CLINICAL TRIAL AGREEMENT

ZMLUVA O KLINICKOM SKUSANI

The Clinical

Trial Agreement (“Agreement”)

is made by and between

Bio-Thera Solutions, Ltd., having a place of
business at Floor 5, Building A6, 11 Kai-Yuan
Blvd, Huangpu District, Guangzhou, China —
Asia,

ZIP Code: 510 530,

ID number: 688 177,
(hereinafter referred to as the “Sponsor”),

and

IQVIA RDS Slovakia, s.r.o. having a place
of business at Vajnorska 100/B, 831 04
Bratislava — New Town, Slovak Republic,

ID Number: 459 422 69,

TAX ID Number: 202 315 4133,

VAT Tax Number: SK202 315 4133,

Company Filed in the Business register of the
Municipal court Bratislava lll, Section Sro, File
No 69023/B, represented by Jarmila
Wagnerova, MVDr., PhD., pursuant to the
Power of Attorney dated February 9, 2022,

(hereinafter referred to as “IQVIA”),
and

University Hospital Martin, having a place of
business at Kollarova 2, 036 59 Martin, Slovak
Republic,

ID Number: 003 653 27,

Tax ID Number: 202 059 8019,

VAT Tax Number: SK202 059 8019,

The company established by the Charter of the
Ministry of Health of the Slovak Republic No.
3724/1991-A/V-7 of December 20,1991 as
amended.

Represented by: Peter Durny, MD,PhD.,MPH,
director,

(the “Institution”),

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

Tato zmluvu o klinickom skusani (dalej ,zmluva”)

uzatvaraju
e Bio-Thera Solutions, Ltd., so sidlom
na adrese Poschodie 5, budova A6,

11 Kai-Yuan Blvd, okres Huangpu, Guangzhou,
Cina — Azia,

PSC:510 530,

ICO: 688 177,

(dalej len ,zadavatel™),

a

IQVIA RDS Slovakia, s.r.o. so sidlom
na adrese Vajnorské 100/B, 831 04 Bratislava —
mestska ¢ast Nové Mesto, Slovenska republika,
ICO: 459 422 69,

DIC: 202 315 4133,

IC DPH: SK202 315 4133,

Spolo¢nost zapisana v Obchodnom registri
vedenom Mestskym sudom Bratislava Ill, oddiel
Sro, vl.¢. 69023/B v zastupeni MVDr. Jarmila
Wagnerova, PhD., na zaklade PInej moci zo dha
09.02.2022,

(dalej len ,JQVIA”),

a

Univerzitna nemocnica Martin, so sidlom
na adrese Kollarova 2, 036 59 Martin, Slovenska
republika,

ICO: 003 653 27,

DIC: 202 059 8019,

IC DPH: SK202 059 8019,

Spolo¢nost  zriadena Zriadovacou listinou
Ministerstva zdravotnictva SR, ¢.3724/1991-
A/N-7 zo dnia 20.12.1991 v zneni neskorSich
zmien.

Zastupena: MUDr. Peter Durny, PhD.,MPH,
riaditel,

(dalej ,zdravotnicke zariadenie”),

kazdy z nich dalej ako ,zmluvna strana” a spoloCne
ako ,zmluvné strany”.

Protocol BAT-3306-002-CR Cislo protokolu: | BAT-3306-002-CR
Number:
A Phase l/lll, Multi-center, Nazov Multicentrickeé,
Protocol Title: | Randomized, Double-blind rotokolu: randomizované,dvojito
Study of BAT3306 plus P ) zaslepené klinické skuSanie
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Chemotherapy versus
Keytruda® plus Chemotherapy
to Evaluate Pharmacokinetics,
Efficacy, and Safety in
Participants with Stage IV Non-
squamous Non-small Cell Lung
Cancer.

fazy I/1ll na vyhodnotenie
farmakokinetiky, u¢innosti

a bezpecnosti BAT3306

s chemoterapiou v porovnani
s liekom Keytruda® s
chemoterapiou u Uc¢astnikov s
neskvamédznym
nemalobunkovym karcinomom
pluc v Stadiu IV.

Slovak Republic

Protocol Date: | 19 December 2023 Datum . 19. december 2023
protokolu.

Sponsor: Bio-Thera Solutions, Ltd. Zadavatel: Bio-Thera Solutions, Ltd.

Country where

Site is Krajina vedenia

Slovenska republika

Slovak Republic

Conducting skuSania:
Study:
Investigator: Ivan Kecskés, MD, MBA Skasajuci: MUDr. lvan Kecskés,MBA
Radiation Oncology Clinic Ambu!anma radiacnej
: Martin University Hospital onkologie
Location . Univerzitna Nemocnica Martin
where the Kollarova 2 . Miesto vedenia Kollarova 2
study will be | 936 01 Martin skusania: 036 01 Martin
conducted: Slovak Republic Slovenska republika
(which is a division/part of the L . ey
Institution) (ktora Je oddel.en/m/.sucastou
zdravotnickeho zariadenia)
100 Calendar Days after Site 100 kalendarnych dni od
Initiation Visit (being the date by zahajovacej navstevy
which Site must enroll at least pracoviska skuSania (ide
Key one ”(1) subject. as more odétum, do ktoréhlo
Enroliment specifically set out in section 1.7 | Klicovy dé'tum pracoylskq skt]égma musi
Date: “Key Enrollment Date” below) zaradovania: zaradit najmenej jeden (1)
’ subjekt, podrobnejsie
definovany v ¢lanku 1.7
-Kli¢ovy datum zaradovania”
nizsie)
Ethics Committee for clinical trials of Eticka komisia pre klinické
human medicinal products, for skusanie humanneho lieku, pre
clinical trials of medical devices and klinické skuSanie zdravotnickej
for the study of the performance of . . 1. 4., . | pomdcky a pre Studiu vykonu
IEC: diagnostic medical devices in vitro | Nezavisla eticka | giagnostickej zdravotnickej
Limbova 2 komisia: pomaécky in vitro
837 52 Bratislava Limbova 2

837 52 Bratislava
Slovenska republika

The following additional definitions shall apply to this
Agreement:

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
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V tejto zmluve platia nasledujuce dalSie definicie:

Protokol: protokol klinického sku$ania, na ktory
sa odvolava tato zmluva a ktory méze zadavatel
(definovany nizsie) priebezne menit a dopinat
dodatkami.

Pacientsky zaznamovy héarok (Case Report
Form, ,CRF”): pacientsky zaznamovy harok
(papierovy alebo elektronicky), ktory ma
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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
Council for Harmonisation of Technical
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
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pracovisko skuSania pouzivat na
zaznamenavanie v8etkych protokolom
pozadovanych informacii, ktoré sa maju hlasit
zadavatelovi o kazdom subjekte skuSania
(definovanom nizSie).

Skudanie: Kklinické skuSanie, ktoré sa ma
vykonat podla tejto zmluvy a protokolu,
s ciefom ziskat informacie o chemicke;j
zlu€Cenine alebo zdravotnickej pomocke,
uvedenej v protokole.

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

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

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

Spravna klinicka prax alebo  GCP:
Harmonizovana trojstranna smernica pre
spravnu klinicku prax Medzinarodnej rady pre
harmonizaciu technickych poziadaviek na lieky
na humanne pouzitie (ICH), ktora sa mdze
priebezne menit a dopifiat a zasady definované
v Helsinskej deklaréacii, ktoré médzu byt
priebezne revidované.

Zadavatel: zadavatel skuSania.

Zdravotné zaznamy: primarne zdravotné
zdznamy 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 sku$ania: vsetky zaznamy a spravy,
okrem zdravotnych zaznamov, zozbierané
alebo vytvorené podfa pozZiadaviek skuSania
alebo vypracované v spojitosti so skuSanim,
najma spravy (napr. CRF, suhrny udajov,
predbezné spravy a zavereCna sprava
z Kklinického sku$ania), ktorych odovzdanie
zadavatelovi je pozadované podla protokolu
a vsSetky zaznamy tykajuce sa evidencie
a vydaja skusaného produktu.

Statny predstavitel: kazdy funkcionar alebo
zamestnanec viady a kazdého ministerstva,
odboru, agentury alebo iného organu vlady;
kazdd osoba konajuca s  oficialnymi
pravomocami v mene vlady alebo ministerstva,
odboru, agentury alebo iného organu vilady;
kazdy  funkcionar alebo  zamestnanec
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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
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.

Clinical research of human subjects is defined as
“Biomedical Research on Human” based on
subject’'s health indication in accordance with
National legislation § 26-34 Act No. 576/2004 Coll.
on Health Care and Health care-related services as
later amended as applicable to this Agreement. This
Study is low intention.
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spolo¢nosti alebo podniku v Ciastoénom alebo
uplnom §tatnom vlastnictve; kazdy funkcionar
alebo zamestnanec medzinarodnej verejnej
organizacie, napr. Svetovej banky alebo
Spojenych narodov; kazdy funkcionar alebo
zamestnanec politickej strany alebo osoba
konajuca s oficidlnou pravomocou v mene
politickej strany a kandidat na politicki funkciu
a kazdy lekar, lekarnik alebo iny zdravotnicky
pracovnik, ktory pracuje pre nemocnicu, lekaren
alebo iné zdravotnicke zariadenie, ktoré vlastni
alebo prevadzkuje vladny urad, ministerstvo
alebo odbor vlady.

Hodnotna vec: tento pojem sa ma interpretovat
v €o najSirSom zmysle a zahffia 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 zlepSenie
spoloCenského alebo obchodného postavenia
(napr.  poskytovanie  darov  dobrocinnej
organizacii podporovanej Statnym
predstavitelom), alebo poskytovanie vyhod
tretim osobam so vztahom ku S$tatnym
predstavitelom (napr. blizkym pribuznym).

UVODNE VYHLASENIA:

KEDZE, IQVIA poskytuje zadavatelovi sluzby
klinickej vyskumnej organizacie podla samostatne;j
zmluvy medzi spolo¢nostou IQVIA a zadavatefom.
Medzi sluzby poskytované spolo¢nostou IQVIA patri
monitorovanie skuSania a uzatvaranie zmlav
s pracoviskami skusania;

KEDZE, zdravotnicke zariadenie a sku$ajuci (dalej
spolo¢ne ako ,pracovisko skusania“) su ochotni
vykonat' toto skudanie a spolo¢nost IQVIA Ziada
pracovisko skuSania o vykonanie tohto skuSania.

Klinické skusanie humanneho lieCiva
je biomedicinsky vyskum na ¢loveku na zaklade
zdravotnej indikacie podla § 26-34 zakona
€. 576/2004 Z.z. o zdravotnej starostlivosti, sluzbach
suvisiacich s poskytovanim zdravotnej starostlivosti.
SkuSanie je nizkointervencéné.
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NOW THEREFORE, the following is agreed: PRETO TERAZ, zmluvné strany sa dohodli na

nasledujucom:

1. CONDUCT OF THE STUDY 1. VEDENIE SKUSANIA

1.1. Compliance with Laws, Regulations, and

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

(i) any other applicable anti-corruption
legislation.

Clinical trials of medicines are carried out
according to Sections 29 to 44 of Act no.
362/2011 Coll. on drugs and medical devices
and on subsequent amendments to certain laws
(hereinafter referred to as the "Drug Law").

