with Laws, Regulations, and

zlepSenie spoloCenského alebo obchodného
postavenia  (napr.  poskytovanie  darov
dobrocinnej organizacii podporovanej Statnym
predstavitelom), alebo poskytovanie vyhod
tretim osobam so vztahom ku Statnym
predstavitelom (napr. blizkym pribuznym).

UVODNE VYHLASENIA:

Spolo¢nost IQVIA poskytuje zadavatelovi sluzby
klinickej vyskumnej organizacie podla samostatne;j
zmluvy medzi spolo¢nostou IQVIA a zadavatelom.
Medzi sluzby poskytované spolo¢nostou IQVIA
patri monitorovanie sku$ania a uzatvaranie zmluv
s pracoviskami skuSania.

Zdravotnicke  zariadenie  a skUSajuci  (dalej
spolo¢ne ako ,pracovisko skusania“) su ochotni
vykonat' toto skuSanie a spolo¢nost IQVIA Ziada
pracovisko skuSania o vykonanie tohto sku$ania.

Zmluvné strany sa dohodli na nasledujucom:

1. VEDENIE SKUSANIA

1.1. Dodrziavanie pravnych

predpisov,

Good Clinical Practices

Institution agrees that Investigator and Study
Staff, and Institution if applicable, shall perform
the Study at Institution in strict accordance with
this Agreement, the Protocol, any and all
applicable local, national and international laws

regulations and guidelines, including in
particular, but without limitation, GCPs.
Institution acknowledges that IQVIA and

Sponsor, and their respective affiliates, need to
adhere to the provisions of (i) the Bribery Act
2010 of the United Kingdom (Bribery Act); (ii)
the Foreign Corrupt Practices Act 1977 of the
United States of America (FCPA) and (iii) any
other applicable anti-corruption legislation.

1.2. Informed Consent Form

Institution acknowledges that Investigator shall
use an informed consent form that has been
approved by Sponsor and is in accordance

with  applicable  regulations and the
requirements of the Independent Ethics
Committee (“IEC”) that is responsible for

reviewing the Study.
1.3. Medical Records and Study Data
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nariadeni a spravnej klinickej praxe

Zdravotnicke zariadenie sa zavazuje, ze
skudajuci, persondl skuSania a zdravotnicke
zariadenie (ak sa vztahuje) vykonaju skusanie
v zdravotnickom zariadeni v prisnom sulade s
touto zmluvou, protokolom a vSetkymi platnymi

miestnymi, narodnymi a nadnarodnymi
pravnymi predpismi, nariadeniami a
smernicami, najmd v sulade so zasadami
spravnej  klinickej praxe.  Zdravotnicke

zariadenie berie na vedomie, Ze spolo¢nost
IQVIA, zadavatel a vSetky ich dcérske
spolognosti musia dodrZiavat' ustanovenia (i)
Protikorupéného zakona Velkej Britanie z r.
2010 (Protikorup¢ny =zakon); (ii) Zakona o
zahrani¢nych korup&nych praktikach
Spojenych statov americkych z r. 1977 (FCPA)
a (iii) vSetky dalSie platné protikorupéné pravne
predpisy.

1.2. Informovany suhlas

Zdravotnicke  zariadenie  potvrdzuje, Ze
skudajuci pouZije dokument informovaného
suhlasu, ktory bol schvaleny zadavatefom a
spifia vSetky platné nariadenia a poZziadavky
nezavislej etickej komisie, ktora je zodpovedna
za posudenie skuSania.

1.3. Zdravotné zaznamy a udaje skusania
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1.3.1. Collection, Storage and Destruction:
Institution acknowledges that Investigator
shall ensure the prompt, complete, and
accurate  collection, recording and
classification of the Medical Records and
Study Data.

Institution shall enable Investigator, to:

maintain and store Medical Records
and Study Data in a secure manner
with physical and electronic access
restrictions, as applicable and
environmental controls appropriate to
the applicable data type and in
accordance with applicable laws,
regulations and industry standards;
and

protect the Medical Records and Study
Data from unauthorized use, access,
duplication, and disclosure. Institution
and Investigator  shall prevent
unauthorized access to the Study Data
by maintaining physical security of the
electronic system and ensuring that
Study Staff maintain the confidentiality
of their passwords ; and

take measures to prevent accidental or
premature destruction or damage of
these documents, for as long as
required by applicable laws and
regulations. Institution shall not
destroy or permit the destruction of any
Medical Records or Study Data without
prior written notification to the Sponsor,
and Institution shall continue to store
Medical Records and Study Data, at
the Sponsor’s expense, for any period
that the Sponsor may request in writing
after retention is no longer required by
any applicable law or regulation.

If the Investigator leaves the Institution,
then responsibility for maintaining Medical
Records and Study Data shall be
determined in accordance with applicable
regulations but Institution will not in any
case be relieved of its obligations under this
Agreement for maintaining the Medical
Records and Study Data.

1.3.2. Ownership. Institution shall retain
ownership of Medical Records. The
Institution hereby assign to Sponsor all of
their rights, title and interest, including

1.3.1. Zber, uchovavanie a likvidacia:
Zdravotnicke zariadenie potvrdzuje, Ze
skuSajuci zabezpedi urychleny, kompletny
a presny zber, zaznamenavanie a triedenie
zdravotnych zédznamov a udajov skuSania.

Zdravotnicke zariadenie zabezpeéi, aby

skusajuci:

i. viedol a uchovaval zdravotné zaznamy
a Udaje skuSania zabezpelenym
spésobom, s fyzicky a elektronicky
obmedzenym pristupom (podra
potreby), s pouzitim mechanizmov na
ochranu Zivotného prostredia,
vhodnych pre dany druh udajov a v
sulade s pravnymi predpismi,
nariadeniami a normami platnymi v
tomto priemyselnom odvetvi;

ii. chranil zdravotné zaznamy a udaje
skusania pred neopravnenym
pristupom, pouzitim, kopirovanim a
odovzdavanim. Zdravotnicke
zariadenie a skuSajuci zabrania
neopravnenému pristupu k udajom
skudania tak, Ze budu zachovavat
fyzickd  bezpelnost elektronického
systému a zabezpecia, aby personal
skuSania uchovaval svoje pristupové
hesla v tajnosti;

iii. podnikol opatrenia proti nahodnému
alebo pred€asnému zniCeniu alebo
poskodeniu tychto dokumentov na taku
dihu dobu, aku poZaduju platné pravne
predpisy. Zdravotnicke zariadenie
nesmie zlikvidovat ani povolit’ likvidaciu
Ziadnych zdravotnych zaznamov ani
Udajov skuSania bez toho, aby o tom
vopred pisomne informovalo
zadavatela a bude zdravotné zaznamy
a udaje skuSania dalej uchovavat na
naklady zadavatela na taku dlhu dobu,
aku bude  zadavatel  pisomne
pozadovat potom, €o ich uchovavanie
uz nebude poZadované platnymi
pravnymi predpismi.

Ak skuSajuci zo zdravotnickeho zariadenia

odide, zodpovednost za uchovavanie

zdravotnych zadznamov a udajov sku$ania
sa urCi v sulade s platnymi pravnymi
predpismi, v ziadnom pripade to vSak
zdravotnicke zariadenie nezbavuje jeho

povinnosti uchovavat zdravotné zaznamy a

udaje skuSania podla tejto zmluvy.

1.3.2. Vlastnictvo. Vlastnikom zdravotnych
zdznamov zostava zdravotnicke zariadenie.
Zdravotnicke zariadenie tymto postupuje
zadavatelovi vSetky svoje prava, naroky a
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intellectual  property rights, to all
Confidential Information (as defined below)
and any other Study Data.

1.3.3. Access, Use, Monitoring and
Inspection. Institution  agrees that
Investigator provides original or copies (as
the case may be) of all Study Data to IQVIA
and Sponsor for Sponsor’'s use. Institution
shall afford Sponsor and IQVIA and their
representatives and designees reasonable
access to Site’s facilities and to Medical
Records and Study Data so as to permit
Sponsor and IQVIA and their
representatives and designees to monitor
the Study.

Institution shall afford regulatory authorities
reasonable access to Site’s facilities and to
Medical Records and Study Data, and the
right to copy Medical Records and Study
Data.

The Institution agrees to cooperate with the
representatives of IQVIA and Sponsor, and
the Institution agrees to ensure that the
employees, agents and representatives of
the Institution do not harass, or otherwise
create a hostile working environment for
such representatives.

The Institution shall immediately notify
IQVIA of, and provide IQVIA copies of, any
inquiries, correspondence or
communications to  or  from any
governmental or regulatory authority
relating to the Study, including, but not
limited to, requests for inspection of the
Site’s facilities, and the Institution shall
permit IQVIA and Sponsor to attend any
such inspections. The Institution will make
reasonable efforts to separate, and not
disclose, all Confidential Information that is
not required to be disclosed during such
inspections

1.3.4. License. Sponsor hereby grants to
Institution a perpetual, non-exclusive,
nontransferable, paid-up license, without
right to sublicense, to use Study Data (i)
subject to the obligations set forth in section
3 “Confidentiality”, for internal, non-
commercial research and for educational
purposes, and (i) for preparation of
publications in accordance with Section 5

podiely, vratane vsetkych prav duSevného
vlastnictva, vo vSetkych  dbévernych
informaciach  (definovanych nizSie) a
vSetkych ostatnych Udajoch skusania.

1.3.3. Pristup, pouzitie, monitorovanie a
inSpekcia. Zdravotnicke zariadenie
potvrdzuje, Ze skuSajuci poskytne originaly
alebo képie (od pripadu k pripadu) vetkych
udajov  sku3ania  spoloCnosti  IQVIA
a zadavatelovi na ich pouzitie zadavatefom.
Zdravotnicke zariadenie poskytne
zadavatelovi, spolo¢nosti IQVIA a ich
zastupcom a predstavitelom primerany
pristup do priestorov pracoviska skusania a
k zdravotnym zdznamom a Udajom
skuSania, aby umoznilo zadavatelovi,
spolo¢nosti  IQVIA a ich zastupcom
a predstavitelom vykonavat monitorovanie
skuSania.

Zdravotnicke zariadenie poskytne
kontrolnym uUradom primerany pristup do
priestorov pracoviska skuSania a
k zdravotnym  zaznamom a  udajom
skuSania a umozni im robit’ si z nich képie.
Zdravotnicke zariadenie sa zavazuje
spolupracovat so zastupcami spolo¢nosti
IQVIA a zadavatela a zabezpedi, aby ich
zamestnanci, zastupcovia a predstavitelia
zdravotnickeho zariadenia nerusili ani inak
pre nich nevytvarali nepriaznivé pracovné
prostredie.

Zdravotnicke zariadenie bude spoloCnost
IQVIA okamzite informovat o vSetkych
poziadavkach, koreSpondencii a
komunikacii tykajucej sa skuSania (a
poskytne z nich spolo¢nosti IQVIA kopie) so
vSetkymi  Statnymi alebo  kontrolnymi
uradmi, najma poziadavkach na in$pekciu
priestorov pracoviska skisania, a umozni
zastupcom spolocnosti IQVIA a zadavatela,
aby sa na takychto inSpekciach zucastnili.
Zdravotnicke zariadenie vynalozi primerané
usilie na to, aby oddelilo a neodovzdalo
Ziadne také doverné informacie, ktorych
odovzdanie poc&as tychto inSpekcii nie je
pozadované.

1.3.4. licencia. Zadavatel tymto udeluje
zdravotnickemu zariadeniu trvald,
nevyhradnu, neprenosnu, vyplatenu
licenciu, bez prava udelovat sublicencie, na
pouzitie  Udajov  skuSania (i) pod
podmienkou splnenia povinnosti uvedenych
v Clanku 3 ,Dbévernost”, na interny,
nekomerény vyskum a na vzdelavacie ucely
a (i) na pripravu publikacii v sulade s
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“Publication Rights”.

1.3.5. Survival. This section 1.3 “Medical
Records and Study Data” shall survive
termination or expiration of this Agreement.

1.4 Duties of Investigator

Institution agrees that the arrangements
between IQVIA and Investigator concerning
the conduct of the Study including payments
due to the Investigator for performance of the
Study are detailed in a separate written
agreement.

If the Investigator and Institution retain the
services of any individual or party to perform
Study-related duties and functions, the
Institution and Investigator shall ensure this
individual or party is qualified to perform those
Study-related duties and functions and shall
implement procedures to ensure the integrity of
the Study-related duties and functions
performed and any data generated.

1.5. Adverse Events

The Institution acknowledges that Investigator
shall report adverse events and serious
adverse events as directed in the Protocol and
by applicable laws and regulations.

Sponsor will promptly report to the Investigator,
the Institution’s IRB/IEC, and IQVIA, any
finding that could affect the safety of Study
Subjects or their willingness to continue
participation in the Study, influence the
conduct of the Study, or alter the Institution’s
IRB/IEC approval to continue the Study.

1.6. Use and Return of Investigational Product

¢lankom 5 ,Prava na publikovanie”.

1.3.5. Pretrvanie. Platnost tohto ¢lanku 1.3
.Zdravotné zaznamy a udaje skuSania“
pretrva vypovedanie alebo vyprSanie tejto
zmluvy.

1.4 Povinnosti sku8ajuceho

Zdravotnicke zariadenie akceptuje, Ze dohoda
medzi spoloCnostou IQVIA a skuSajucim o
vedeni  skuSania  aplatbach  splatnych
skuSajucemu za vykonanie skuSania je
podrobne definovana v samostatnej pisomnej
zmluve.

Ak si skuSajuci a zdravotnicke zariadenie
zaobstaraju na plnenie povinnosti a funkcii
suvisiacich so skuSanim sluzby nejakej inej
osoby alebo strany, musia skuSajuci a
zdravotnicke zariadenie zabezpecit, aby tato
osoba alebo strana mala kvalifikaciu na pInenie
takychto povinnosti a funkcii suvisiacich so
skusanim a zaviest postupy, ktorymi zaistia
integritu  vykonavanych povinnosti a funkcii
suvisiacich so  skuSanim a  vSetkych
vytvorenych udajov.

1.5. NeZiaduce udalosti

Zdravotnicke  zariadenie  potvrdzuje, Ze
skusajuci bude neziaduce udalosti a zavazné
neziaduce udalosti hlasit podfa poziadaviek
protokolu a platnych pravnych predpisov.

Zadavatel bude skusSajuceho, eticki komisiu
zdravotnickeho zariadenia a spolo¢nost IQVIA
urychlene informovat o kazdom zisteni, ktoré
by mohlo mat’ dopad na bezpe&nost subjektov
skuSania alebo na ich ochotu pokradovat v
ucasti na skusani, ovplyvnit priebeh sku$ania
alebo zmenit suhlas  etickej komisie
zdravotnickeho zariadenia s pokracovanim
skudania.

1.6. Pouzitie a vratenie skusaného produktu a

and Equipment
Sponsor or a duly authorized agent of

Sponsor, shall supply Investigator at
Institution’s facilities with sufficient amount of
Investigational Product as described in the
Protocol.

Institution will enable Investigator to maintain
the Investigational Product as specified by
Sponsor and according to applicable laws and
regulations, including storage in a locked,
secured area at all times.

If applicable, the Institution shall return any
equipment or materials provided by Sponsor
for use in the Study unless Sponsor and
Institution have a written agreement for

vybavenia
Zadavatel alebo jeho riadne splnomocneny

zastupca doda skusSajucemu do priestorov
zdravotnickeho zariadenia dostatocné
mnozstvo skusSaného produktu, v sulade s
protokolom.

Zdravotnicke zariadenie zabezpeli, aby
skudajuci za kazdych okolnosti skladoval
skudany produkt podfa pokynov zadavatela a
podla platnych pravnych predpisov, vratane
skladovania v uzamknutych a zabezpe€enych
priestoroch.

V relevantnych pripadoch zdravotnicke
zariadenie vrati vSetko vybavenie a vSetky
materialy poskytnuté zadavatelom na pouzitie
v skusani, pokial zadavatel a zdravotnicke
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Institution to acquire the equipment. If there
are Institution’s facility improvements provided
by IQVIA or Sponsor in relation to the Study,
then Institution shall enter a separate written
agreement with IQVIA or Sponsor with respect
to such facility improvements.

1.7. Key Enroliment Date

The Site understands and agrees that if
Investigator has not enrolled at least one (1)
Study Subject by the Key Enroliment Date then
IQVIA may terminate this Agreement in
accordance with Section 15 “Term &
Termination” Sponsor/IQVIA has the right to
limit enroliment at any time.

2. PAYMENT

In consideration for the proper performance of the
Study by Investigator and Institution in compliance
with the terms and conditions of this Agreement,
payments shall be made in accordance with the
provisions set forth in Attachment A, with the last
payment being made after the Institution completes
all its obligations hereunder, and IQVIA has
received all properly completed CRFs and, if IQVIA
requests, all other Confidential Information (as
defined below).

3. CONFIDENTIALITY

3.1 Definition

"Confidential Information” means the
confidential and proprietary information of
Sponsor and includes (i) all information
disclosed by or on behalf of Sponsor to
Institution, Investigator or other Institution
personnel, including without limitation, the

Investigational Product, technical information
relating to the Investigational Product, all Pre-
Existing Intellectual Property (as defined in
Section 4) of Sponsor, and the Protocol; and
(iiy Study enrollment information, information

pertaining to the status of the Study,
communications to and from regulatory
authorities, information relating to the

regulatory status of the Investigational Product,
and Study Data and Inventions (as defined in
Section 4).

Confidential Information shall not include

information that:

(i) can be shown by documentation
to have been public knowledge
prior to or after disclosure by
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zariadenie neuzatvoria pisomnd zmluvu o
nadobudnuti vybavenia zdravotnickym
zariadenim. Ak zadavatel alebo spolo¢nost
IQVIA poskytni v sulvislosti so skuSanim
nejaké Upravy priestorov zdravotnickeho
zariadenia, uzatvori zdravotnicke zariadenie so
spolo¢nostou IQVIA alebo zadavatelom
samostatnu zmluvu, tykajucu sa takychto uprav
priestorov.

1.7. Kfu€ovy datum zaradovania

Pracovisko skuSania berie na vedomie a
suhlasi, ze ak skusajuci do kfu¢ového datumu
zaradovania nezaradi do skuSania aspon
jeden (1) subjekt, spolo¢nost IQVIA moéze tato
zmluvu vypovedat podfa ¢lanku 15 ,Doba
platnosti a vypovedanie”. Zadavatel a
spoloCnost IQVIA maju pravo kedykolvek
obmedzit zaradovanie pacientov.

2. PLATBY

Ako protiplnenie za riadne vykonanie skuSania
skuSajucim a zdravotnickym zariadenim v sulade s
podmienkami tejto zmluvy sa budu poukazovat
platby podla ustanoveni uvedenych v Prilohe A,
pricom posledna platba sa poukaze potom, ¢o
zdravotnicke zariadenie splni vSetky svoje
povinnosti podla tejto zmluvy a spolo¢nost’ IQVIA
dostane vsetky riadne vyplnené CRF, a ak to bude
pozadovat, aj vSetky ostatné ddverné informacie
(definované nizSie).

3. DOVERNE INFORMACIE

3.1 Definicia
,D0verné informacie* znamenaju dbverné a
vlastnickymi pravami chranené informacie

zadavatela a zahffiaju (i) v8etky informacie
odovzdané zadavatefom alebo jeho
zastupcami zdravotnickemu zariadeniu,
skusajucemu alebo inému personalu
zdravotnickeho zariadenia, najma skuSany
produkt, technické informacie tykajuce sa
skusaného produktu, vSetko dovtedy existujice
duSevné vlastnictvo zadavatela (definované v
¢lanku 4) a protokol; a (ii) informacie o
zaradovani do skuSania, informacie o stave
skudania, komunikaciu s kontrolnymi uradmi,
informéacie o stave registracie sku$aného

produktu, Udaje skuSania a vynalezy
(definované v &lanku 4).
Déverné informacie nezahffiaju informacie,
ktoré:
(i) ako mozno preukazat
dokumentaciou, sa stali verejne
znamymi pred odovzdanim
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(ii)

(i)

Sponsor, other than through
wrongful acts or omissions
attributable to Institution or any of
its personnel;

can be shown by documentation
to have been in the possession of
Institution or any of its personnel
prior to disclosure by Sponsor,
from sources other than Sponsor
that did not have an obligation of
confidentiality to Sponsor;

can be shown by documentation
to have been independently
developed by Institution or any of
its personnel; or

(ii) ako mozno

(i) ako mozno

zadavatelom alebo po fom, inak,
nez protipravhym konanim alebo
zanedbanim pripisatelnym
zdravotnickemu zariadeniu alebo
jeho personalu;

preukazat
dokumentaciou, zdravotnicke
zariadenie alebo jeho personal mal
pred ich odovzdanim zadavatelom
z inych zdrojov, ktoré nemali voci
zadavatelovi povinnost zachovania
ich utajenia;

preukazat
dokumentaciou, nezavisle vytvorilo
zdravotnicke zariadenie alebo jeho
personal; alebo

(iv) is permitted to be disclosed by
written authorization from
Sponsor.
3.2. Obligations
Institution and Institution’s personnel, including
Study Staff shall not

0] use Confidential

(iv) je povolené odovzdavat na zaklade
pisomného povolenia zadavatela.

3.2. Povinnosti
Zdravotnicke zariadenie ajeho personal,
vratane personalu skusania, nesmu:

(i) pouzivat doéverné informacie

Information for any
purpose other than the
performance of the Study
or

(ii) disclose Confidential
Information to any third
party, except as permitted
by this Section 3 or by
Section 5  “Publication
Rights”, or as required by
law or by a regulatory
authority or as authorized
in writing by the disclosing
party.