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
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:

i. 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

nariadeni a spravnej klinickej praxe
Zdravotnicke zariadenie sa zavazuje, Ze
sku$ajuci, personal skuSania a zdravotnicke
zariadenie (ak sa vztahuje) vykonaju skisanie
v zdravotnickom zariadeni v prisnom sulade s
touto zmluvou, protokolom a vSetkymi platnymi
miestnymi, narodnymi a nadnarodnymi
pravnymi predpismi, nariadeniami a
smernicami, najma v sulade so zasadami
spravne;j klinickej praxe.  Zdravotnicke
zariadenie berie na vedomie, Ze spolo¢nost
IQVIA, zadavatel a vSetky ich dcérske
spolo€nosti musia dodrziavat ustanovenia

(i) Protikorup&ného zékona Velkej Britanie z r.
2010 (Protikorup&ny zékon);

(i) Zakona o zahrani¢nych korupénych
praktikach Spojenych Statov americkych z r.
1977 (FCPA) a

(iii) vSetky dalSie platné protikorupéné pravne
predpisy.

Klinické skuSanie liekov sa vykonava podfa § 29
az 44 zakona €. 362/2011 Z. z. o liekoch a
zdravotnickych pombckach a o néaslednych
zmenach a doplneniach niektorych zakonov
(dalej len “Zakon o lieku”).

1.2. Informovany suhlas

Zdravotnicke  zariadenie  potvrdzuje, Ze
skusajuci pouzije dokument informovaného
suhlasu, ktory bol schvaleny zadavatelom
a spina vsetky platné nariadenia a poziadavky
nezavislej etickej komisie, ktora je zodpovedna
za posudenie skuSania.

1.3. Zdravotné zaznamy a udaje skuSania
1.3.1. Zber, uchovavanie a likvidacia:
Zdravotnicke zariadenie potvrdzuje,
Ze  skuSajuci  zabezpe&i  urychleny,
kompletny a presny zber, zaznamenavanie
a triedenie zdravotnych zaznamov a udajov
skusania.

Zdravotnicke zariadenie zabezpeéi, aby

skusSajuci:

i. viedol a uchovaval zdravotné zaznamy
a Uudaje skuSania zabezpelenym
spésobom, s fyzicky a elektronicky
obmedzenym pristupom (podla
potreby), s pouZitim mechanizmov na
ochranu zivotného prostredia,
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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
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 faciliies and to Medical

vhodnych pre dany druh udajov a
v sulade s pravnymi predpismi,
nariadeniami  anormami  platnymi
v tomto priemyselnom odvetvi;

chranil zdravotné zaznamy a udaje

skusania pred neopravnenym
pristupom, pouzitim, kopirovanim
a odovzdavanim. Zdravotnicke
zariadenie a sku$ajuci zabrania

neopravnenému pristupu k Udajom
skudania tak, Ze budu zachovavat
fyzicki  bezpecnost elektronického
systému a zabezpecia, aby personal
skuSania uchovaval svoje pristupoveé
hesla v tajnosti;

podnikol opatrenia proti nahodnému
alebo pred€asnému zni€eniu alebo
poskodeniu tychto dokumentov na taku
dlhu 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  zadavatefl pisomne
pozadovat potom, ¢o ich uchovavanie
uz nebude poZadované platnymi

pravnymi predpismi.

Ak skusajuci zo zdravotnickeho zariadenia
odide, zodpovednost za uchovavanie
zdravotnych zaznamov a udajov skuSania
sa uréi v sulade s plathymi pravnymi
predpismi, v Ziadnom pripade to vsak
zdravotnicke zariadenie nezbavuje jeho
povinnosti uchovavat zdravotné zaznamy a
udaje skuSania podra tejto zmluvy.

1.3.2. Vlastnictvo. Vlastnikom zdravotnych
zaznamov zostava zdravotnicke zariadenie.
Zdravotnicke zariadenie tymto postupuje
zadavatelovi vSetky svoje prava, naroky a
podiely, vratane vSetkych prav dusSevného
vlastnictva, vo vSetkych  ddvernych
informaciach  (definovanych nizSie) a
v8etkych ostatnych udajoch skusania.

1.3.3. Pristup, pouZitie, monitorovanie a
in8pekcia. Zdravotnicke zariadenie
potvrdzuje, Ze skuSajuci poskytne originaly
alebo képie (od pripadu k pripadu) vSetkych
Udajov  skuSania  spoloCnosti  IQVIA
a zadavatelovi na ich pouzitie zadavatefom.
Zdravotnicke zariadenie poskytne
zadavatelovi, spolocnosti IQVIA a ich
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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 “Publication
Rights”.

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

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 predstaviteflom vykonavat monitorovanie
skusania.

Zdravotnicke zariadenie poskytne
kontrolnym uradom 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 spolo¢nost
IQVIA okamzite informovat o vSetkych
poziadavkach, koreSpondencii a
komunikacii tykajucej sa skuSania (a
poskytne z nich spolo¢nosti IQVIA koépie) so
v8etkymi Statnymi alebo kontrolnymi uradmi,
najma poziadavkach na inSpekciu priestorov
pracoviska sku$ania, a umozni zastupcom
spolo¢nosti IQVIA a zadavatefla, aby sa na
takychto inSpekciach zuc&astnili.
Zdravotnicke zariadenie vynalozi primerané
usilie na to, aby oddelilo a neodovzdalo
Ziadne také doverné informacie, ktorych
odovzdanie poc€as tychto inSpekcii nie je
pozadovane.

1.3.4. licencia. Zadavatel tymto udeluje
zdravotnickemu zariadeniu trvalu,
nevyhradnu, neprenosnu, vyplatenu
licenciu, bez prava udelovat’ sublicencie, na
pouzitie udajov skuSania

(i) pod podmienkou splnenia povinnosti
uvedenych v ¢lanku 3 ,Dbévernost”, na
interny, nekomerény vyskum a na
vzdelavacie ucely a

(i) na pripravu publikacii v sulade s ¢lankom
5 ,Prava na publikovanie”.

1.3.5. Pretrvanie. Platnost’ tohto ¢lanku 1.3
.Zdravotné zaznamy a udaje skuSania®
pretrva vypovedanie alebo vypr3anie tejto
zmluvy.

1.4 Duties of Investigator 1.4 Povinnosti sku8ajuceho
Institution agrees that the arrangements Zdravotnicke zariadenie akceptuje, Ze dohoda
between IQVIA and Investigator concerning the medzi spoloCnostou [QVIA a skusajucim
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conduct of the Study including payments due to
the Investigator for performance of the Study
are detailed in a separate written agreement.

Investigator is responsible for the conduct of the
Study at Institution and for supervising any
individual or party to whom the Investigator
delegates Study-related duties and functions.

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

o0 vedeni skuSania a platbach splatnych
skuSajucemu za vykonanie skuSania je
podrobne definovana v samostatnej pisomnej
zmluve.

SkuSajuci zodpoveda za vedenie skuSania
v zdravotnickom zariadeni a za dozor nad
kazdou osobou alebo stranou, ktora skusajuci
poveri povinnostami a funkciami suvisiacimi so
skuSanim. 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 plnenie
takychto povinnosti a funkcii suvisiacich so
skuSanim, a zaviest postupy, ktorymi zaistia
integritu vykonavanych povinnosti a funkcii
suvisiacich so  skudanim a  vSetkych
vytvorenych udajov.

1.5. NezZiaduce udalosti

Zdravotnicke  zariadenie  potvrdzuje, Ze
skuSajuci bude nezZiaduce udalosti a zavazné
neziaduce udalosti hlasit podla 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 bezpelnost subjektov
skudania alebo na ich ochotu pokradovat v
uCasti na skuSani, ovplyvnit priebeh skuSania
alebo zmenit suhlas  etickej  komisie
zdravotnickeho zariadenia s pokraCovanim
skusania.

1.6. Pouzitie a vratenie skuSaného produktu

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 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
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a vybavenia
Zadavatel alebo jeho riadne splnomocneny

zastupca doda skuSajucemu do priestorov
zdravotnickeho zariadenia dostato¢né
mnozstvo skuSaného produktu, v sulade s
protokolom.

Zdravotnicke zariadenie zabezpe€i, aby
skudajuci za kazdych okolnosti skladoval
skuSany produkt podlfa pokynov zadavatela a
podla platnych pravnych predpisov, vratane
skladovania v uzamknutych a zabezpecenych
priestoroch.

V relevantnych pripadoch zdravotnicke
zariadenie vrati vSetko vybavenie a vSetky
materialy poskytnuté zadavatelom na pouzitie v
skuSani, pokial zadavatel a zdravotnicke
zariadenie neuzatvoria pisomnd zmluvu o
nadobudnuti vybavenia zdravotnickym
zariadenim. Ak zadavatel alebo spolo&nost
IQVIA poskytnu v suvislosti so skusanim nejaké
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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 Enrollment Date then
IQVIA may terminate this Agreement in
accordance with Section 15 “Term &
Termination” Sponsor/IQVIA has the right to
limit enrollment 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

(i) Study enroliment 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
Sponsor, other than through
wrongful acts or omissions
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Upravy priestorov zdravotnickeho zariadenia,
uzatvori zdravotnicke zariadenie SO
spolo¢nostou IQVIA alebo zadavatelom
samostatnu zmluvu, tykajucu sa takychto uprav
priestorov.

1.7. Kld€ovy datum zaradovania

Pracovisko skuSania berie na vedomie a
suhlasi, ze ak skuSajuci do klu¢ového datumu
zarad'ovania nezaradi do skuSania aspon jeden
(1) subjekt, spolo¢nost IQVIA mdze tuto zmluvu
vypovedat podla ¢lanku 15 ,Doba platnosti a
vypovedanie”. Zadavatel a spolo¢nost 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 doverné informacie
(definované nizsie).

3. DOVERNE INFORMACIE

3.1 Definicia
,Dbverné informacie* znamenaju dbverné a
vlastnickymi pravami chranené informécie

zadavatela a zahffiaju

(i) vSetky informacie odovzdané zadavatelom
alebo jeho zastupcami  zdravotnickemu
zariadeniu,  skuSajucemu alebo  inému
personalu zdravotnickeho zariadenia, najma
skusany produkt, technické informacie tykajuce
sa skuSaného produktu, vSetko dovtedy
existujuce dudevné Vvlastnictvo zadavatela
(definované v &lanku 4) a protokol; a

(i) informécie o zaradovani do skuSania,
informacie o stave skuSania, komunikaciu s
kontrolnymi  dradmi, informacie o stave
registracie skuSaného produktu, udaje skusania
a vynalezy (definované v ¢lanku 4).

Déverné informacie nezahffiaju informacie,
ktoré:

(i) ako mozZno preukazat
dokumentaciou, sa stali verejne
znamymi pred odovzdanim
zadavatelom alebo po fiom, inak,
nez protipravnym konanim alebo
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(ii)

(iii)

(iv)

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

is permitted to be disclosed by
written authorization from
Sponsor.

3.2. Obligations
Institution and Institution’s personnel, including

Study Staff shall not

(i) use Confidential
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:

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

Study;

(ii) 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.

Nothing herein shall limit the right of Institution
to disclose Study Data as permitted by Section
5 “Publication Rights.”
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(ii)

(iii)

zanedbanim pripisatelnym
zdravotnickemu zariadeniu alebo
jeho personalu;

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

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

(iv) je povolené odovzdavat na zaklade

pisomného povolenia zadavatefla.