To protect Confidential Information, Institution

agrees to:

0) limit  dissemination  of
Confidential Information to
only those Study Staff
having a need to know for
purposes of performing the

Study;

(i) advise all Study Staff who
receive Confidential
Information of the

confidential nature of such
information; and

(iii) use reasonable measures
to protect Confidential
Information from
disclosure.

na iné ucely, nez je vykonanie
skusania alebo

(i) odovzdavat doverné
informacie akejkolvek tretej
strane, okrem pripadov

povolenych vtomto ¢lanku 3
alebo v d&lanku 5 ,Prava na
publikovanie”, ak je to
pozadované pravnymi
predpismi alebo kontrolnymi
uradmi alebo na zaklade

pisomného povolenia
odovzdavajuce;j zmluvnej
strany.

Aby chranilo doéverné informacie, zavazuje sa
zdravotnicke zariadenie:

(i) obmedzit Sirenie dbévernych
informacii len na ten personal
skusania, ktory ich potrebuje
poznat na ucely vykonania
skusania;

(i) informovat vSetok personal
skusania, ktory dostane
doverné informacie, o dévernej
povahe tychto informacii a

(iiiy pouzit primerané opatrenia na
ochranu dévernych informacii
pred odhalenim.

Nothing herein shall limit the right of Institution Ni¢ z toho, €o je uvedené v tomto odseku
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to disclose Study Data as permitted by Section
5 “Publication Rights.”

3.3. Compelled Disclosure

In the event that Institution receives notice
from a third party seeking to compel disclosure
of any Confidential Information, the notice
recipient shall provide Sponsor with prompt
notice so that Sponsor may seek a protective
order or other appropriate remedy. In the event
that such protective order or other remedy is
not obtained, the notice recipient shall furnish
only that portion of the Confidential Information
which is legally required to be disclosed, and
shall request confidential treatment for the
Confidential Information.

3.4. Return or Destruction

Upon termination of this Agreement or upon
any earlier written request by Sponsor at any
time, Institution shall return to Sponsor, or
destroy, at Sponsor’s option, all Confidential
Information other than Study Data.

3.5. Survival

This Section 3 “Confidentiality” shall survive
termination or expiration of this Agreement for
ten (10) years.

4. INTELLECTUAL PROPERTY

4.1 Pre-existing Intellectual Property
Ownership of inventions, discoveries, works of
authorship and other developments existing as
of the Effective Date and all patents,
copyrights, trade secret rights and other
intellectual property rights therein (collectively,
“Pre-existing Intellectual Property”), is not
affected by this Agreement, and no Party or
Sponsor shall have any claims to or rights in
any Pre-existing Intellectual Property of
another, except as may be otherwise expressly
provided in any other written agreement
between them.

4.2 Inventions

For purposes hereof, the term “Inventions”
means all inventions, discoveries and
developments conceived, first reduced to
practice or otherwise discovered or developed
by a Party or Sponsor or any of such entity’s
personnel in performance of the Study.
Sponsor shall own all Inventions that are
conceived, first reduced to practice or
otherwise discovered or developed by the
Institution, the Investigator or any of their

neobmedzuje pravo zdravotnickeho zariadenia
odovzdavat udaje sku3ania spbsobom,
povolenym podfa ¢&lanku 5 ,Prava na
publikovanie®.

3.3. Vynutené odovzdanie

V pripade, ze zdravotnicke zariadenie dostane
od ftretej strany vyrozumenie, ktorym sa tato
bude snazit vynutit si odovzdanie akejkolvek
dovernej informacie, prijemca vyrozumenia
bude o tom zadavatela okamzZite pisomne
informovat, aby mohol zadavatel poziadat o
ochranny sudny prikaz alebo iny vhodny
opravny prostriedok. V pripade, Ze sa takyto
ochranny sudny prikaz alebo iny vhodny
opravny prostriedok ziskat nepodari, musi
prijemca vyrozumenia poskytnut len ta Cast
dovernych informacii, ktorej odovzdanie je
pozadované podla pravnych predpisov a musi
pozadovat, aby sa s tymito informaciami
zaobchadzalo ako s dévernymi.

3.4. Vratenie alebo likvidacia

Po vypovedani tejto zmluvy alebo po skorsej
pisomnej poziadavke zadavatela, zdravotnicke
zariadenie podla rozhodnutia zadavatela vrati
zadavatelovi alebo zlikviduje vSetky déverné
informacie, okrem udajov skusania.

3.5. Pretrvanie

Platnost’ tohto ¢lanku 3 ,Ddverné informacie”
pretrva desat’ (10) rokov po vypovedani alebo
vyprsani tejto zmluvy.

4. DUSEVNE VLASTNICTVO

4.1 Existujuce duSevné vlastnictvo

Vlastnictvo vynalezov, objavov, autorskych diel
a dalSieho vyvoja existujuceho k datumu
ucinnosti  zmluvy a vdetkych patentov,
autorskych prav, prav na obchodné tajomstva
a dalSich prav duSevného viastnictva v nich
obsiahnutych (spolo¢ne ako ,existujice
dusevné vlastnictvo”) nie je ovplyvnené touto
zmluvou a zmluvna strana ani zadavatel
nebudi mat ziadny narok ani pravo na
existujuce dusSevné vlastnictvo inej zmluvnej
strany, okrem pripadov vyslovne uvedenych
v inych pisomnych zmluvach medzi nimi.

4.2 Vynalezy

Na Uucely tejto zmluvy pojem ,vynalezy*
znamena vSetky vynalezy, objavy a vyvoj
sformulované, prvykrat uvedené do praxe
alebo inak objavené alebo vyvinuté zmluvnou
stranou, zadavatelom alebo personalom
niektorého z nich pri vykonavani skudsSania.
Zadavatel je vlastnikom vSetkych vynalezov,
ktoré sformuluje, prvykrat uvedie do praxe
alebo inak objavi alebo vyvinie zdravotnicke
zariadenie, skuSajuci alebo niekto zich
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personnel in performance of the Study.

4.3. Assignment of Inventions

Institution shall, and shall cause its personnel
to, disclose all Inventions promptly and fully to
Sponsor in writing, and Institution, on behalf of
itself and its personnel, hereby assigns to
Sponsor all of its rights, title and interest in and
to Inventions, including all patents, copyrights
and other intellectual property rights therein
and all rights of action and claims for damages
and benefits arising due to past and present
infringement of said rights. Institution shall
cooperate and assist Sponsor by executing,
and causing its personnel to execute, all
documents reasonably necessary for Sponsor
to secure and maintain Sponsor’s ownership
rights in Inventions.

4.4. License

Sponsor hereby grants to Institution a
perpetual, non-exclusive, non-transferable,
paid-up license, without right to sublicense, to
use Inventions, subject to the obligations set
forth in Section 3 “Confidentiality”, for internal,
non-commercial research and for educational
purposes.

4.5. Patent Prosecution
Institution shall cooperate, at Sponsor's
request and expense, with Sponsor’s
preparation, filing, prosecution, and
maintenance of all patent applications and
patents for Inventions.

4.6. Survival
This Section 4 ‘“Intellectual Property” shall
survive termination or expiration of this
Agreement.

5. PUBLICATION RIGHTS

Institution agrees not to publish or refer to the
Study, in whole or in part, without the prior
expressed written consent of Sponsor.

5.1 Use of Name, Reqistry and Reporting
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personalu pri vykonavani skusania.

4.3. Postupenie vynalezov

Zdravotnicke zariadenie odovzda a zabezpedi,
aby aj jeho persondl odovzdal vSetky vynalezy
zadavatelfovi urychlene, vplnej miere a
v pisomnej forme a zdravotnicke zariadenie vo
svojom mene a v mene svojho personalu tymto
postupuje zadavatefovi vSetky svoje prava,
naroky a podiely na vSetkych vynalezoch,
vratane vsSetkych patentov, autorskych prav
alebo inych prav dusevného vlastnictva v nich
obsiahnutych a vSetky prava na sudne stihanie
a zalovanie  vSetkych  8kdd  a v3etkého
prospechu, ktory vznikne na zaklade minulého
alebo suCasného porusSenia tychto prav.
Zdravotnicke zariadenie bude so zadavatelom
spolupracovat’ tym, ze podpiSse a zabezpedi,
aby aj jeho personal podpisal vSetky
dokumenty primerane potrebné pre zadavatela
na zabezpelCenie a udrzanie si vlastnickych
prav na vSetky vynalezy.

4.4. Licencia

Zadavatel tymto zdravotnickemu zariadeniu
udefuje trvalu, nevyhradnu, neprenosnu,
vyplatena licenciu, bez prava udelovat
sublicencie, na pouzitie vynalezov, pod
podmienkou splnenia povinnosti uvedenych v
¢lanku 3 ,Doévernost”, na interny nekomerény
vyskum a na vzdelavacie ucely.

4.5. Pravna ochrana patentov

Zdravotnicke zariadenie bude so zadavatelom
na jeho poZiadavku a néklady spolupracovat
pri priprave, podavani, sudnom stihani a
udrziavani vSetkych Ziadosti o patent a
patentov na vynalezy.

4.6. Pretrvanie

Platnost tohto ¢lanku 4 ,DuSevné vlastnictvo®
pretrva vypovedanie alebo vypr3anie tejto
zmluvy.

5. PRAVA NA PUBLIKOVANIE

Zdravotnicke zariadenie sa zavazuje, Zze nebude
skuSanie publikovat ani sa na skuSanie odvolavat,
¢i uz Ciasto€ne alebo Uplne, bez predchadzajuceho
vyslovného pisomného suhlasu zadavatela.

5.1 Pouzitie _mien a nazvov, registracia
a spravy zo skusania
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No Party hereto shall use any other Party’s
name, or Sponsor’'s name, in connection with
any advertising, publication or promotion
without prior written permission, except that the
Sponsor and IQVIA may use the Institution’s
name in Study publications and
communications,  including clinical trial
websites and Study newsletters. Sponsor will
register the Study with a public clinical trials
registry in accordance with applicable laws and
regulations and will report the results of the
Study publicly when and to the extent required
by applicable laws and regulations.

5.2. Survival
This Section 5 “Publication Rights” shall
survive termination or expiration of this
Agreement.

6. PERSONAL DATA

6.1. Personal Data

Institution agrees that Investigator and study
personal provide their personal data to IQVIA
and _that and/or Sponsor may process
"personal data", as defined in the Regulation
(EU) 2016/679 and applicable national
legislation  enacted under the same
(collectively "Data Protection Legislation"), of
the Investigator and Study Staff for study-
related purposes and all such processing will
be carried out in accordance with the Data
Protection Legislation.

Investigator's  personal data may be
transferred to  countries  outside  of
Investigator’s country, which may not provide
for the same level of protection as is
applicable in Investigator's country. In such
event, IQVIA or Sponsor, as applicable, will
make sure that appropriate safeguards are
secured in advance of any transfer in
accordance with IQVIA's or Sponsor’s, as
applicable, legal obligations to ensure the
protection of Investigator's personal data
according to the data protection laws and
regulations  applicable in Investigator's
country.

Ziadna zo zmluvnych stran nepouzije nazov
druhej zmluvnej strany ani nazov zadavatela
v suvislosti s reklamou, publikovanim alebo
propagaciou bez predchadzajuceho
pisomného povolenia; zadavatel a spolo¢nost
IQVIA vSak mozu pouzivat meno
zdravotnickeho zariadenia v publikaciach zo
skuSania a v mediadlnej komunik&cii, vratane
webovych stranok venovanych klinickym
skuSaniam a tlaCovych oznameni o skusani.
Zadavatel zaregistruje skusanie vo verejnom
registri klinickych sku$ani v sulade s platnymi
pravnymi predpismi a zverejni  spravu
z vysledkov  skuSania vtakom termine
arozsahu, v akom to pozaduju platné pravne
predpisy.

5.2. Pretrvanie

Platnost tohto ¢&lanku 5 ,Prava na
publikovanie” pretrva vypovedanie alebo
vyprsanie tejto zmluvy.

6. OSOBNE UDAJE

6.1. Osobné udaje

Zdravotnicke  zariadenie = akceptuje, Ze
sku$ajuci a personal skuSania poskytnu svoje
osobné Udaje spolo¢nosti IQVIA aze
spolo¢nost IQVIA alebo zadavatel mobzu
spracovavat ,0sobné udaje”,
definované Nariadenim Eurépskeho
parlamentu arady (EU) 2016/679 a platnou
narodnou legislativou, uzdkonenou podfa neho
(spolo¢ne ,legislativa o ochrane osobnych
udajov*), skuSajuceho a personalu skusania na
UCely skuSania a kazdé takéto spracovavanie
sa bude vykonavat v sulade s legislativou o
ochrane osobnych udajov.

Osobné udaje skuSajuceho sa mbzu prenasat
mimo krajiny skuSajuceho do krajin, ktoré
nemusia poskytovat rovnaku uroven ochrany,
aka sa na ne vztahuje v krajine skuSajuceho.
V takom pripade spoloCnost IQVIA alebo
zadavatel (podla toho, o ktory pripad péjde)
zabezpecia, aby boli pred kazdym prenosom
zaistené prislusné bezpecnostné zaruky
vsulade so  zakonnymi povinnostami
spolo¢nosti IQVIA alebo zadavatela (podfa
toho, o ktory pripad pdjde), aby zabezpedili
ochranu  osobnych udajov  skuSajuceho
vsulade s pravnymi predpismi o ochrane

osobnych udajov, platnymi v krajine
skusajuceho.
7. STUDY SUBJECT INJURY 7. POSKODENIE ZDRAVIA SUBJEKTOV SKUSANIA

The Institution shall promptly notify IQVIA and Zdravotnicke zariadenie bude spolo¢nost IQVIA a
Sponsor in writing of any claim of illness or injury zadavatela urychlene pisomne informovat o
actually or allegedly due to an adverse reaction to kazdom vznesenom naroku na od3kodnenie
the Investigational Product and cooperate with choroby alebo poSkodenia zdravia skuto€ne alebo
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Sponsor in the handling of the adverse event.

Sponsor shall reimburse Institution for the direct,
reasonable and necessary medical expenses
incurred by Institution for the treatment of any
adverse event experienced by, illness of or bodily
injury to a Study Subject that is caused by
treatment of the Study Subject in accordance with
the Protocol, except to the extent that such adverse
event, illness or personal injury is caused by:

a) failure by Institution, Investigator or
any of their respective personnel to
comply with this Agreement, the
Protocol, any written instructions of
Sponsor concerning the Study, or
any applicable law, regulation or
guidance, including GCPs, issued
by any regulatory authority, or

b) negligence or willful misconduct by
Institution, Investigator or any of
their respective personnel, or

c) failure of the Study Subject to
follow the reasonable instructions
of the Investigator relating to the
requirements of the Study.

This Section 7 “Study Subject Injury” shall survive
termination or expiration of this Agreement.

8. IOVIA DISCLAIMER

IQVIA expressly disclaims any liability in
connection with the Investigational Product,
including any liability for any claim arising out of a
condition caused by or allegedly caused by any
Study procedures associated with such product
except to the extent that such liability is caused by
the negligence, willful misconduct or breach of this
Agreement by IQVIA.

This Section 8 “IQVIA Disclaimer” shall survive
termination or expiration of this Agreement.

8A Liability and Indemnity

8.2 The Sponsor must indemnify the Institution for
damage (including non-pecuniary damage) to the
extent to which a trial subject or any other under
law entitled person successfully claims namely
damage to health (including death) as a result of
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udajne spésobeného neziaducou reakciou na
skuSany produkt a spolupracovat so zadavatelom
pri rieSeni tejto nezZiaducej udalosti.

Zadavatel uhradi zdravotnickemu zariadeniu
priame, primerané a potrebné medicinske naklady,
ktoré zdravotnickemu zariadeniu vzniknu pri lieCbe
neziaducej udalosti, choroby alebo poSkodenia
zdravia subjektu skuSania, ktoré spdsobi lieCba
subjektu skudSania v sulade s protokolom, s
vynimkou pripadov, kedy takuto neziaducu udalost,
chorobu alebo poskodenie zdravia spbsobi:

a) nedodrzanie tejto zmluvy,
protokolu, v3etkych pisomnych
pokynov zadavatela ku skuSaniu a
vSetkych platnych pravnych
predpisov, nariadeni a smernic
kontrolnych uradov (vratane
spravnej klinickej praxe) zo strany
zdravotnickeho zariadenia,
skusajuceho alebo ich personalu,

b) nedbanlivost alebo  Umyselne
nespravne konanie zdravotnickeho
zariadenia, sku3ajuceho alebo ich
personalu alebo

c) nedodrzanie primeranych pokynov
skusajuceho, tykajucich sa
poziadaviek skuSania, zo strany
subjektu skusania.

Platnost tohto ¢&lanku 7 ,PoSkodenie zdravia
subjektu skuSania” pretrva vypovedanie alebo
vyprsanie tejto zmluvy.

8. VYHRADA SPOLOCNOSTI IQVIA

Spoloénost IQVIA tymto vyslovne odmieta
akukolvek zodpovednost v suvislosti so sku8anym
produktom, vratane zodpovednosti za vznesené
naroky na nahradu Skody, ktora vznikne na zaklade
zdravotného problému spdsobeného alebo udajne
spbsobeného akymkolvek postupom skuSania
spojenym s takymto produktom, okrem rozsahu, v
ktorom by takato zodpovednost bola odévodnena
zanedbanim, uUmyselne nespravnym konanim
alebo porusenim tejto zmluvy zo strany spolo¢nosti
IQVIA.

Platnost tohto ¢&lanku 8 ,Vyhrada spolo€nosti
IQVIA” pretrva vypovedanie alebo vypr3anie tejto
zmluvy.

8A. Zodpovednost a odSkodnenie

8.2 Zadavatel odSkodni Zdravotnicke zariadenie a
nahradi ujmu (vratane ujmy nemajetkovej) v
rozsahu, v akom je vo€i nemu na prislusnom sude
subjektom skuSania alebo inymi, na to podla
platnych  pravnych  predpisov  opravnenymi
osobami, uUspedne uplatneny najma narok na
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using the Investigational medicinal product or any
clinical intervention or procedure required by the
Protocol in a competent court of justice, provided
that such damage:

8.2.1 did not arise from the failure of the
Indemnified Party to comply with (a) the terms of
this Agreement; and/or (b) the Protocol, and/or (c)
all applicable laws and regulations governing the
performance of the Clinical Trial, and/or (d) safety
measures and written instructions of the Sponsor or
its Affiliates; and/or

8.2.2 does not arise from a negligent or willful
illegal act or omission of the Indemnified Party;
and/or

8.2.3 is not fully covered by insurance taken out in
compliance with applicable laws for the benefit of
the Indemnified Party.

8.3 In the case that such damage incurs only in
part due to reasons on the part of the Indemnified
Party as specified in Article 8.2.1 or 8.2.2, the
Indemnified Party shall be enttled to
indemnification from the Sponsor to the extent to
which the reasons indicated in Article 8.2.1 and/or
8.2.2 did not contribute to the damage.

8.4 The Contracting Partners shall not be entitled to
indemnification under Article 8.2 and the Sponsor
shall not provide indemnification, with the exception
of Paragraph 8.4.3, if the Contracting Partners
breach any of the following obligations and such
breach has a negative impact on the possibility of
successful defense against the lodged claim:

8.4.2 The Contracting Partners must cooperate and
require its employees to cooperate, with the
Sponsor and its attorneys and insurers in the
defense of such a claim or lawsuit; and

8.4.3 The Contracting Partners may not recognize
or settle any such claim or lawsuit without the prior
written consent of the Sponsor.

8.5 The Sponsor is obliged to indemnify the
Indemnified Party for health damage (including
death) to trial subject as a result of using the
Investigational medicinal product and used in
Clinical Trial provided that such claim was not due
to a breach of the Contracting Partners’ obligations.

9 — Insurance
9.1 The Sponsor shall be responsible for taking out
Slovakia Clinical Trial Agreement template-INSTITUTION based
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nahradu ujmy na zdravi (vratane smrti) vzniknutej z
dévodu uzivania  SkuSaného lieku alebo
akéhokolvek vykonu alebo postupu vykonaného na
subjekte skuSania podla poziadaviek Protokolu, a
to za podmienky, Ze tato ujma:

8.2.1 nevznikla z dévodu, Zze Od3kodfiovana strana
nekonala v sulade (a) s podmienkami tejto Zmluvy;
a/alebo (b) Protokolom; a/alebo (c) vSetkymi
prislusnymi pravnymi predpismi a pravidlami
upravujucimi vykonavanie Klinického skusania;
a/alebo (d) bezpeénostnymi opatreniami a
pisomnymi pokynmi Zadavatefa alebo jeho
Prepojenych osbb; a/alebo

8.2.2 nevznikla z dévodu nedbanlivostného alebo
umyselného  protipravneho  konania  alebo
opomenutia Odskodhovanej strany; a/alebo

8.2.3 nie je plne hradena z poistenia dohodnutého
v sulade s pravnymi predpismi v prospech
Odskodrovane;j strany.

8.3 Dalej plati, Ze ak vznikne taka ujma iba séasti z
dévodov na strane OdSkodrovanej strany
uvedenych v ¢l. 8.2.1, alebo 8.2.2, OdSkodnovanej
strane vznika narok na nahradu ujmy vodi
Zadavatelovi v rozsahu, v akom vznikla Skodu
mimo dovodov uvedenych v &l. 8.2.1 a/alebo 8.2.2.