3.2. Povinnosti
Zdravotnicke
vratane personalu skusania, nesmu:

zariadenie ajeho personal,

(i) pouzivat déverné informacie na
iné ucCely, nez je vykonanie
skusania alebo

(i) odovzdavat déverné informacie
akejkolvek tretej strane, okrem
pripadov povolenych v tomto
Cldnku 3 alebo v ¢lanku 5
,Prava na publikovanie”, ak je
to  pozadované  pravnymi
predpismi alebo kontrolnymi

uradmi alebo na zaklade
pisomného povolenia
odovzdavajucej zmluvnej
strany.

Aby chranilo déverné informacie, zavazuje sa
zdravotnicke zariadenie:

(i) obmedzit Sirenie dévernych
informacii len na ten personal
skusania, ktory ich potrebuje
poznat na Uuc€ely vykonania
skusania;

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

(iii) pouzit primerané opatrenia na
ochranu dbévernych informacii
pred odhalenim.

Ni¢ z toho, €o je uvedené v tomto odseku
neobmedzuje pravo zdravotnickeho zariadenia
odovzdavat

Udaje skuSania spbsobom,
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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.

Notwithstanding the foregoing, Institution and
IQVIA hereby acknowledge that pursuant to §
47(a) of Act No. 40/1964 of the Civil Code and
§ 5(a) of Act No. 211/2000 of the Freedom of
Information Act, as amended, the Agreement is
subject to mandatory disclosure, and shall be
published in the Central Register of Contracts.
The Institution shall without delay, but no later
than within 3 working days from the last
signature date of the Agreement, submit the full
content of the Agreement for publication.

The Institution will inform IQVIA of publishing
the Agreement in the Central Register of
Contracts by designating the following email
address: jaroslava.wagnerova@iqvia.com,

as the email address to which a notification of
publication in the Central Register of Contracts
shall be sent within 3 working days from the
submission date of the Agreement to the
Central Register of Contracts.

Institution and IQVIA hereby acknowledge that
if the Agreement is not published within three
months of the last signature date of the
Agreement it shall be considered not concluded.

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.
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povolenym podla ¢lanku 5 ,Prava na
publikovanie®.

3.3. Vynutené odovzdanie

V pripade, Ze zdravotnicke zariadenie dostane
od tretej strany vyrozumenie, ktorym sa tato
bude snazit vynutit si odovzdanie akejkolvek
dovernej informécie, prijemca vyrozumenia
bude o tom zadavatela okamzite 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 tu Cast
dovernych informacii, ktorej odovzdanie je
pozadované podla pravnych predpisov a musi
poZadovat, aby sa s tymito informaciami
zaobchadzalo ako s dévernymi.

Zdravotnicke zariadenie a spolo¢nost IQVIA
bez ohfadu na vy$Sie uvedené uznavaju, Ze
podla § 47 pism. a) zakona ¢&. 40/1964 Zb.
Obgianskeho zakonnika a § 5 pism. a) zakona
¢. 211/2000 Z. z. o slobodnom pristupe k
informaciam v zneni neskorSich predpisov,
zmluva podlieha povinnému zverejneniu a
uverejni sa v Centralnom registri zmlav.
Zdravotnicke zariadenie bezodkladne,
najneskér v8ak do 3 pracovnych dni od
posledného podpisu zmluvy, predlozi uplny
obsah zmluvy na uverejnenie.

Zdravotnicke zariadenie bude spoloCnost
IQVIA informovat o uverejneni zmluvy
v Centralnom registri zmlav tak, ze uvedie tuto
e-mailovu adresu:
jaroslava.wagnerova@iqvia.com,

ako e-mailovu adresu, na ktoru sa ma do 3
pracovnych dni od datumu podania zmluvy do
Centralneho registra zmlav zaslat ozndmenie o
uverejneni v Centralnom registri zmlav.

Zdravotnicke zariadenie a spolo¢nost IQVIA
tymto potvrdzuju, Ze zmluva sa bude povazovat
za neuzatvorenu, ak sa neuverejni do troch
mesiacov od posledného podpisu zmluvy.

3.4. Vratenie alebo likvidacia

Po vypovedani tejto zmluvy alebo po skorSej
pisomnej poZiadavke zadavatela, zdravotnicke
zariadenie podla rozhodnutia zadavatela vrati
zadavatelovi alebo zlikviduje v3etky dbéverné
informacie, okrem udajov skuSania.
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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 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.

3.5. Pretrvanie

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

4. DUSEVNE VLASTNICTVO
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4.1 Existujuce dusSevné vlastnictvo

Vlastnictvo vynalezov, objavov, autorskych diel
a dalSieho vyvoja existujuceho k datumu
ucinnosti  zmluvy a vSetkych patentov,
autorskych prav, prav na obchodné tajomstva a
dalSich prav duSevného vlastnictva v nich
obsiahnutych (spolo¢ne ako ,existujice
dusevné vlastnictvo”) nie je ovplyvnené touto
zmluvou azmluvna strana ani zadavatel
nebudud mat Ziadny narok ani pravo na
existujuce duSevné vlastnictvo inej zmluvne;j
strany, okrem pripadov vyslovne uvedenych
v inych pisomnych zmluvach medzi nimi.

4.2 Vynélezy

Na ucely 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 skuSania. Zadavatel je
vlastnikom  v8etkych  vynalezov, ktoré
sformuluje, prvykrat uvedie do praxe alebo inak
objavi alebo vyvinie zdravotnicke zariadenie,
skudajuci alebo niekto zich personalu pri
vykondvani skusania.

4.3. Postupenie vynalezov

Zdravotnicke zariadenie odovzda a zabezpedi,
aby aj jeho personal odovzdal vSetky vynalezy
zadavatelovi 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 vSetkych patentov, autorskych prav
alebo inych prav dusSevného vlastnictva v nich
obsiahnutych a vSetky prava na sudne stihanie
a Zzalovanie  vS8etkych  8kéd  a vSetkého
prospechu, ktory vznikne na zaklade minulého
alebo suCasného porudenia tychto prav.
Zdravotnicke zariadenie bude so zadavatelom
spolupracovat tym, Ze podpiSe a zabezpedi,
aby aj jeho personal podpisal vSetky dokumenty
primerane potrebné pre zadavatefla na
zabezpe€enie a udrZanie si vlastnickych prav
na vSetky vynalezy.
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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, Registry and Reporting

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 PROTECTION AND PRIVACY

The Parties recognize a common goal of
securing personal data and holding such
information in confidence and protecting it from
unauthorized disclosure or use. The Parties
represent and warrant that they will comply with
any applicable data privacy or data protection
legislation in the processing of personal data,
as it is defined under such applicable data

4.4. Licencia

Zadavatel tymto zdravotnickemu zariadeniu
udelfuje trvalu, nevyhradnu, neprenosna,
vyplatenu licenciu, bez prava udelovat
sublicencie, na pouzitie vynalezov, pod
podmienkou splnenia povinnosti uvedenych v
Clanku 3 ,Dévernost”, na interny nekomercny
vyskum a na vzdelavacie ucely.

4.5. Pravna ochrana patentov
Zdravotnicke zariadenie bude so zadavatelom
na jeho poziadavku a naklady spolupracovat pri

priprave, podavani, sudnom stihani a
udrziavani vSetkych zZiadosti 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, Ze nebude
skuSanie publikovat’ ani sa na skuSanie odvolavat,
Ci uz Ciasto€ne alebo uplne, bez predchadzajuceho
vyslovného pisomného suhlasu zadavatela.

5.1 PouZitie mien a nazvov, reqistracia a spravy
zo skuSania

Ziadna zo zmluvnych stran nepouzije nazov
druhej zmluvnej strany ani nazov zadavatela
v suvislosti s reklamou, publikovanim alebo
propagaciou bez predchadzajiceho pisomného
povolenia; zadavatel a spolo¢nost’ IQVIA vSak
mozu pouzivat meno zdravotnickeho
zariadenia v publikaciach  zo  skuSania
a v medialnej komunikacii, vratane webovych
stranok venovanych klinickym skuSaniam
a tlaovych oznameni o skusani. Zadavatel
zaregistruje skuSanie vo verejnom registri
klinickych sku8ani v sulade s platnymi pravnymi
predpismi azverejni spravu  z vysledkov
sku$ania v takom termine a rozsahu, 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

Pri  spracovavani osobnych udajov vtom
zmysle, vakom su definované v platnych
pravnych predpisoch o ochrane sukromia
alebo osobnych udajov, sa zdravotnicke
zariadenie aspolo¢nost IQVIA zavazuju
dodrziavat vSetky takéto platné pravne predpisy
0 ochrane sukromia alebo osobnych udajov.
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privacy or data protection legislation. In
addition, Institution shall ensure that the
Investigator shall comply with the following
provisions:

1. Authorization to Use and Disclose Health
Information.

Investigator shall provide an appropriate
privacy notice to each Trial Subject and obtain
a written privacy authorization from each Trial
Subject, complying with Applicable Law, which
will enable Investigator to provide Sponsor and
other persons and entities designated by
Sponsor access to completed case report
forms ("CRFs"), source documents and all
other information required by the Protocol. If
such an authorization is separate from the ICF,
Institution and Investigator will only use the
authorization that is approved by Sponsor, IEC
(if applicable) and /or RA.

2. Use of Trial Subject Personal Data.
Investigator and any personnel working under
or for the Investigator will use the personal data
obtained from the Trial Subjects in connection
with the Trial for no purposes other than
outlined in the Protocol and shall manage such
personal data in accordance with applicable
law.

3. Disclosure of Trial Subject Personal Data.
Neither the Investigator norany personnel
working under or for the Investigator shall
disclose personal data to CRO or the Sponsor
except as is required to satisfy the
requirements of the Protocol, for the purpose of
monitoring or reporting adverse event, or in
relation to a claim or proceeding brought by a
Trial Subject in connection with the Trial. In all
such cases of disclosure, the Investigator
and personnel working under or for the
Investigator shall respect the "data
minimization" principle of privacy, including but
not limited to the following example: actual Trial
Subject names shall not be included on any
invoices for payment submitted by the
designated payees.

Okrem toho zdravotnicke zariadenie zabezpedi,
Ze skusajuci bude dodrziavat tieto ustanovenia:

1. Opravnenie na pouzivanie

a zverejfiovanie zdravotnych informacii.
SkuSajuci  poskytne prislusné oznamenie
0 ochrane osobnych udajov kazdému subjektu
skuSania a ziska od kazdého subjektu skusania
pisomné opravnenie na ochranu osobnych
udajov v sulade s platnymi zakonmi, ¢o mu
umozni, poskytnut zadavatelovi a inym osobam
a subjektom uréenym zadavatelom pristup
k vyplnenym formularom spravy o pripade
("CRF"), zdrojové dokumenty a vSetky ostatné
informacie poZadované Protokolom. Ak je takéto
opravnenie oddelené od ICF, zdravotnicke
zariadenie a skusajuci pouzije len opravnenie
schvalené zadavatelom, nezavislou etickou
komisiou (ak je to relevantné) a/alebo RA.