8.4 Pravo Zmluvnych partnerov na nahradu ujmy
podla ¢l. 8.2 dalej nevznikne a Zadavatel nebude
mat  povinnost nahradu ujmy poskytnut, s
vynimkou ods. 8.4.3, len v rozsahu, v ktorom bude
mat poruSenie niektorej z nizSie uvedenych
povinnosti zo strany Zmluvnych partnerov
negativny vplyv na moznost uspeSne sa branit
proti uplathenému naroku na nahradu ujmy:

8.4.2 Zmluvné strany su povinné spolupracovat’ so
Zadavatelom a jeho pravnymi zastupcami a
poistovatelmi pri obrane proti takému naroku alebo
Zalobe, a zabezpe it takuto spolupracu to strany
svojich zamestnancov; a

8.4.3 Zmluvni partneri nesmu uznat’ ani uspokojit
Ziadny takyto narok mimo alebo v rdmci sudneho
konania bez predchadzajuceho pisomného suhlasu
Zadavatela.

8.5 Zadavatel je OdSkodriovanej strane povinny
nahradit ujmu na zdravi (vratane smrti), ktora
vznikla subjektu skuSania vyhradne v désledku
uzivania SkuSaného lieku pouzitého v ramci
Klinického skusania a to za predpokladu, ze narok
nevznikol v doésledku poruSenia povinnosti
Zmluvnych partnerov.

Cl. 9 — Poistenie

9.1 Zadavatel

zodpoveda za zabezpeclenie
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insurance for the purposes of the Clinical Trial in
compliance with applicable legal regulations. For
these purposes, the Sponsor represents and
warrants that it took out insurance of liability of the
Sponsor and the Institution for damage (including
the non- pecuniary damage, with the exception of
non- pecuniary damage caused by violation of
personality or name protection rights, by
defamation, slander, bullying, harassment, unequal
treatment or by any other way of discrimination),
including indemnification in case of death of a trial
subject or damage to health to a trial subject due to
the Clinical Trial performance pursuant to Section
43, letter h) point 3 of Pharmaceuticals Act. The
Sponsor further represents and warrants that it took
out insurance of liability of the Centre for damage
that may be caused to the trial subject pursuant to
Section 43 letter h) point 4 of Pharmaceuticals Act.
In order to eliminate any doubts, the Sponsor and
the Contracting Partners represent and warrant that
this insurance does not replace insurance covering
activities which are not related to the Clinical Trial,
e.g. a regular provision of medical services.

9. CONSEQUENTIAL DAMAGES

Neither IQVIA nor Sponsor shall be responsible to
the Institution for any lost profits, lost opportunities,
or other consequential damages, nor shall
Institution be responsible to IQVIA or Sponsor for
any lost profits, lost opportunities, or other
consequential damages.

Nothing herein is intended to exclude or limit any
liability of any party for death or personal injury
caused by the negligence of such party.

This Section 9 “Consequential Damages” shall
survive termination or expiration of this Agreement.

10. DEBARMENT

The Institution represents and warrants that neither
Institution nor Investigator, nor any of Institution’s
or Investigator's employees, agents or other
persons performing the Study at Institution, have
been debarred, disqualified or banned from
conducting clinical trials or are under investigation
by any regulatory authority for debarment or any
similar regulatory action in any country, and the
Institution shall notify IQVIA immediately if any
such investigation, disqualification, debarment, or
ban occurs.

This Section 10
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poistenia na ucel Klinického skusania v sulade s
prislusnymi pravnymi predpismi. Na tento ucel
Zadavatel prehlasuje, Ze zabezpecil poistenie
zodpovednosti Zadavatela a pracoviska skuSania
za Skodu (vratane nemajetkovej ujmy, okrem
nemajetkovej ujmy spdsobenej porusenim prav na
ochranu osobnosti ¢ mena, urazkou na cti,
ohovaranim, Sikanovanim, obtazovanim,
nerovnakym zaobchadzanim ¢&i inymi spésobmi
diskriminacie), prostrednictvom ktorého je
zabezpeCené aj odSkodnenie v pripade smrti
subjektu skusania alebo v pripade ujmy vzniknutej
na zdravi subjektu skuSania v dosledku
vykonavania Klinického sku$ania v sulade s § 43
pism. h) bod 3 zakona o liekoch. Zadavatel dalej
prehlasuje, ze zabezpecil poistenie zodpovednosti
pracoviska skuSania za Skodu, ktora moéze byt
spOsobena subjektu skudania v sulade s § 43 pism.
h) bod 4. z&kona o liekoch. Pre vylucenie
pochybnosti Zadavatel a Zdravotnicke zariadenie
vyhlasuju, Ze poistenie podla tohto odseku
nenahradza poistenie vztahujuce sa k aktivitam,
ktoré nesuvisia s Klinickym skusSanim napr. bezné

poskytovanie zdravotnych sluzieb. Zadavatel
udrziava poistenie poCas celej doby trvania
klinického skusania.
9. NASLEDNE $KODY
Spolo¢nost  IQVIA ani zadavatel nerucia

zdravotnickemu zariadeniu za Ziadny uSly zisk,
stratu prileZitosti ani iné nasledné S3Skody, ani
zdravotnicke zariadenie neruci spolo¢nosti IQVIA a
zadavatelovi za Ziadny u8ly zisk, stratu prileZitosti
ani iné nasledné Skody.

Ni¢ z toho, €o je uvedené v tejto zmluve, nema
vylucit ani obmedzit zodpovednost ktorejkolvek
zmluvnej strany za smrt alebo poskodenie zdravia,
spOsobené nedbalostou tejto zmluvnej strany.

Platnost’ tohto ¢lanku 9 ,Nasledné Skody” pretrva
vypovedanie alebo vyprsanie tejto zmluvy.

Zdravotnicke zariadenie vyhlasuje a zaruéuje, Ze
skudajuci, zdravotnicke zariadenie, ani Ziadni ich
zamestnanci, zastupcovia alebo iné osoby
vykonavajuce skuSanie v zdravotnickom zariadeni,
neboli vylu¢ené, diskvalifikované a nebol im
udeleny zdkaz d¢innosti pri vykonavani klinickych
skuSani, ani nie suU predmetom vySetrovania
akéhokolvek Statneho alebo kontrolného uradu vo
veci vylu€enia alebo podobného uradného postihu
v akejkolvek krajine a zdravotnicke zariadenie
bude spolo¢nost IQVIA okamzite informovat, ak sa
takéto vySetrovanie, diskvalifikacia, vylu€enie alebo
zakaz €innosti vyskytne.

tohto ¢&lanku 10
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termination or expiration of this Agreement.

11. FINANCIAL DISCLOSURE AND CONFLICT OF

vypovedanie alebo vyprSanie tejto zmluvy.

11. FINANCNE PRIZNANIA A KONFLIKT ZAUJMOV

INTEREST
Institution agrees that Investigator and sub-
investigators provided Financial Disclosure Forms
1572.

12. ANTI-KICKBACK AND ANTI FRAUD

Institution agrees that its judgment with respect to
the advice and care of each Study Subject will not
be affected by the compensation it receives from
this Agreement, that such compensation does not
exceed the fair market value of the services they
are providing, and that no payments are being
provided to them for the purpose of inducing them
to purchase or prescribe any drugs, devices or
products.

If the Sponsor or IQVIA provides any free products
or items for use in the Study, Institution agrees that
they will not bill any Study Subject, insurer or
governmental agency, or any other third party, for
such free products or items.

Institution agrees that they will not bill any Study
Subject, insurer, or governmental agency for any
visits, services or expenses incurred during the
Study for which they have received compensation
from IQVIA or Sponsor, or which are not part of the
ordinary care they would normally provide for the
Study Subject, and that Institution will not pay
another physician to refer subjects to the Study.

13. ANTI-BRIBERY

Institution agrees that the fees to be paid pursuant
to this Agreement represent fair compensation for
the services to be provided by Institution. Institution
represents and warrant that payments or Items of
Value received pursuant to this Agreement or in
relation to the Study will not influence any decision
that Institution, or any of its respective owners,
directors, employees, agents, consultants, or any
payee under this Agreement may make, as a
Government Official or otherwise, in order to assist
Sponsor or IQVIA to secure an improper advantage
or obtain or retain business.

Institution further represents and warrants that
neither it nor any of its respective owners, directors,
employees, agents, or consultants, nor any payee
under this Agreement, will, in order to assist
Sponsor or IQVIA to secure an improper advantage
or obtain or retain business, directly or indirectly
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Zdravotnicke zariadenie berie na vedomie, zZe
skusajuci a spolusku$ajuci poskytli FDA formular
1572

12. USTANOVENIA NAMIERENE PROTI PROVIZIAM A
PODVODOM

Zdravotnicke zariadenie potvrdzuje, Zze odmena,
ktoru dostane podfa tejto zmluvy, neovplyvni jeho
usudok v suvislosti s poradenstvom a
starostlivostou poskytovanou kazdému subjektu
skuSania, Ze tato odmena nepresahuje spravodlivu
trhovu hodnotu sluzieb, ktoré poskytuje a Ze Ziadne
platby sa mu neposkytuju za u¢elom nabadania na
nakup alebo predpisovanie akychkolvek liekov,
pomdcok alebo produktov.

Ak zadavatel alebo spoloCnost IQVIA bezplatne
poskytne akykolvek produkt alebo polozku na
pouzitie v skuSani, zdravotnicke zariadenie sa
zavazuje neuctovat tieto bezplatné produkty alebo
polozky zZiadnemu subjektu skuSania, poistovni,
Statnemu uradu ani akejkolvek inej tretej strane.

Zdravotnicke zariadenie sa zavazuje neuctovat
Ziadnemu subjektu skusSania, poistovni, Statnemu
uradu ani akejkolvek inej tretej strane ziadne
navstevy, sluzby alebo vydavky, ktoré mu vzniknu
poCas skuSania a za ktoré dostalo uhradu od
spolo¢nosti IQVIA alebo zadavatela, alebo ktoré
nie su sucCastou beznej starostlivosti, ktoru by
subjektu skuSania za normalnych okolnosti
poskytlo a Ze zdravotnicke zariadenie nebude platit
Ziadnemu inému lekarovi za poukazovanie
subjektov do skusania.

13. USTANOVENIA NAMIERENE PROTI UPLATKARSTVU

Zdravotnicke zariadenie potvrdzuje, Ze poplatky,
ktoré maju byt vyplatené podfa tejto zmluvy,
predstavuju spravodlivi odmenu za sluzby, ktoré
ma poskytnut. Zdravotnicke zariadenie vyhlasuje
a zaruCuje, ze platby a hodnotné veci, ktoré
dostane podla tejto zmluvy v suvislosti so
skuSanim, neovplyvnia ziadne rozhodnutie, ktoré
zdravotnicke zariadenie alebo niektory zjeho
vlastnikov, riaditelov, zamestnancov, zastupcov,
poradcov alebo prijemcov platieb podla tejto
zmluvy moZze prijat’ ako Statny predstavitel alebo v
inej funkcii, aby pomohol zadavatelovi alebo
spolo¢nosti IQVIA zabezpedlit' si nendlezitd vyhodu
alebo ziskat' €i udrzat’ si obchodné prilezitosti.

Zdravotnicke zariadenie vyhlasuje a zarucuje, ze
ani ono samo, ani ziadny zjeho vlastnikov,
riaditelov, zamestnancov, zastupcov, poradcov
alebo prijemcov platieb podla tejto zmluvy nebude
za to, aby zadavatelovi alebo spolo¢nosti IQVIA
pomohol zabezpe€it si nenaleZiti vyhodu alebo
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pay, offer or promise to pay, or give any ltems of
Value to any person or entity for purposes of (i)
influencing any act or decision; (ii) inducing such
person or entity to do or omit to do any act in
violation of their lawful duty; (iii) securing any
improper advantage; or (iv) inducing such person
or entity to use influence with the government or
instrumentality thereof to affect or influence any act
or decision of the government or instrumentality.

In addition to other rights or remedies under this
Agreement or at law, IQVIA may terminate this
Agreement if Institution breaches any of the
representations or warranties contained in this
Section or if IQVIA or Sponsor learns that improper
payments are being or have been made to or by
Institution or Investigator or any individual or entity
acting on its or their behalf.

14. INDEPENDENT CONTRACTORS

The Institution is acting as independent contractor
of IQVIA and Sponsor and shall not be considered
the employees or agents of IQVIA or Sponsor.

Neither IQVIA nor Sponsor shall be responsible for
any employee benefits, pensions, workers’
compensation, withholding, or employment-related
taxes as to the Institution or its staff.

15. TERM & TERMINATION

15.1 Term

This Agreement will become effective on the
date on which it is last signed by the parties
(the “Effective Date”) and shall continue until
completion or until terminated in accordance
with this Section 15 “Term & Termination”.

15.2. Termination

IQVIA may terminate this Agreement for any
reason effective immediately upon written
notice.

The Institution may terminate upon written
notice if circumstances beyond the Institution’s
reasonable control prevent completion of the
Study, or if it reasonably determines that it is
unsafe to continue the Study. Upon receipt of
notice of termination make all reasonable
efforts to minimize further costs, and IQVIA
shall make a final payment for visits or
milestones properly performed pursuant to this
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ziskat' €i udrzat' si obchodné prileZitosti, priamo ani
nepriamo platit, ponukat alebo slubovat’ platbu, ani
nedaruje ziadnu hodnotnu vec ziadnej fyzickej
alebo pravnickej osobe za ucelom (i) ovplyvnenia
akéhokolvek uUkonu alebo rozhodnutia, (i)
nabadania takejto fyzickej alebo pravnickej osoby
na vykonanie alebo nevykonanie akéhokolvek
skutku v rozpore s jej zakonnymi povinnostami; (iii)
zabezpecCenia si nenalezitej vyhody alebo (iv)
nabadania takejto fyzickej alebo pravnickej osoby,
aby ovplyvnila nejaky Ukon alebo rozhodnutie
Statneho uradu alebo iného organu viady.

Okrem inych prav a opravnych prostriedkov podla
tejto zmluvy alebo podla zakona, mdze spoloCnost
IQVIA tato zmluvu vypovedat, ak zdravotnicke
zariadenie poruSi niektoré z vyhlaseni a zaruk
obsiahnutych vtomto ¢&lanku, alebo ak sa
spolo¢nost IQVIA alebo zadavatel dozvie, Zze
zdravotnicke zariadenie alebo skusSajuci takéto
nenalezité platby vykonali bud osobne alebo
prostrednictvom inej osoby alebo spolo&nosti

konajucej v ich mene, alebo takéto platby
prostrednictvom akejkolvek osoby alebo
spoloc¢nosti prijali.

14. NEZAVISLY ZMLUVNY DODAVATEL

Zdravotnicke zariadenie kona ako nezavisly

zmluvny dodavatel spolo€nosti IQVIA a zadavatela
anema sa povazovat za zamestnanca alebo
zastupcu spoloc¢nosti IQVIA alebo zadavatela.

Spolo¢nost IQVIA ani zadavatel zdravotnickemu
zariadeniu a jeho persondlu nezodpovedaju za
Ziadne zamestnanecké vyhody, déchodky, Urazové
poistenie, daf zprijmu ani za Ziadne iné
zamestnanecké dane a odvody.

15. DOBA PLATNOSTI A VYPOVEDANIE

15.1 Doba platnosti

Tato zmluva sa stava uc¢innou od datumu
posledného podpisu zmluvnych stran (,datum
ucinnosti”’) a zostava platna a ucinna az do
splnenia alebo vypovedania podla tohto ¢lanku
15 ,Doba platnosti a vypovedanie”.

15.2. Vypovedanie

Spolo€nost  IQVIA mbZze tato zmluvu
vypovedat z akéhokolvek dévodu s okamZitou
ucinnostou pisomnou vypovedou.

Zdravotnicke zariadenie mézZe tuto zmluvu
vypovedat pisomnou vypovedou, ak mu
okolnosti mimo jeho primeranej kontroly
zabrafiuju v dokonc€eni skuSania, alebo ak
dospeje k odévodnenému zaveru, ze
pokraCovanie v sku$ani nie je bezpecné. Po
prevzati pisomnej vypovede zdravotnicke
zariadenie vynalozi  primerané Usilie na
minimalizovanie dalSich nakladov. Spolo¢nost
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Agreement in the amounts specified in
Attachment A; provided, however, that ten
percent (10%) of this final payment will be
withheld until final acceptance by Sponsor of
all CRF pages and all data clarifications issued
and satisfaction of all other applicable
conditions set forth herein. If a material breach
of this Agreement appears to have occurred
and termination may be required, then, except
to the extent that Study Subject safety may be
jeopardized, IQVIA may suspend performance
of all or part of this Agreement, including, but

IQVIA poukazZe poslednu platbu za navstevy
alebo vykony riadne vykonané v sulade s touto
zmluvou vo vySke stanovenej v Prilohe A;
desat’ percent (10 %) tejto poslednej platby
vSak bude zadrzanych az do zadavatelovho
kone€ného  prevzatia  vSetkych  stranok
pacientskych zaznamov (CRF) a v8etkych
vydanych vysvetliviek k udajom a do splnenia
vSetkych dalSich uplatnitelnych podmienok tu
stanovenych. V pripade podozrenia na
podstatné poruSenie tejto zmluvy, ktoré by
vyzadovalo jej vypovedanie, mdze spoloCnost

not limited to, subject enroliment. IQVIA CciastoCne alebo Uplne pozastavit
plnenie tejto zmluvy, vratane zaradovania
subjektov do skuSania, s vynimkou rozsahu, v
ktorom by bola ohrozend bezpelnost

subjektov skusania.
16. NOTICE 16. OZNAMENIA

Any notices required or permitted to be given VSetky oznamenia pozadované alebo povolené
hereunder shall be given in writing and shall be podfa tejto zmluvy budu vyhotovené pisomne

delivered a dorucené

a) in person, a) osobne;

b) by certified mail, postage b) doporuCenou postou s uhradenym
prepaid, return receipt postovnym a dorucenkou;
requested, c) e-mailom ako .pdf subor alebo

¢) by e-mail of .pdf/scan or other skenovany dokument, alebo v
non-editable format notice with inom needitovatelnom formate s
confirmed transmission report, pozadovanym potvrdenim
or dorucenia;

d) by a commercial overnight d) komerénou kuriérskou sluzbou,
courier that guarantees next ktord& zaruCuje doruCenie na
day delivery and provides a nasledujuci ded a poskytuje
receipt, and such notices shall potvrdenie doruCenia, a takéto
be addressed as follows: oznamenia budd  adresované

nasledovne:
Prestige BioPharma Pte Ltd 2 Science Park
Drive, Ascent Tower B,
#04-13/14,
Singapore 118222
Phone/Tel.: +65-6924 6535
Fax: +65-6924 2053
To Sponsor: E-mail: lisa@pbpsg.com
Pre zadavatela:
and/a
Prestige BioPharma Belgium bvba

Weebroekweg 11

3071 — Erps-Kwerps, BELGIUM

E-mail: kuowei@pbpsg.com

Name/Nazov: IQVIA RDS Slovakia, s.r.o.
Address/Adresa: Vajnorskd 100/B, 831 04
Bratislava, Slovak Republic

To IQVIA
Pre spolo¢nost IQVIA

IQVIA Inc.
Global Legal Department
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100 IMS Drive

Parsippany, NJ 07054

USA

Attention: General Counsel

E-mail: officeofgeneralcounsel@igvia.com

To Institution
Pre zdravotnicke zariadenie

Name/Nazov:

Address/Adresa:

Fakultna nemocnica s poliklinikou Nove Zamky
Slovenska 11A, 940 34 Nove Zamky, Slovak
Republic

To Investigator
Pre skusajuceho

Name/Meno:

Address/Adresa:

Pavol Demo, MD

Fakultna nemocnica s poliklinikou Nove Zamky
Slovenska 11A, 940 34 Nove Zamky, Slovak
Republic

17. FORCE MAJEURE

The performance by either Party of any obligation
on its part to be performed hereunder shall be
excused by floods, fires or any other Act of God,
accidents, wars, riots, embargoes, delay of carriers,
inability to obtain materials, failure of power or
natural sources of supply, acts, injunctions, or
restraints of government or other force majeure
preventing such performance, whether similar or
dissimilar to the foregoing, beyond the reasonable
control of the Party bound by such obligation,
provided, however, that the Party affected shall
exert its reasonable efforts to eliminate or cure or
overcome any of such causes and to resume
performance of its obligations with all possible
speed.

18. MISCELLANEOQUS

18.1. Entire Agreement

This Agreement, including its attachment(s),
constitutes the sole and complete agreement
between the Parties and replaces all other
written and oral agreements relating to the
Study.

18.2. No Waiver/Enforceability

Failure to enforce any term of this Agreement
shall not constitute a waiver of such term. If
any part of this Agreement is found to be
unenforceable, the rest of this Agreement will
remain in effect.

18.3. Assignment of the Agreement
This Agreement shall be binding upon the
Parties and their successors and assigns.

The Institution shall not assign or transfer any
rights or obligations under this Agreement
without the written consent of IQVIA and
Sponsor. The Sponsor shall have the right to
assign this Agreement, in whole or in part.
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17. VYSSIA MmOC

Zmluvné strany su ospravedinené od plnenia
povinnosti, ktoré si maju pinit podla tejto zmluvy,
v pripade povodne, poziaru alebo inej zivelnej
pohromy, havarie, vojny, vzbury, vytrznosti,
embarga, meSkania prepravcov, nemoznosti ziskat
materialy, vypadku elektriny alebo prirodnych
zdrojov dodavok, Statneho ukonu, vynosu alebo
obmedzenia alebo inej vy38ej moci, ktora
zabranuje takémuto plneniu, ¢i uz je podobného,
alebo iného charakteru, ako vy3Sie uvedené a je
mimo primeranej kontroly zmluvnej strany viazanej
touto povinnostou, postihnuta zmluvna strana vSak
vynalozi primerané Uusilie na to, aby odstranila,
napravila alebo prekonala takéto okolnosti a €o
najrychlejSie si znovu zacala plnit’ svoje povinnosti.