2. Pouzivanie osobnych udajov subjektu
skusania.

Skusajuci a akykolvek personal pracujuci pod
alebo pre skuSajuceho nebude pouzivat
osobné udaje ziskané od subjektov skusania v
suvislosti so skuSanim na Ziadne iné ucely, nez
s uvedené v Protokole, a budu tieto osobné
Udaje spravovat v sulade s plathnymi pravnymi
predpismi.

3. Zverejnenie osobnych udajov subjektu
skusania.

SkuSajuci ani ziadny personal pracujuci pod
alebo pre skuSajuceho nezverejni osobné
udaje spolocnosti IQVIA alebo zadavatelovi
okrem pripadov, ked je to potrebné na splnenie
poziadaviek protokolu, na ucely monitorovania
alebo hlasenia neziaducich udalosti alebo
v suvislosti s narokom alebo konanim zagatym
ucastnikom konania v suvislosti s procesom.
Vo vsetkych takychto pripadoch zverejnenia
budu skuSajuci a pracovnici pracujuci pod
alebo pre skusajuceho reSpektovat zasadu
ochrany osobnych udajov ,minimalizacie
udajov“, vratane, nie vSak vylucne,
nasledujuceho prikladu: skutoné mena
subjektov skuSania nebudu uvedené na
Ziadnych faktarach za platbu, ktoru predkladaju
ur€eni prijemcovia platieb.

7. STUDY SUBJECT INJURY 7. UJMA NA ZDRAVI SUBJEKTOV SKUSANIA

The Institution shall promptly notify IQVIA and Zdravotnicke zariadenie bude spolo¢nost IQVIA
Sponsor in writing of any claim of illness or injury a zadavatela urychlene pisomne informovat
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actually or allegedly due to an adverse reaction to
the Investigational Product and cooperate with
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.

According to LAW 362/2011 Coll. of September 13,
2011 on medicines and medical devices and on
amendments to certain laws, §29n, point 3, the
Sponsor is obliged to:

cover all costs associated with

a) clinical trials, including the costs of accompanying
drugs, trial human drugs, costs associated with
laboratory, imaging and other examinations
specified in the clinical trial protocol and costs
related to the provision of institutional health care, if
it is provided in connection with the clinical trial,

b) treatment of medical complications or permanent
health consequences caused to the participant as a
result of a clinical trial of a human medicine,

c) by concluding a contract on insurance of the
Sponsor's liability for damage caused to the
participant in the event of damage to the
participant's health, death of the participant, property
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0 kazdom vznesenom naroku na odSkodnenie
choroby alebo ujmy na zdravi skuto¢ne alebo udajne
spOsobenej neZiaducou reakciou na skusany
produkt a spolupracovat so zadavatelom pri rieSeni
tejto neziaducej udalosti.

Zadavatel uhradi zdravotnickemu zariadeniu
priame, primerané a potrebné medicinske naklady,
ktoré zdravotnickemu zariadeniu vzniknu pri lieCbe
neziaducej udalosti, choroby alebo ujmy na zdravi
subjektu sku$ania, ktoru spdOsobi lie€ba subjektu
skuSania v sulade s protokolom, s vynimkou
pripadov, kedy takuto nezZiaducu udalost, chorobu
alebo ujmu na zdravi spésobi:

a) nedodrzanie tejto zmluvy,
protokolu, vSetkych 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, skusajuceho alebo ich
personalu,

¢) nedodrZanie primeranych pokynov
skusajuceho, tykajucich sa
poZiadaviek skuSania, zo strany
subjektu skuSania.

Platnost tohto ¢lanku 7 ,Ujma na zdravi
subjektu skusania” pretrva vypovedanie alebo
vyprsanie tejto zmluvy.

Podla zakona 362/2011 Z. z. z 13. septembra
2011 o liekoch a zdravotnickych pomdckach a
0 zmene a doplneni niektorych zakonov, §29n,
bod 3, zadavatel je povinny:

uhradit’ vSetky naklady spojené s

a) klinickym sku8anim vratane nakladov na
sprievodné lieky, skuSané humanne lieky,
nakladov spojenych S laboratornymi,
zobrazovacimi a inymi vySetreniami uvedenymi
v protokole klinického skuSania a nakladov
suvisiacich s poskytnutim uUstavnej zdravotnej
starostlivosti, ak je poskytnuta v suvislosti s
klinickym skusanim,

b)lieCbou  zdravotnych
trvalych nasledkov na
Ucastnikovi v dobsledku
humanneho lieku,

komplikacii  alebo
zdravi vzniknutych
klinického skusania
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damage or non-property damage, if health damage
occurred in connection with the clinical trial; this
contract must be concluded and effective during the
entire course of the human drug clinical trial.

8. IQVIA 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.

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.
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c)uzatvorenim zmluvy o poisteni zodpovednosti
zadavatela za Skodu spdésobenu ucastnikovi
pre pripad poSkodenia zdravia UuCastnika,
Umrtia ucCastnika, majetkovej ujmy alebo
nemajetkovej ujmy, ak v suvislosti s klinickym
skuSanim doSlo k poSkodeniu zdravia; tato
zmluva musi byt uzavretd a ucinna pocas

celého priebehu klinického skuSania
humanneho lieku.

8. VYHRADA SPOLOCNOSTI IQVIA

Spolo¢nost IQVIA tymto vyslovne odmieta

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

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

9. NASLEDNE SKODY

Spolo¢nost  IQVIA ani zadavatel  nerucia
zdravotnickemu zariadeniu za Ziadny usly zisk,
stratu prilezitosti ani iné nasledné 3kody, 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 ujmu na zdravi,
spdsobenu nedbalostou tejto zmluvnej strany.

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

10. VYLUCENIE

Zdravotnicke zariadenie vyhlasuje a zaruluje, Ze
skuSajuci, zdravotnicke zariadenie, ani Ziadni ich
zamestnanci, zastupcovia alebo iné osoby
vykonavajuce skusanie v zdravotnickom zariadeni,
neboli vylu¢ené, diskvalifikované a nebol im udeleny
zakaz €innosti pri vykonavani klinickych skusani, ani
nie su predmetom vySetrovania akéhokolvek
Statneho alebo kontrolného uradu vo veci vylu€enia
alebo podobného uradného postihu v akejkolfvek
krajine a zdravotnicke zariadenie bude spolo¢nost
IQVIA okamzite informovat, ak sa takéto
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This Section 10 “Debarment” shall survive

termination or expiration of this Agreement.

11. FINANCIAL DISCLOSURE AND CONFLICT OF

vySetrovanie, diskvalifikacia, vylu¢enie alebo zakaz
Cinnosti vyskytne.

Platnost tohto ¢lanku 10 ,Vylugenie”
vypovedanie alebo vyprsanie tejto zmluvy.

pretrva

11. FINANCNE PRIZNANIA A KONFLIKT ZAUJMOV

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

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
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Zdravotnicke zariadenie sa zavazuje zabezpedit,
aby skusajuci a spoluskusajuci poskytli finanéné
priznania.

12. USTANOVENIA NAMIERENE PROTI PROVIZIAM A
PODVODOM

Zdravotnicke zariadenie potvrdzuje, ze odmena,
ktoru dostane podla tejto zmluvy, neovplyvni jeho
usudok v suvislosti s poradenstvom a
starostlivostou poskytovanou kazdému subjektu
skusania, Ze tato odmena nepresahuje spravodlivu
trhovld hodnotu sluzieb, ktoré poskytuje a Zze Ziadne
platby sa mu neposkytuju na ucely nabadania na
nakup alebo predpisovanie akychkolvek liekov,
pomdcok alebo produktov.

Ak zadavatel alebo spolo¢nost IQVIA bezplatne
poskytne akykolvek produkt alebo poloZzku na
pouzitie v skuSani, zdravotnicke zariadenie sa
zavazuje neuctovat tieto bezplatné produkty alebo
polozky Ziadnemu subjektu skuSania, poistovni,
Statnemu Uradu ani akejkolvek inej tretej strane.

Zdravotnicke zariadenie sa zavazuje neuctovat
Ziadnemu subjektu skuSania, 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 sucastou beznej starostlivosti, ktoru by subjektu
skuSania za normalnych okolnosti poskytlo a zZe
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 podla tejto zmluvy,
predstavuju spravodlivi odmenu za sluzby, ktoré
ma poskytnut. Zdravotnicke zariadenie vyhlasuje
a zaruCuje, zZe platby a hodnotné veci, ktoré dostane
podla tejto zmluvy v suvislosti so skusanim,
neovplyvnia Ziadne rozhodnutie, ktoré zdravotnicke
zariadenie alebo niektory zjeho vlastnikov,
riaditefov, zamestnancov, zastupcov, poradcov
alebo prijemcov platieb podla tejto zmluvy mdze
prijat ako Statny predstavitel alebo v inej funkcii, aby
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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 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;

(i) 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 the day
after its publication in the Central Register of
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pomohol zadavatelovi alebo spolo¢nosti IQVIA
zabezpeCit si nenalezitt vyhodu alebo ziskat
Ci udrzat si obchodné prilezitosti.

Zdravotnicke zariadenie vyhlasuje a zaruduje,
Ze ani ono samo, ani Zziadny zjeho vlastnikov,
riaditefov, zamestnancov, zastupcov, poradcov
alebo prijemcov platieb podla tejto zmluvy nebude
za to, aby zadavatelovi alebo spolo¢nosti IQVIA
pomohol zabezpelit' si nenalezitu vyhodu alebo
ziskat' €i udrzat' si obchodné prileZitosti, priamo ani
nepriamo platit, ponukat’ alebo sfubovat’ platbu, ani
nedaruje ziadnu hodnotnu vec ziadnej fyzickej alebo
pravnickej osobe na ucely

(i) ovplyvnenia akéhokolvek
rozhodnutia,

(i) nabadania takejto fyzickej alebo pravnickej
osoby na vykonanie alebo nevykonanie
akéhokolvek skutku vrozpore sjej zakonnymi
povinnostami;

(iif) zabezpecenia si nenalezitej vyhody alebo

(iv) nabadania takejto fyzickej alebo pravnickej

ukonu alebo

osoby, aby ovplyvnila nejaky ukon alebo
rozhodnutie Statneho uradu alebo iného organu
viady.

Okrem inych prav a opravnych prostriedkov podla
tejto zmluvy alebo podfa zadkona, mbze spoloénost
IQVIA tato zmluvu vypovedat, ak zdravotnicke
zariadenie poruSi niektoré z vyhlaseni a zaruk
obsiahnutych vtomto ¢&lanku, alebo ak sa
spoloCnost IQVIA alebo zadavatel dozvie, ze
zdravotnicke zariadenie alebo skuSajuci takéto
nenalezité platby vykonali bud osobne alebo
prostrednictvom inej osoby alebo spolo¢nosti
konajucej v ich mene, alebo takéto platby
prostrednictvom akejkolvek osoby alebo spolo¢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 spolocnosti IQVIA alebo zadavatela.

Spolo¢nost IQVIA ani zadavatel zdravotnickemu
zariadeniu ajeho personalu nezodpovedaju za
Ziadne zamestnanecké vyhody, déchodky, urazové

poistenie, dan zprijmu ani za Ziadne iné
zamestnanecké dane a odvody.
15. DOBA PLATNOSTI A VYPOVEDANIE

15.1 Doba platnosti

Tato zmluva sa stava a€innou dfiom

nasledujucim po jej uverejneni v Centralnom
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Contracts (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 the Institution make all
reasonable efforts to minimize further costs, and
IQVIA shall make a final payment for visits or
milestones properly performed pursuant to this
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 not
limited to, subject enroliment.

16. NOTICE

Any notices required or permitted to be given
hereunder shall be given in writing and shall be
delivered

a) in person,

b) by certified mail, postage
prepaid, return receipt
requested,

c) by e-mail of .pdf/scan or other
non-editable format notice with
confirmed transmission report,
or

d) by a commercial overnight
courier that guarantees next
day delivery and provides a
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registri zmlav (,datum ucinnosti”) a zostava
platna a u¢inna az do splnenia alebo
vypovedania podla tohto ¢&lanku 15 ,Doba
platnosti a vypovedanie”.

15.2. Vypovedanie

Spolo¢nost IQVIA méze tato zmluvu vypovedat
z akéhokolvek ddévodu s okamzitou ucinnostou
pisomnou vypovedou.

Zdravotnicke zariadenie mbézZe tuto zmluvu
vypovedat pisomnou vypovedou, ak mu
okolnosti mimo jeho primeranej kontroly
zabrafiuju v dokon€eni skuSania, alebo ak
dospeje k odévodnenému zaveru, ze
pokracovanie v skudani nie je bezpecné. Po
prevzati pisomnej vypovede zdravotnicke
zariadenie vynalozi  primerané Usilie na
minimalizovanie dalSich nakladov. Spolo¢nost
IQVIA poukaze 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
zadrZzanych az do zadavatefovho konecného
prevzatia vSetkych stranok pacientskych
zaznamov  (CRF) avSetkych  vydanych
vysvetliviek k udajom a do splnenia vSetkych
dalSich uplatnitefnych podmienok tu
stanovenych. V pripade podozrenia na
podstatné porusenie tejto zmluvy, ktoré by
vyZadovalo jej vypovedanie, mdze spolo¢nost
IQVIA CiastoCne alebo uplne pozastavit’ plnenie
tejto zmluvy, vratane zaradovania subjektov do
skuSania, s vynimkou rozsahu, v ktorom by bola
ohrozena bezpecnost subjektov skusania.

16. OZNAMENIA

VSetky oznamenia pozadované alebo povolené
podla tejto zmluvy budu vyhotovené pisomne
a dorucené

a) osobne;

b) doporu¢enou postou s uhradenym
postovnym a dorucenkou;

c) e-mailom ako .pdf subor alebo
skenovany dokument, alebo v
inom needitovatelnom formate
S pozadovanym potvrdenim
dorucenia;

d) komerénou kuriérskou sluzbou,
ktord& zaruCuje doruCenie na
nasledujuci defh a poskytuje
potvrdenie doruCenia, a takéto
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receipt, and such notices shall oznamenia budd  adresované
be addressed as follows: nasledovne:

Name / Nazov:

Bio-Thera Solutions,Ltd.,
Address / Adresa:

Floor 5, Building A6

To Sponsor / 11 Kai-Yuan Blvd
Pre zadavatela: Huangpu District, Guangzhou
China/ Cina

Tel. / Telefon: +86 20 88524995 8011

Name/Nazov:

IQVIA RDS Slovakia, s.r.o.

Address/Adresa:

Vajnorska 100/B

831 04 Bratislava — New Town / mestska ¢ast’
Nové Mesto

Slovak Republic / Slovenska republika

Tel. /Telefon: +421 2 205 151 11

To IQVIA / And to/a

Pre IQVIA: IQVIA Inc.
Global Legal Department/Celosvetové pravne
oddelenie
100 IMS Drive

Parsippany, NJ 07054
USA/Spojené Staty americké

Attention /Do pozornosti:
General Counsel/Hlavny pravny poradca

E-mail: officeofgeneralcounsel@iqvia.com

Name / Nazov:

Univerzitna nemocnica Martin
Address / Adresa:

Kollarova 2

036 59 Martin

Slovak Republic / Slovenska republika

To Institution /
Pre zdravotnicke zariadenie:

Tel.: +421 43 4203161

Name/Meno:

Ivan Kecskés, MD, MBA /
MUDr. Ivan Kecskés, MBA

To Investigator / Address/Adresa:

Pre skasajuceho: Martin University Hospital /
Univerzitnd nemocnica Martin
Radiation Oncology Clinic/
Ambulancia radiacnej onkolégie
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Kollarova 2
036 01 Martin
Slovak Republic / Slovenska republika

Tel./ Telefon: +421 43 4203 111-2,3

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. MISCELLANEOUS

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.

Upon Sponsor’s request, IQVIA may assign this
Agreement to Sponsor or to a third party, and
IQVIA shall not be responsible for any
obligations or liabilities under this Agreement
that arise after the date of the assignment, and
the Institution hereby consents to such an
assignment. Institution will be given prompt
notice of such assignment by the assignee.
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17. VYSSIA MOC

Zmluvné strany su ospravedinené od plnenia
povinnosti, ktoré si maju plnit 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 vy$Sej moci, ktora zabranuje
takémuto plneniu, ¢i uz je podobného, alebo iného
charakteru, ako vyS8Sie uvedené a je mimo
primeranej kontroly zmluvnej strany viazanej touto
povinnostou, postihnutd zmluvna strana vSak
vynalozi primerané usilie 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/Vymozitefnost
Nevymahanie akejkofvek podmienky tejto
zmluvy nema byt interpretované ako zrieknutie
sa tejto podmienky. Ak sa ktorakolvek Cast 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  spoloCnosti  IQVIA
a zadavatefla.

Na poziadanie zadavatela mdZe spolo¢nost
IQVIA postupit tito zmluvu zadavatelovi alebo
tretej strane a spolo¢nost IQVIA nebude
zodpovedat za Ziadne povinnosti alebo zavazky
podla tejto zmluvy, ktoré vzniknu po datume
takéhoto postupenia a zdravotnicke zariadenie
s takymto postupenim suhlasi. Nastupca
spolo¢nosti IQVIA bude zdravotnicke
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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, in the Slovak
Republic.

18.6. Prevailing language

This Agreement is drawn up in Slovak and in
English, and the Parties consider both language
versions to be equivalent, but in case of
interpretation  discrepancies between the
individual versions, the Parties have agreed that
the Slovak version of the Agreement takes
precedence.

18.7. 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.

THIS SECTION IS INTENTIONALLY
LEFT BLANK.

zariadenie o takomto postupeni urychlene
informovat.

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 ariadi podla
pravnych predpisov krajiny, v ktorej pracovisko
skuSania vykonava skuSanie, v Slovenskej
republiky.

18.6. Nadriadeny jazyk

Tato zmluva je vyhotovena v slovenskom
a anglickom jazyku, pri€om obe jazykové verzie
zmluvné strany povazuju za rovnocenné, avSak
v pripade vykladovych nezrovnalosti medzi
jednotlivymi  verziami sa zmluvné strany
dohodli, Ze prednost ma slovenska verzia
zmluvy.

18.7. Pretrvanie

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

TATO CAST JE UMYSELNE
PONECHANA PRAZDNA.

Slovakia Clinical Trial Agreement template-INST_ based on
IQVIA Global template — 1 May 2019

Protocol number: BAT-3306-002-CR

Project code: JAB31496

PI: lvan Kecskés,MD,MBA

DOVERNE Strana 22 z 46

CONFIDENTIAL Page 22 of 46

SVK en Slovakia CTA Template - Institution Translated on 16-Jul-2019-1



ACKNOWLEDGED AND AGREED BY Bio — Thera Solutions,Ltd., IQVIA RDS Slovakia, s.r.o. signs
on his behalf /

Za Bio — Thera Solutions, Ltd., podpisuje v jeho zastupeni IQVIA RDS Slovakia, s.r.o., ktora svojim
podpisom potvrdzuje:

By/Meno: MVDr. Jarmila Wagnerova, PhD.
Title / Funkcia:

Associate Director, Global Site Activation /
riaditelka, Global Site Activation

Signature/Podpis:

Date/Datum:

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

By/Meno: MVDr. Jarmila Wagnerova, PhD.

Title / Funkcia: Associate Director, Global Site Activation /
riaditelka, Global Site Activation

Signature/Podpis:

Date/Datum:

ACKNOWLEDGED AND AGREED BY Univerzitna nemocnica Martin /
Za Univerzitni nemocnicu Martin svojim podpisom potvrdzuje:

By / Meno: Peter Durny, MD, PhD., MPH /
MUDr.Peter Durny, PhD.,MPH

Title / Funkcia: Director / riaditel

Signature / Podpis:

Date / Datum:
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READ AND UNDERSTOOD BY THE INVESTIGATOR:
Skusajuci svojim podpisom potvrdzuje, Ze si zmluvu precital a porozumel jej:

Name/Meno: Ivan Kecskés, MD, MBA /
MUDr. Ivan Kecskés, MBA

Signature/Podpis:

Date/Datum:
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ATTACHMENT A
BUDGET & PAYMENT SCHEDULE
PrRoTOKOL BAT-3306-002-CR

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

_ PRILOHA A
ROZPOCET A ROZPIS PLATIEB
PRoTOKOL BAT-3306-002-CR

A. UDAJE O PRIJEMCOVI PLATIEB

Zmluvné strany potvrdzuju, Ze niZSie uvedeny
prijemca platieb je riadnym prijemcom platieb
podla tejto zmluvy a zZe platby podfa tejto

be made only to the following payee (“Payee”):

Payee:

Payee Name
(Must match name in

University Hospital Martin

(Tax ID must exactly
match the payee’s
name indicated above,
or tax exempt when
applicable)

the contract) (UNM)
Kollarova 2
Payee Address 036 59 Martin
Slovak Republic
VAT/Tax ID

ID number: 00365327
Tax ID number:
2020598019

VAT Tax Number: SK202
059 8019

Banking Information:

Bank Name Statna pokladnica
Bank Street Radlinského 4929/32
Bank City Bratislava

Bank State/Province

Slovak Republic

Bank Postal Code

81107

Bank Country

Slovak Republic

Receiving Account

Currency EURO (€)
SK84 8180 0000 0070 0028
IBAN 1377
Swift Code (8 or 11
Characters) SPSRSKBAXXX

If the contracted Payment Currency does not match
your bank account, you may need to provide an
Intermediary Bank. Please contact your financial
institution for details. If an Intermediary bank is
required, please provide Bank Name, Account Number
if applicable and SWIFT Code of Intermediary Bank
along with all other required Wire instructions.

zmluvy sa
nasledujucemu
~prijemca platieb “):

Prijemca platieb:

budu
prijemcovi

len
(dalej

poukazovat
platieb

Meno/nazov prijemcu
platieb (Musi sa zhodovat

,

Univerzitha nemocnica

S menom/ nazvom v Martin (UNM)

zmluve)

Adresa prijemcu platieb Kollarova 2
036 59 Martin

Slovenska republika

DIC/DPH (Darové
identifikacné ¢€islo sa musi
presne zhodovat s vyS$Sie
uvedenym nazvom
prijemcu platieb alebo
musi byt oslobodené od
dane)

ICO: 00365327
QIC: 2020598019
IC DPH:SK2020598019

Bankové udaje:

Nazov banky

Statna pokladnica

Nazov ulice banky

Radlinského 4929/32

Mesto banky

Bratislava

Stat/Provincia banky

Slovenska republika

E’SC banky 81107

Stat banky Slovenska republika
Mena Gctu

prijemcu EUR (€)

IBAN

SK84 8180 0000 0070
0028 1377

SWIFT kod (8 alebo 11
znakov)

SPSRSKBAXXX

Ak sa zmluvna platobna mena nezhoduje s vaSim
bankovym Gdétom, mbze byt potrebné uviest
sprostredkujucu banku.  Podrobnosti vam poskytne
25 asa finanéna institucia. Ak je potrebna
sprostredkujuca banka, uvedte nazov banky, pripadne
Cislo uctu a SWIFT kdd sprostredkujucej banky spolu so
vSetkymi ostatnymi poZzadovanymi pokynmi na prevod.