18. OSTATNE DOJEDNANIA

18.1. Uplnost zmluvy

Tato zmluva vratane priloh predstavuje jediné
a uplné ujednanie medzi zmluvnymi stranami
v tejto veci a nahradza vsetky dalSie pisomné
alebo Ustne dohody o tomto skuSani.

18.2. Nezrieknutie sa/Vymozitelnost
Nevymahanie akejkolvek podmienky tejto
zmluvy nema byt interpretované ako zrieknutie
sa tejto podmienky. Ak sa ktorakolvek c&ast
tejto zmluvy ukaze ako nevymahatelna,
zostava zvySok tejto zmluvy platny a ucinny.

18.3. Postupenie zmluvy
Tato zmluva je zavazna pre zmluvné strany a
ich naslednikov a nastupcov.

Zdravotnicke zariadenie nesmie postupit ani
presunut’ Ziadne zo svojich prav a povinnosti
podla tejto zmluvy bez predchadzajuceho
pisomného  suhlasu  spolo¢nosti  IQVIA
a zadavatela. Zadavatel ma pravo postupit
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Save for the foregoing, neither Party may
assign its rights or obligations under this
Agreement, in whole or in part, to a third party
without the prior written consent of the other
Parties. This Agreement is binding for all
Parties as well as their legal successors and
parties to which the rights and obligations of
the Contracting Parties shall be assigned in
compliance with this Article.

18.4. Third Party Beneficiary

The Parties agree that Sponsor shall have the
right to enforce any of the provisions of this
Agreement as a third party beneficiary.

Each Party to this Agreement acknowledges
that except for the Sponsor, there are no third
party beneficiaries with any rights to enforce
any of the provisions of this Agreement.

18.5. Applicable Law

This Agreement shall be interpreted under the
laws of the state or province and country in
which Site conducts the Study. The Slovak
language version of this Agreement shall
govern all disputes hereunder.

18.6. Survival

The terms of this Agreement that contain
obligations or rights that extend beyond the
completion of the Study shall survive
termination or completion of this Agreement
even if not expressly stated herein.

tato Zmluvu Uplne alebo séasti. Okrem vysSie
uvedeného nie je Ziadna zo Zmluvnych stran
opravnena postupit svoje prava a / alebo
povinnosti Uplne ani s€asti na tretiu stranu bez
predchadzajuceho pisomného suhlasu
ostatnych Zmluvnych stran. Tato Zmluva
zavazuje Zmluvné strany, ako aj ich pravnych
nastupcov a osoby, na ktoré budu prava a
zavazky Zmluvnych stran v sulade s tymto
¢lankom postupené.

18.4 Opravnena tretia strana
Zmluvné strany sa dohodli, Ze zadavatel ma
pravo na vymahanie podmienok tejto zmluvy
ako opravnena tretia strana.

Kazda zo zmluvnych stran tejto zmluvy
potvrdzuje, ze okrem zadavatela nie su ziadne
iné opravnené tretie strany, ktoré by mali pravo
vymahat ktorékolvek z ustanoveni tejto
zmluvy.

18.5. Nadriadené pravo

Tato zmluva sa interpretuje podla pravnych
predpisov krajiny, v ktorej pracovisko skusania
vykonava skuSanie. VSetky spory na zaklade
tejto Zmluvy sa budu riadit’ verziou tejto Zmluvy
v slovenskom jazyku.

18.6. Pretrvanie

Podmienky tejto zmluvy obsahujice povinnosti
alebo prava, ktoré pokraduju po dokonceni
skuSania, budua pretrvavat aj po vypovedani
alebo splneni tejto zmluvy, aj ked to v tejto
zmluve nie je vyslovne uvedené.

ACKNOWLEDGED AND AGREED BY IQVIA RDS Slovakia, s.r.o..
Za IQVIA RDS Slovakia, s.r.o.. svojim podpisom potvrdzuje:

By/Meno:

Title/Funkcia:

Signature/Podpis:

Date/Datum:

ACKNOWLEDGED AND AGREED BY Fakultha nemocnica s poliklinikou Nove Zamky
Za Fakultnd nemocnicu s poliklinikou Nové Zamky svojim podpisom potvrdzuje:

By/Meno:
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Ing. Lubica BartoSova
Title (must be authorized to sign on Institution's behalf):
ekonomicky riaditel/ head of department

Funkcia (s opravnenim podpisovat’ za zdravotnicke zariadenie)

Signature/Podpis:

Date/Datum:

ACKNOWLEDGED AND AGREED BY Fakultna nemocnica s poliklinikou Nove Zamky
Za Fakultnd nemocnicu s poliklinikou Nové Zamky svojim podpisom potvrdzuje:

By/Meno:

MUDr. Zoltan Danczi

Title (must be authorized to sign on Institution's behalf): medicinsky riaditel/ medical director
Funkcia (s opravnenim podpisovat za zdravotnicke zariadenie)

Signature/Podpis:

Date/Datum:

READ AND UNDERSTOOD BY THE INVESTIGATOR:
SkusSajuci svojim podpisom potvrdzuije:

Name/Meno: Pavol Demo MD/ MUDr. Pavol Demo

Signature/Podpis:

Date/Datum:
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ATTACHMENT A PRILOHA A

BUDGET & PAYMENT SCHEDULE ROzPOCET A ROZPIS PLATIEB

A. UDAJE O PRIJEMCOVI PLATIEB
Zmluvné strany potvrdzuju, Ze menovany

A. PAYEE DETAILS
The Parties agree that the payee designated

below is the proper payee for this Agreement,
and that payments under this Agreement will
be made only to the following payee (“Payee):

prilemca platieb je riadnym prijemcom platieb
podla tejto zmluvy a ze platby podla tejto
zmluvy sa budi poukazovat len nasledujucemu
prilemcovi platieb (dalej ,prilemca platieb®):

Payee Name
Meno/nazov
platieb

prijemcu

Fakultha nemocnica s poliklinikou Nove Zamky

Payee Address
Adresa prijemcu platieb

Slovenska 11/A, 940 34 Nove Zamky, Slovak Republic

Payee Phone and E-Mail
address/...

Tel. €. a e-mailova adresa
prijemcu platieb

Bank Name
Nazov banky

E}ank Account
Cislo uctu

SWIFT Code
SWIFT kéd

VAT/GST/Tax ID Number

DIC/IC DPH na

In case of changes in the Payee’s bank details,
Institution is obliged to inform IQVIA in writing.
Parties agree that in case of changes in bank
details which do not involve a change of payee
or change of country location of bank account,
no further amendments are required.

The Parties acknowledge that the designated
Payee is authorized to receive all of the
payments for the services performed under this
Agreement.

Institution acknowledges that if Institution is not
the Payee, IQVIA will not pay Institution even if
the Payee fails to reimburse Institution.

PAYMENT TERM
IQVIA will pay the Payee biannually , on a
completed visit per subject basis in accordance

B.

V pripade zmeny v udajoch o bankovom
spojeni prijemcu platieb je zdravotnicke
zariadenie povinné informovat otom
spolo¢nost’ IQVIA pisomne. Zmluvné strany sa
dohodli, Zze v pripade zmeny v udajoch o
bankovom spojeni, ktoré sa netykaju zmeny
prijemcu platieb alebo zmeny krajiny, v ktorej je
vedeny bankovy Uuéet, nie su poZadované
Ziadne dalSie pisomné dodatky tejto zmluvy.

Zmluvné strany potvrdzuju, Ze menovany
prilemca platieb je opravneny prijimat vSetky
platby za sluZby vykonané podla tejto zmluvy.

Zdravotnicke zariadenie berie na vedomie, ze
ak nie je prijemcom platieb, spolo¢nost IQVIA
mu nebude poukazovat ziadne platby ani
v pripade, Ze prijemca platieb si nesplni svoje
platobné povinnosti voc€i zdravotnickemu
zariadeniu.

PLATOBNE TERMINY
Spolo€nost IQVIA bude poukazovat platby
priiemcovi polroéne na zaklade poctu
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with the attached budget. Ninety percent (90%)
of each payment due, including any Screening
Failure that may be payable under the terms of
this Agreement, will be made based upon prior
6 months’ enrollment data confirmed by
subject CRFs received from the Site supporting
subject visitation. The balance of monies
earned, up to ten percent (10%), will be pro-
rated upon verification of actual subject visits,
and will be paid by IQVIA to the Payee upon
final acceptance by Sponsor of all CRFs pages,
all data clarifications issued, the receipt and
approval of any outstanding regulatory
documents as required by IQVIA and/or
Sponsor, the return of all unused supplies to
IQVIA, and upon satisfaction of all other
applicable conditions set forth in the
Agreement.

All government taxes are the sole responsibility
of the Payee.

Major, disqualifying Protocol violations are
not payable under this Agreement

PAYMENT DISPUTE

Institution will have sixty (60) days from the
receipt of final payment to dispute any
payment discrepancies during the course of
the Study.

MINIMUM ENROLMENT GOAL

Institution acknowledges that Investigator's
minimum enrollment goal is 3 (three) subjects
and that Site will use best efforts to reach the
enrollment goal within a reasonable time after
commencement of the Study at Site. If Site fails
to adhere to this principle IQVIA may
reconsider Site’s suitability to continue
participation in the Study.

DISCONTINUED OR EARLY TERMINATION
Reimbursement for discontinued or early
termination subjects will be prorated based on
the number of confirmed completed visits.

INVOICES

Original Invoices pertaining to this Study for the
following items must be submitted to IQVIA for
reimbursement at the following address:

IQVIA RDS Slovakia, s.r.o.

absolvovanych navstev na jeden subjekt v
sulade s pripojenym rozpoctom. Devatdesiat
percent (90 %) kazdej splatnej sumy, vratane
platieb za neuspesné vstupné vysetrenia, ktoré
moézu byt splatné podla podmienok tejto
zmluvy, sa poukaze na zaklade udajov o
zaradovani za predchadzajucich 6 mesiacov,
potvrdenych pacientskymi zaznamami (CRF)
prijatymi od pracoviska skuSania, ktoré
dokladaju navstevnost subjektov. Zostatok
splatnych finanénych prostriedkov az do vysky
desat percent (10 %) bude vyplateny
pomernym spdsobom po overeni skutoCnej
navstevnosti subjektov a spoloénost IQVIA ho
vyplati prijemcovi po zadavatefovom
kone€nom prevzati vSetkych stranok CRF,
vSetkych vydanych vysvetliviek k adajom, po
prevzati a schvaleni vSetkych chybajucich
dokumentov pre kontrolné urady
pozadovanych spoloCnostou IQVIA alebo
zadavatelom, vrateni vSetkych nepouzitych
materialov spoloCnosti IQVIA a po splneni
dalSich podmienok uvedenych v zmluve.