Contact Information:

Name of recipient
sending invoices to

Department of invoicing of
non-healthcare activities
UNM

Phone number &
Email

studia@unm.sk
+421 43 420 3315

Language Preference

Slovak language

Name of payment

Department of invoicing of

Kontaktné informacie:

Meno prijemcu, ktorému
sa zasielaju faktary

Referat fakturacie
nezdravotnickych Cinnosti
UNM

Telefonne Eislo a e-
mailova adresa

studia@unm.sk
+421 43 420 3315

recipient to receive non-healthcare activities Preferovany jazyk
payment notification UNM
and details Slovensky jazyk
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Phone number &
Email

studia@unm.sk
+421 43 420 3315

Language Preference Slovak language

In case of changes in the Payee’s bank details,
Institution is obliged to inform IQVIA Clinical
Trial Payments in writing by sending an email
to: emea@ctp.solutions.igvia.com ;

Institution shall contact its IQVIA study team
member to provide signed documentation of
changes to payee’s bank details. 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.

If the Institution is not the Payee, then the
Payee's obligation to reimburse the Institution,
if any, is determined by a separate agreement
between Institution and Payee, which may
involve different payment amounts and
different payment intervals than the payments
made by IQVIA to the Payee.

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

B. MINIMUM ENROLLMENT GOAL

Institution acknowledges that Investigator’s
minimum enrollment goal is 3 subjects, and
that Investigator will use its best efforts to reach
the enrolment goal within a reasonable
timeframe after commencement of the Study at
Site. If Site fails to adhere to this principle,
IQVIA may reconsider Site’s suitability to
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Referat fakturacie
nezdravotnickych Cinnosti
UNM

Meno prijemcu platby,
ktory ma dostat
oznamenie o platbe a
podrobnosti

Telefénne Cislo a
e-mailova adresa

studia@unm.sk
+421 43 420 3315

Preferovany jazyk

Slovensky jazyk

V pripade zmien v bankovom spojeni prijemcu
platieb je zdravotnicke zariadenie povinné
informovat’ o nich spolo¢nost IQVIA Clinical
Trial Payments pisomne zaslanim e-mailu na
adresu: _emea@ctp.solutions.igvia.com ;

Zdravotnicke zariadenie je povinné kontaktovat
svojho Clena timu skuSania u spolo¢nosti
IQVIA.  a poskytndt mu  podpisanu
dokumentaciu o zmenach v bankovom spojeni
prijemcu platieb. Zmluvné strany sa dohodli, Zze
v pripade zmien v Udajoch o bankovom
spojeni, ktoré sa netykaju zmeny prijemcu
platieb alebo zmeny krajiny, v ktorej je vedeny
bankovy ucCet, sa nepoZaduju Ziadne dalSie
pisomné dodatky tejto zmluvy.

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

Ak zdravotnicke zariadenie nie je prijemcom
platieb, platobna povinnost prijemcu platieb
voCi zdravotnickemu zariadeniu sa urci
samostatnou zmluvou medzi zdravotnickym
zariadenim a prijemcom platieb, ktord méze
obsahovat’ iné splatné sumy a iné platobné
intervaly, nez platia pre platby poukazované
spolo¢nostou IQVIA prijemcovi platieb.

Zdravotnicke akceptuje, Ze ak nie je prijemcom
platieb, spolo¢nost IQVIA mu nebude
poukazovat' ziadne platby ani v pripade, Ze
priiemca platieb si nesplni svoje platobné
povinnosti voc&i zdravotnickemu zariadeniu.

B. MINIMALNY NABOROVY CIEL

Zdravotnicke zariadenie  potvrdzuje, Ze
minimalny naborovy ciel skusajuceho su
3 subjekty a Zze skusajuci vynalozi maximalne
usilie na dosiahnutie naborového ciela
v primeranom ¢ase po zacati skuSania na
pracovisku skusania. Ak pracovisko skuSania
tuto zasadu nedodrzi, spolo€nost IQVIA méze
prehodnotit vhodnost pracoviska skusania pre
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continue participation in the Study.

C. PAYMENT TERM

IQVIA will pay the Payee every 3 months on
a completed visit per subject basis in
accordance 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 3 months’ enrollment
data 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 data entry, 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.

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 the sole responsibility of the Institution.

All government taxes are the sole responsibility
of the Payee.

Major, disqualifying Protocol violations are
not payable under this Agreement.

Slovakia Clinical Trial Agreement template-INST_ based on
IQVIA Global template — 1 May 2019

Protocol number: BAT-3306-002-CR

Project code: JAB31496

PI: lvan Kecskés,MD,MBA
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dalSiu ucast na skusani.

C. PLATOBNE PODMIENKY
Spolo¢nost IQVIA bude poukazovat platby
prijemcovi platieb kazdé 3 mesiace na zaklade
poctu 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 predchadzajiuce 3 mesiace,
prijatych  od pracoviska skuSania, ktoré
dokladaju navstevnost subjektov.

Zostatok splatnych finanénych prostriedkov az
do vysky desat percent (10%) sa vyplati
pomernym spOsobom po overeni skuto€nej
navstevnosti subjektov a spolo¢nost’ IQVIA ho
vyplati prijemcovi platieb po zadavatelovom
kone¢nom prevzati vSetkych zaznamenanych
udajov, vSetkych vydanych vysvetliviek k
udajom, po prevzati a schvaleni vSetkych
chybajucich dokumentov pre kontrolné urady
pozadovanych spolo¢nostou IQVIA alebo
zadavatelom, vrateni v8etkych nepouZzitych
materidlov spolognosti IQVIA a po splneni
dalSich podmienok uvedenych v zmluve.

Za akékolvek vydavky alebo naklady, ktoré
zdravotnickemu zariadeniu vzniknu pri plneni
tejto zmluvy a ktoré nie su vyslovne schvalené
na preplacanie spolo¢nostou IQVIA alebo
zadavatelom podrla tejto zmluvy (vratane tohto
Rozpoétu a rozpisu platieb), zodpoveda
vyhradne zdravotnicke zariadenie.

Za vSetky dane zodpoveda vyhradne prijemca
platieb.

Zavazné, diskvalifikujuce porusenia
protokolu nie su podla tejto zmluvy splatné.
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D. BUDGET :!'ABLE/’
ROZPOCTOVA TABULKA

Visit (subject travel and meals
included) /
Navsteva (v cene su zahrnuté stravné
a cestovné naklady)

Visit Amount including

X% overhead (in Euro
€)/
Suma navstevy vratane
rezijnych nakladov X%
(v Eurach (€))

Screen Failure
Amount including
X% overhead (in
Euro (€))/
Suma vstupného
vySetrenia vratane X%
rezijnych nakladov
(v Euréch (€))

Short /
Full / Cely ndzov Skrateny
nazov
Screening /
Skrining (vstupna SCR 167 €
navsteva)
Cycle 1 Day 1/
1. deri 1. cyklu C1D1 200 €
Cycle 1 Day 2/
2. deri 1. cyklu C1D2 42 €
Cycle 1 Day 3/
3. deri 1. cyklu C1D3 42 €
Cycle 1 Day 5/
5. deri 1. cyklu C1D5 42 €
Cycle 1 Day 8/
8. defi 1. cyklu C1D8 60 €
Cycle 1 Day 15/
15. deri 1. cyklu C1D15 42 €
Cycle 1 Day 22/
22. deri 1. cyklu C1D22 42 €
Cycle 2 Day 1/
1. deri 2. cyklu C2D1 143 €
Cycle 3 Day 1/
1. deri 3. cyklu C3D1 151 €
Cycle 4 Day 1/
1. defi 4. cykiu C4D1 147 €
Cycle 5 Day 1/
1. defi 5. cyklu C5D1 132 €
Cycle 6 Day 1/
1. defi 6. cyklu CceD1 161 €
Cycle 6 Day 2/
2. deri 6. cyklu ceD2 42 €
Cycle 6 Day 3/
3. deri 6. cyklu CeD3 42 €
Cycle 6 Day 5/
5. deri 6. cyklu C6D5 42 €
Cycle 6 Day 8/
8. deri 6. cyklu Cc6D8 42 €
Cycle 6 Day 15/
15. deri 6. cyklu C6D15 42 €
Cycle 6 Day 22/
22. deri 6. cyklu C6D22 42 €
Cycle 7 Day 1/
1. deri 7. cyklu C7D1 134 €
Slovakia Clinical Trial Agreement template-INST_ based on
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Cycle 8 Day 1/
1. deri 8. cyklu

C8D1

125 €

Cycle 9 Day 1/
1. den 9. cyklu

CID1

130 €

Cycle 10 Day 1/
1. den 10. cyklu

C10D1

126 €

Cycle 11 Day 1/
1. den 11. cyklu

C11D1

122 €

Cycle 12 Day 1/
1. den 12. cyklu

C12D1

132 €

Cycle 13 Day 1/
1. den 13. cyklu

C13D1

126 €

Cycle 14 Day 1/
1. den 14. cyklu

C14D1

122 €

Cycle 15 Day 1/
1. den 15. cyklu

C15D1

126 €

Cycle 16 Day 1/
1. deni 16. cyklu

C16D1

126 €

Cycle 17 Day 1/
1. den 17. cyklu

C17D1

122 €

End of Treatment (e)/
Koniec liecby

EOT

88 €

Safety Follow-up 21
days after last dose
(e)/

Sledovanie bezpecnosti
21 dni od poslednej
davky

SFU 21D

60 €

Safety Follow-up 60
days after last dose /
Sledovanie bezpecnosti
60 dni od poslednej
davky

SFU 60D

47 €

Safety Follow-up 90
days after last dose /
Sledovanie bezpecnosti
90 dni od poslednej
davky

SFU 90D

47 €

Cycle 18 Day 1/
1. den 18. cyklu

C18 D1

83 €

Cycle 19 Day 1/
1. den 19. cyklu

C19 D1

78 €

Cycle 20 Day 1/
1. deni 20. cyklu

C20 D1

78 €

Cycle 21 Day 1/
1. den 21. cyklu

C21D1

78 €

Cycle 22 Day 1/
1. den 22. cyklu

C22D1

78 €

Cycle 23 Day 1/
1. den 23. cyklu

C23D1

78 €

Cycle 24 Day 1/
1. deni 24. cyklu

C24D1

78 €

Cycle 25 Day 1/
1. deni 25. cyklu

C25D1

78 €

Cycle 26 Day 1/
1. deni 26. cyklu

C26D1

78 €

Cycle 27 Day 1/
1. den 27. cyklu

C27D1

78 €

Cycle 28 Day 1/

C28D1

78 €
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1. deni 28. cyklu

Cycle 29 Day 1/
1. den 29. cyklu

C29D1

78 €

Cycle 30 Day 1/
1. deni 30. cyklu

C30D1

78 €

Cycle 31 Day 1/
1. deni 31. cyklu

C31D1

78 €

Cycle 32 Day 1/
1. deni 32. cyklu

C32D1

78 €

Cycle 33 Day 1/
1. deni 33. cyklu

C33D1

78 €

Cycle 34 Day 1/
1. deni 34. cyklu

C34D1

78 €

Cycle 35 Day 1/
1. deni 35. cyklu

C35D1

78 €

Long-term extension
End of Treatment (e)/
Dihodobé predizenie,
koniec liecby (e)

LTE EOT

55 €

Long-term extension
Safety Follow-up 21
days after last dose
(e)/

Dihodobé predizenie,
sledovanie bezpecnosti
21 dni po poslednej
davke (e)

LTE SFU
21D

37 €

Long-term extension
Safety Follow-up 60
days after last dose /
DIhodobé predizenie,
sledovanie bezpecnosti
60 dni po poslednej
davke

LTE SFU
60D

37 €

Long-term extension
Safety Follow-up 90
days after last dose /
DIhodobé predizenie,
sledovanie bezpecnosti
90 dni po poslednej
davke

LTE SFU
90D

37 €

Re-screening (g) */
Opétovny skrining (g)*

Re-SCR

61€

Cycle x Day 1 (a) */
1. den x cyklu (a) *

CxD1

90 €

Cycle y Day 1 (b) */
1. deny cyklu (b) *

CyD1

109 €

Combined End of
Treatment + Early
Termination Safety
Follow-up Visit (e) */
Kombinované
ukoncenie lieCby +
predéasné ukoncenie,
bezpecnostna nasledna
navsteva (e) *

Combine
d/
Kombinov
ané
EOT+ET
SFU

85 €

Long-term extension
Screening (f) /

LTE SCR

56 €
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DIhodobé predizenie,
skrining (f)

Combined Long-term
extension End of
Treatment + Early Combine
Termination Safety d/
Follow-up Visit (e) */ Kombinov
Kombinované dlhodobé éLTE

prediZenie, koniec EOT+ET

lie¢by + predéasné SFU

ukoncenie,

bezpecnostna nasledna

navsteva (e)* 55 €
Survival and Disease

Follow-up (remote) SuDFU

(c)*/ (remote /

Sledovanie preZitia a distancne)

choroby (distanéne) (c)* 6 €

Survival and Disease SuDFU
Follow-up (in person)

: (in
©"/ . ‘o person /
Sledovanie preZitia a
choroby (osobne) (c)* osobne) 37 €
Unscheduled Visit * / uv
Neplanovana navsteva 4€
Total Cost Per Patient /
Celkové néaklady na pacienta 3.256 €
Total Cost Per Patient who continues in LTE /
Celkové néklady na pacienta, ktory pokracuje v LTE 4.834 €

* Additional procedures completed in accordance with Protocol shall be reimbursed upon receipt of an invoice. /
Dodatocné procedury vykonané v sulade s protokolom budu preplatené po prijati faktary.

(a) Participants may discontinue BAT3306 or EU Keytruda or US Keytruda and continue to receive
chemotherapy alone, if appropriate. /
Uéastnici mézu prerusit lieébu BAT3306 alebo EU Keytruda alebo US Keytruda a v pripade potreby
pokracovat’ v samotnej chemoterapii.

(b) Participants may discontinue chemotherapy and continue to receive BAT3306 or EU Keytruda or US Keytruda
alone, if appropriate. /
Uéastnici mézu prerusit chemoterapiu a pokracovat' v liecbe BAT3306 alebo EU Keytruda alebo US Keytruda,
ak je to vhodné.

(c) Survival follow-up will occur every 12 weeks until 24 months after randomization. /
Sledovanie preZitia bude prebiehat kazdych 12 tyzdriov aZ do 24 mesiacov po randomizacii.

(d) For participants still benefitting by the therapy at 12 months. /
Pre ucastnikov, ktori stale vyuZzivaja terapiu po 12 mesiacoch.

(e) If the (LTE) EOT Visit window overlaps with the (LTE) 21 + 7-day Follow-up Visit, a combined visit should be
reimbursed instead of (LTE) EOT and (LTE) SFU 21D. /
Ak sa okno navstevy (LTE) EOT prekryva s (LTE) 21 + 7-driovou naslednou navstevou, namiesto (LTE) EOT
a (LTE) SFU 21D by sa mala uhradit kombinovana navsteva.

(f) If the LTE SCR visit does not overlap with C15D1, C16D1 or C17D1, LTE SCR Vvisit should be reimbursed. /
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Ak sa navsteva LTE SCR neprekryva s C15D1, C16D1 alebo C17D1, navsteva LTE SCR by mala byt

preplatena.

(9) Up to a maximum number of 1 (one) re-screen per subject. /
Maximéalny pocet 1 (jedno) opétovného vySetrenie na subject skiSania.

Additional site costs / Dalsie platby zdravotnickemu zariadeniu:

Site costs/ Naklady na pracovisko

Cost in Euro
(€)/
Naklady v
Eurach (€)

Administrative Fee for clinical trial/
Spravny poplatok za klinické skuSanie

3.000 €

Document Storage, Archiving Total Cost/
Skladovanie dokumentov, celkové naklady
na archivaciu

62 €

E. ADMINISTRATIVE FEE FOR CLINICAL STUDY

The Parties agreed on a one-time fee of
3.000 € for the administrative and legal costs
associated with the clinical trial. This payment
will be paid by the sponsor on the basis of an
invoice issued by the institution within 10 days
of signing the contract and activation of the site
with a due date of 30 days from its delivery.

F. SCREENING FAILURE

Reimbursement for screen failures will be at
the amount indicated on one of the respective
visits: Screening (SCR), LTE Screening (LTE
SCR) or Re-Screening (Re-SCR) of the
attached budget table, not to exceed 1 screen
failure(s) paid per 4 subject(s) randomized.

Prior IQVIA/Sponsor approval shall be needed
to reimburse the screen failures not in
compliance with the aforementioned sentence.

To be eligible for reimbursement of a screening
visit, supporting data entry must be completed
and submitted to IQVIA along with any
additional information, which may be requested

E. SPRAVNY POPLATOK ZA KLINICKE SKUSANIE

Zmluvné strany sa dohodli na jednorazovom
poplatku 3.000 € za administrativno-pravne
ndklady spojené s klinickym skuSanim. Tato
platba bude uhradenéa zadavatelom na zaklade
faktary vystavenej zdravotnickym zariadenim
do 10 dni od podpisu zmluvy a aktivacie centra
s lehotou splatnosti 30 dni od jej dorucenia.

F. NEUSPESNE VSTUPNE VYSETRENIA

Uhrady za netspe$né vstupné vySetrenia budi
vo vySke uvedenej pri jednej z prislusnych
navstev, ako: Skrining (SCR), LTE Skrining
(LTE SCR) alebo opakovany skrining
(Re-SCR) v prilozenej rozpoctovej tabulke,
pricom nesmie prekroCit 1 zaplatené
neuspesné vstupné vySetrenie (a) na 4
randomizovanych subjektov.

Na kompenzaciu vstupnych navstev, ktoré nie
su v sulade s vySSie uvedenou vetou,
je potrebny predchadzajuci suhlas
IQVIA/zadavatela.

Aby vznikol ndrok na uhradu za vstupnu
navstevu, musia sa skompletizovat
podkladové zaznamenané udaje a odoslat
spolocnosti IQVIA spolu so vSetkymi dalSimi
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by IQVIA to appropriately document the subject
screening procedures.

G. DISCONTINUED OR EARLY TERMINATION
SUBJECTS

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

H. UNSCHEDULED VISITS

Payment for unscheduled visits will be
reimbursed with a flat fee of four Euros,
4 Euros for routine procedures along with
Subject travel/meal reimbursement topped with
additional amount for time and labor expended
by the Investigator and Study Staff during the
unscheduled visit.

To be eligible for reimbursement for
Unscheduled Visits, supporting data entry must
be completed and submitted to IQVIA, along
with any additional information which may be
requested by IQVIA, to appropriately document
the Unscheduled Visit.

Other procedures performed during the
Unscheduled visit, will be made in the amounts
as denoted in the Conditional Procedures
section below, upon receipt of invoice. The
invoice must contain subject number,
procedure date and date of visit.

|. CONDITIONAL PROCEDURES (WITH INVOICE)

The following conditional procedure costs will
be reimbursed on a pass-through basis upon
receipt of an invoice in the amount indicated in
the table below (which includes overhead).
Subject number and procedure dates must be
included on the invoice for payment to be
issued (see table below).
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informaciami, ktoré mdze spolo¢nost IQVIA
pozadovat, aby dostatoéne zdokumentovala
vstupné vySetrenia subjektu.

G. PRED{:ASNE VYRADENIE ALEBO
VYSTUPENIE SUBJEKTOV

Uhrady za subjekty, ktoré boli zo skisania
vyradené alebo z neho pred¢asne vystupili, sa
vyplatia pomernym spdsobom podla poctu
potvrdenych absolvovanych navstev.

H. NEPLANOVANE NAVSTEVY

Platba za neplanované navstevy bude
uhradena pausalnym poplatkom vo vyske Styri
Eura, 4 Eur za rutinné postupy spolu
s preplatenim cesty subjektu/jedla doplneného
dodato€nou sumou za €as a pracu vynaloZenu
skusajucim a Studijnému personalu pocas
neplanovanej navstevy.

Aby ste mali narok na preplatenie
neplanovanych navstev, musite vyplnit udaje
a odoslat ich spolo¢nosti IQVIA spolu so
vSetkymi dalSimi informaciami, ktoré méze

spolo¢nost  IQVIA pozadovat, aby bola
neplanovana navsteva nalezite
zdokumentovana.

Ostatné postupy vykonané pocas
nepldnovanej navstevy budud vykonané v
sumach, ktoré su uvedené v Casti

Podmienec¢né postupy nizSie, po prijati faktary.
Faktura musi obsahovat Ccislo predmetu,
datum konania a datum navstevy.

I. POSTUPY VYKONAVANE PODLA
POTREBY (NA FAKTURU)
Nasledujuce postupy vykonavané podla
potreby sa budu uhradzat priebezne po
prevzati faktury na sumu uvedenu v tabulke
nizSie (ktord zahfha prevadzkové naklady).
Aby sa mohla poukazat’ platba, musi byt na
fakture uvedené Ccislo subjektu a datumy
postupov (vid. tabulka nizSie).