Za vsetky dane zodpoveda vyhradne prijemca
platieb.

Zavazné, diskvalifikujuce porusenia
protokolu nie su podla tejto zmluvy splatné.

PLATOBNE NEZROVNALOSTI

Zdravotnicke zariadenie méze namietat proti
akymkolvek platobnym nezrovnalostiam, ktoré
sa vyskytnu vpriebehu skuSania, do
Sestdesiat (60 dni od prijatia poslednej platby.

MINIMALNY NABOROVY CIEL

Zdravotnicke  zariadenie  potvrdzuje, Ze
minimalny naborovy ciel skuSajuceho su 3 (tri)
subjekty a Ze pracovisko sku3ania vyvinie
maximalne Usilie na dosiahnutie naborového
ciela v primeranom Case po zahajeni skusania
na pracovisku. Ak pracovisko skuSania tuto
zasadu nedodrzi, spolo¢nost IQVIA mobze
prehodnotit vhodnost pracoviska skuSania pre
dalSiu ucast na klinickom skusani.

PREDCASNE VYRADENIE ALEBO VYSTUPENIE
Uhrady za subjekty, ktoré boli zo sku$ania
vyradené alebo z neho pred&asne vystupili,
budu vyplatené pomernym spdsobom podla
poctu potvrdenych absolvovanych navstev.

FAKTURY
Originaly faktar suvisiacich so skusanim za
nasledujuce polozky musia byt zaslané
spolo¢nosti IQVIA na uUhradu na nasledujicu
adresu:

Vajnorska 100/B831 04 Bratislava, Slovak Republic
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Please note that invoices will not be
processed unless they reference the
Sponsor name, Protocol number and

Investigator name and Site number. After
receipt and verification, reimbursement for
invoices will be included with the next
regularly scheduled payment for subject
activity.

e CONDITIONAL PROCEDURES:

Payment for conditional procedures performed out
of a visit, may be reimbursed upon receipt of
original invoice. Invoice must reference date when
the procedure was performed, list of procedures,
and subject numbers.

e SITE COSTS:

- Start-up Fee

A one-time, non-refundable payment will be paid in
the amount of € to cover Study start-up activities
upon completion and receipt by IQVIA of all original
contractual and regulatory documentation and
receipt of an original invoice. Payment shall be
done after SIV.

Archiving Fee

A one-time record storage payment will be paid in
the amount of upon receipt of invoice and are not
included in the attached Budget. In accordance
with Sponsor’s Protocol requirements, Institution
shall maintain all Site Study records in a safe and
secure location to allow easy and timely retrieval,
when needed. Payment shall be made as a final
payment after EOT.

Any expense or cost incurred by Institution
in performing this Agreement that is not
specifically designated as reimbursable by
IQVIA or Sponsor under the Agreement
(including this Budget and Payment
Schedule) is Institution’s sole
responsibility.

G. SCREENING FAILURE

Reimbursement for all screen failures will be made
at the amount indicated on the screening visit of the
attached Budget.

To be eligible for reimbursement of a screening
visit, completed screening CRF pages must be
submitted to IQVIA along with any additional
information, which may be requested by IQVIA to

Slovakia Clinical Trial Agreement template-INSTITUTION based
on IQVIA Global template — 15 April 2013

Pl1: Pavol Demo, MD

CONFIDENTIAL Page 24 of 26

Upozoriujeme, ze faktary nebudu
spracované, ak nebudu obsahovat’ nazov
zadavatela, Cislo protokolu, meno
skusajuceho a €islo pracoviska skusSania.
Po prevzati a overeni bude uhrada faktar

zahrnuta do najblizSej planovanej
pravidelnej platby =za aktivitu subjektov
skusania.

e POSTUPY VYKONAVANE PODL'A POTREBY:

Platby za postupy vykonané podla potreby mimo
urCitej navStevy sa moézu uhradit po prevzati
originalu faktiry. Na faktiure musi byt uvedeny
datum, kedy sa postup vykonal, zoznam postupov
a Cisla subjektov.

e NAKLADY PRACOVISKA SKUSANIA:

- Platba za rozbeh skusania

Po skompletizovani vsetkej originalnej zmluvnej
dokumentacie a dokumentacie pre kontrolné urady,
jej prevzati spolo¢nostou IQVIA a prevzati originalu
faktury spolo¢nostou IQVIA sa uhradi jednorazova,
nerefundovatelna platba vo vySke € ktora ma
pokryt zaliatoCné aktivity na rozbeh skudSania.
Platba bude uskuto€nena po iniciatnej navsteve.

Platba za archivaciu

Po prevzati faktury sa uhradi jednorazova platba za
uchovavanie zaznamov vo vySke ktora nie je
zahrnutd v pripojenom rozpodte. V sulade s
poziadavkami protokolu zadavatela bude
zdravotnicke  zariadenie  uchovavat  v3etky
zaznamy pracoviska suvisiace so skuSanim na
bezpe€nom a zabezpetenom mieste tak, aby ich v
pripade potreby bolo mozné jednoducho a v&as
vyhladat. Platba bude uskutonena ako posledna
platba po skonCeni skusania.

Za akékolvek vydavky alebo naklady, ktoré
vznikni zdravotnickemu zariadeniu pri
plneni tejto zmluvy a ktoré nie su vyslovne
schvalené na preplatenie spolo¢nostou
IQVIA alebo zadavatelom podla tejto
zmluvy (vratane Rozpoétu a Rozpisu
platieb), zodpoveda vyhradne zdravotnicke
zariadenie.

G. NEUSPESNE VSTUPNE VYSETRENIA

Uhrady za vSetky netspe$né vstupné vysetrenia sa
budu poukazovat v sumach uvedenych za vstupnu
navstevu v prilozenom rozpocte.

Aby vznikol narok na uhradu za vstupnu navstevu,
je potrebné zaslat spolo¢nosti IQVIA vyplnené
stranky CRF zo vstupnych vy$etreni, spolu so
vSetkymi  dalSimi informaciami, ktoré mbzZe
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appropriately document the subject screening spolo¢nost IQVIA pozadovat, aby dostatocne
procedures. zdokumentovala vstupné vySetrenia subjektu.

H. UNSCHEDULED VISITS H. NEPLANOVANE NAVSTEVY

Payment for unscheduled visits will be
reimbursed in the amount Euro . To be eligible
for reimbursement for unscheduled visits,
completed CRF pages must be submitted to
IQVIA along with any additional information
which may be requested by IQVIA to
appropriately document the unscheduled visit.

IEC FEES

IEC costs will be reimbursed on a pass-through
basis upon receipt of a formal invoice issued by
the IEC and are not included in the attached
Budget. Payment will be made directly to the
IEC. Any subsequent re-submissions or
renewals, upon approval by IQVIA and
Sponsor, will be reimbursed upon receipt of
appropriate documentation.

CARBOPLATIN AND PACLITAXEL PURCHASE
REIMBURSEMENT

Carboplatin and Paclitaxel purchase costs will
be reimbursed on a pass-through basis upon
receipt of supporting invoices from a third party
vendor. Subject numbers/unique identifier and
infusion date must be included on the invoice.
Carboplatin and Paclitaxel
shipping/transportation/courier payment will be
made on a pass-through basis upon receipt of
original supporting invoices from a third party
vendor.

Platby za neplanované navstevy sa budud
uhradzat vo vySke €. Aby vznikol narok na
Uhradu za neplanovanu navstevu, je potrebné
zaslat spolo¢nosti IQVIA vyplnené stranky CRF
a vsetky dalSie informacie, ktoré moze
spolo¢nost IQVIA pozadovat, aby dostatoéne
zdokumentovala neplanovanu navstevu
subjektu.

|.  POPLATKY NEZAVISLYM ETICKYM KOMISIAM

Poplatky nezavislym etickym komisiam sa budu
uhradzat' priebezne po prevzati riadnej faktary
od nezavislej etickej komisie a nie su zahrnuté
v pripojenom rozpoCte. Platba sa poukaze
priamo etickej komisii. VSetky nasledujuce
podania alebo predizenia platnosti sa po
schvaleni od spolo¢nosti IQVIA a zadavatela
budid uhradzat po prevzati prislusnej
dokumentacie.

J. UHRADA NAKUPU KARBOPLATINY A PAKLITAXELU
Naklady na nakup karboplatiny a paklitaxelu sa
budu uhradzat priebezne po prevzati
sprievodnych faktir od externého dodavatela.
Na faktire musia byt uvedené Cisla/iné osobné
identifikatory subjektov a datum infuzie. Platby
za  doruCenie, dopravu alebo dovoz
karboplatiny a paklitaxelu kuriérskou sluzbou
sa budu uhradzat priebezne po prevzati
originalov sprievodnych faktar od externého
dodavatela.

NO OTHER ADDITIONAL FUNDING REQUESTS ZIADNE DALSIE ~ POZIADAVKY  NA
WILL BE CONSIDERED FINANCOVANIE NEBUDU BRANE DO UVAHY

These amounts include all applicable taxes. Tieto sumy zahffiaju vSetky platné dane.

All payments for this Study in accordance with the VSetky platby za skuSanie podla pripojeného
attached budget will be paid by IQVIA by wire rozpo¢tu uhradi spolo¢nost IQVIA bankovym
transfer. prevodom.

BUDGET TABLE RozPOCTOVA TABULKA
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Study team are: Skusobny tim tvoria:

P1 Skuasajuci: Pavol Demo, MD

Sub-lI — MUDr. Lucia Stefankova Virikova
SC - MUDr. Lucia Stefankova Virikova

SN — Mgr. Jana Letkova

Pharmacist: PharmDr. Zuzanu Ambrusova
Radiologist: Tibor Firicky, MD

With all Study team members separate contract for conducting the Study shall be concluded.
Kazdy z €lenov timu ma pre ucely skuSania uzatvorend samostatnu zmluvu.

Reimbursement for Rescue Medications ,as
needed, (,,Medication®) provided to Study subjects
in the conduct of the Study in accordance with the
Protocol, upon receipt and approval of itemized
invoices and sufficient records substaining the
costs of the Medication distributed to Study subject.

Invoices shall not contain any individually
identifiable information of Study subjects if
reimbursed by IQVIA, reimbursement for

Medication will not be sought from any third party
payor or Study subjects.
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Uhrada Zachrannej lie¢by, v pripade nutnosti (dalej
len “ lie¢ba”) ktora bude poskytovana subjektom
zUcastnujucich sa skuSania v sulade s Protokolom,
sa uskuto¢ni po prijati a schvaleni podrobnych
faktar a dodato¢nych zaznamov, ktoré nahradzaju
naklady na lieky poskytnuté subjektu skusania.
Faktary nebudu obsahovat osobné udaje subjektu,
ak su uhradzané IQVIA, ani ich uhrada nebude
pozadovana od tretich stran & od subjektov
skudania.
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