DOVERNE

Page 33 of 46

SVK en Slovakia CTA Template - Institution Translated on 16-Jul-2019-1

Strana 33 z 46



Procedure amount

Procedure / Postupy (in Euro (€))/

Cena za postup
(v Eurach (€))

Serious adverse events (SAE) / 7€

Zavazné neZiaduce UcCinky (serious adverse event, SAE)

Re-consent, Informed consent performed again with the same 5€

patient /

Opakovany informovany suhlas, opétovné vykonanie postupu

tykajuceho sa formulara informovaného suhlasu s tym istym pacientom

Pregnant partner consent / Suhlas tehotnej partnerky 3€

Inclusion/ Exclusion criteria - if the LTE SCR visit overlaps with

C15D1, C16D1 or C17D1/ 5€

Zaradovacie/vyluCovacie kritéria — ak sa navsteva LTE SCR prekryva

s C15D1, C16D1 alebo C17D1

Adverse events - for Re-SCR if needed/ 2€

NeZiaduce udalosti— na Re-SCR v pripade potreby

Prior and concomitant medications; Prior anti-cancer

treatments - for Re-SCR if needed /

Predchéadzajuce a subezné lieky; predchadzajuce lieCby rakoviny — na 2€

Re-SCR v pripade potreby

Full physical examination, includes medical history, smoking

status, alcohol usage, NSCLC disease status, one set of vital

signs; weight and height (as applicable) - for extended physical

examination if needed and for Re-SCR/ 15 €

Upiné fyzické vySetrenie zahfria: anamnéza, fajCenie, uZivanie

alkoholu, stav ochorenia NSCLC, jeden subor vitalnych funkcii;

hmotnost’ a vy$ka (podla potreby)— na rozsirené fyzické vySetrenie v

pripade potreby a Re-SCR

Brief physical examination, includes smoking status (as

applicable), alcohol usage (as applicable), one set of vital signs

and weight - for LTE if needed/ 8€

Kratke fyzické vySetrenie vratane fajcenia (podfa potreby), uZivania

alkoholu (podla potreby), jeden stbor vitalnych funkcii a hmotnost— na

LTE v pripade potreby

Vital signs - for additional/ repeated/ unscheduled

assessments as needed; for LTE if needed / 5€

Vitélne funkcie— pre dodatoéné/opakované/neplanované hodnotenia

podla potreby; na LTE v pripade potreby

Eastern Cooperative Oncology Group (ECOG) Performance

Status - for LTE if needed and for Re-SCR/

Celkovy stav podla Vychodnej kooperativnej skupiny pre onkolégiu 2€

(Eastern Cooperative Oncology Group, ECOG) — na LTE v pripade

potreby a na Re-SCR

Single 12 Lead ECG - tracing, interpretation and report - for

additional/ repeated/ unscheduled assessments as needed; for

LTE if needed; for Re-SCR/ 6 €

Jedno 12-zvodové EKG meranie — sledovanie, interpretacia a sprava —

na dodatoéné/opakované/neplanované hodnotenia podla potreby; na

LTE v pripade potreby; na Re-SCR

Echocardiography, transthoracic, real-time with image

documentation (2D) with or without M-mode recording;

complete - for additional assessments if needed; for LTE if

needed; for Re-SCR/ 43 €

Echokardiografia, transtorakalna, v realnom d¢ase s obrazovou
dokumentaciou (2D) so zaznamom v reZzime M alebo bez neho,
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kompletna — v pripade potreby na dodatocné hodnotenia; na LTE v
pripade potreby; na Re-SCR

Interpretation and Report; Echocardiography, transthoracic,
real-time with image documentation (2D) with or without M-
mode recording; complete /

Interpretacia a sprava; echokardiografia, transtorakalna, v realnom
¢ase s obrazovou dokumentaciou (2D) so zaznamom v reZime M
alebo bez neho, kompletna

9€

Cardiac Telemetry; continuous electronic monitoring of heart
rhythm and heart rate, with or without blood pressure
monitoring; 0-6 hours - as per clinical requirements/

Srdcova telemetria; nepretrzité elektronické monitorovanie srdcového
rytmu a pulzu s monitorovanim krvného tlaku alebo bez neho; 0 — 6
hodin — podla klinickych poZiadaviek

7€

Cardiac Telemetry; continuous electronic monitoring of heart
rhythm and heart rate, with or without blood pressure
monitoring; up to 24 hours: Includes interpretation and report -
as per clinical requirements/

Srdcova telemetria; nepretrzité elektronické monitorovanie srdcového
rytmu a pulzu s monitorovanim krvného tlaku alebo bez neho; do 24
hodin: Zahfiia interpretaciu a spravu — podla klinickych poZiadaviek

16 €

Overnight Facility Charge, Complex (telemetry unit) - Per Night
- for cardiac telemetry if needed/

Poplatok za prenocovanie v zariadeni, komplexné (telemetricka
jednotka) — za noc — pre srdcovu telemetriu v pripade potreby

72 €

Pharmacy, Simple (injections, oral formulation) - Per
Preparation (Vitamin B12, Folic Acid, Dexamethasone, systemic
immunosuppressants, antipyretics, antihistamines if applicable);
dispense drug - for the visits at which patients are treated with
chemotherapy alone if needed; for LTE; for additional doses for
antiemetic prophylaxis during Cycles 1 to 4; for Re-SCR; for
immune- and infusion-related reactions if needed/

Lekareri, bezné (injekcie, peroralny pripravok) — na pripravok (vitamin
B12, kyselina listova, dexametazén, systémové imunosupresiva,
antipyretika, antihistaminika v pripade potreby); vydanie lieku — za
navstevy, pri ktorych st pacienti v pripade potreby lieCeni samotnou
chemoterapiou; na LTE; pre dalSie davky na antiemeticku profylaxiu
pocas 1. az 4. cyklu; na Re-SCR; v pripade potreby na imunitné reakcie
a reakcie suvisiace s infuziou

2€

Pharmacy, Complex (infusion) - Per Preparation (Carboplatin);
dispense drug/
Lekareri, komplex (inflizia) — na pripravok (karboplatina); vydanie lieku

45€

Pharmacy, Complex (infusion) - Per Preparation (systemic
immunosuppressants, antipyretics, antihistamines); dispense
drug - for immune- and infusion-related reactions if needed/
Lekareri, komplex (infazia) — na pripravok (systémové
imunosupresiva, antipyretika, antihistaminika); vydanie lieku - v
pripade potreby na imunitné reakcie a reakcie suvisiace s inflziou

5€

Therapeutic, prophylactic or diagnostic injection (Vitamin B12);
intramuscular - for the visits at which patients are treated with
chemotherapy alone if needed; for LTE/

Terapeuticka, profylakticka alebo diagnosticka injekcia (vitamin B12);
intramuskularne - za navstevy, pri ktorych su pacienti v pripade potreby
lieCeni samotnou chemoterapiou; na LTE

4€

Chemotherapy administration (Carboplatin), intravenous
infusion technique; each additional sequential infusion (different
substance/drug), up to 1 hour - for the visits at which patients
are treated with chemotherapy alone if needed/

14 €
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Podavanie chemoterapie (karboplatina), technika intravendznej inflzie;
kaZda dalSia postupna infuzia (ina latka/liek) do 1 hodiny - za navstevy,
pri ktorych su pacienti v pripade potreby lieCeni samotnou
chemoterapiou

Intravenous (IV) infusion for therapy, prophylaxis or diagnosis
(systemic immunosuppressants, antipyretics, antihistamines);
initial, up to 1 hour - for immune- and infusion-related reactions
if needed/

Intravenézna (IV) infuzia na liecbu, profylaxiu alebo diagnostiku
(systémové imunosupresiva, antipyretika, antihistaminika); pociato¢na,
do 1 hodiny - v pripade potreby na imunitné reakcie a reakcie suvisiace
s infuziou

1€

Intravenous (IV) infusion for therapy, prophylaxis or diagnosis
(systemic immunosuppressants, antipyretics, antihistamines);
each additional hour - for immune- and infusion-related
reactions if needed/

Intravenézna (IV) infuzia na liecbu, profylaxiu alebo diagnostiku
(systémové imunosupresiva, antipyretika, antihistaminika); kazdu
dal$iu hodinu - pripade potreby na imunitné reakcie a reakcie suvisiace
s infaziou

5€

Lab handling and/or shipping of specimen(s) to central lab,
complex/

Manipulécia so vzorkami v laboratériu a/alebo odosielanie vzoriek do
centrélneho laboratéria, komplexne

2€

Blood draw, phlebotomy, routine venipuncture for collection of
specimen(s) for local or central (hematology, serum chemistry,
serology, coagulation, thyroid tests, troponin test, follicle-
stimulating hormone as applicable, serum pregnancy as
applicable) and local (EGFR status as applicable) laboratory,
complex: includes preparation of specimen - for
C1D1/additional/ repeated/ unscheduled assessments as
needed; for LTE if needed; for Re-SCR/

Odber krvi, flebotémia, rutinnég venepunkcia na odber vzorky (vzoriek)
pre centralne laboratérium (hematolégia, sérova biochémia, sérolégia,
koagulacia, testy Stitnej Zlazy, troponinovy test, folikuly stimulujici
hormén podfa potreby, potvrdenie tehotenstva v sére podfa potreby) a
lokalne laboratérium (stav EGFR podla potreby), komplexné: vratane
pripravy vzorky — na C1D1/dodatoéné/opakované/neplanované
hodnotenia podla potreby; na LTE v pripade potreby; na Re-SCR

3€

Hematology: erythrocytes (red blood cells or RBC), leukocytes
(white blood cells or WBC), hemoglobin, hematocrit (volume of
packed red blood cells or VPRC), platelet or thrombocyte count,
and indices (mean corpuscular hemoglobin or MCH, mean
corpuscular volume or MCV). Includes automated differential of
the white blood cells: neutrophils or granulocytes, lymphocytes,
monocytes, eosinophils, and basophils (local lab)/
Hematoldgia: erytrocyty (¢ervené krvinky alebo RBC), leukocyty
(biele krvinky alebo WBC), hemoglobin, hematokrit (celkovy objem
¢ervenych krviniek alebo VPRC), pocet krvnych dosti¢iek alebo
trombocytov a indexy (priemerny korpuskularny hemoglobin alebo
MCH, stredny korpuskuléarny objem alebo MCV). Zahffia
automatizovany diferencial bielych krviniek: neutrofily alebo
granulocyty, lymfocyty, monocyty, eozinofily a bazofily (miestne
laboratérium)

2€

Hematology: reticulocyte %, manual (local lab)/
Hematolégia: % retikulocytov, manuélne (miestne laboratérium)

2€

Serum chemistry: albumin, total bilirubin, calcium, carbon
dioxide (bicarbonate), chloride, creatinine, glucose, alkaline

Slovakia Clinical Trial Agreement template-INST_ based on

IQVIA Global template — 1 May 2019 . .
Protocol number: BAT-3306-002-CR DOVERNE
Project code: JAB31496

PI: lvan Kecskés,MD,MBA

CONFIDENTIAL Page 36 of 46

SVK en Slovakia CTA Template - Institution Translated on 16-Jul-2019-1

Strana 36 z 46



phosphatase, potassium, total protein, sodium, alanine amino
transferase (ALT) (SGPT), aspartate amino transferase (AST)
(SGOT), urea nitrogen (BUN) (local lab) /

Sérova biochémia: albumin, celkovy bilirubin, vapnik, oxid uhlicity
(bikarbonat), chlorid, kreatinin, glukéza, alkalicka fosfataza, draslik,
celkovy protein, sodik, alaninaminotransferaza (ALT) (SGPT),
aspartataminotransferaza (AST) (SGOT), mocovinovy dusik (BUN)
(miestne laboratérium)

4€

Serum chemistry: Magnesium (Mg) (local lab) / 2€
Sérova biochémia: Horlik (Mg) (miestne laboratérium)
Serum chemistry: Creatinine clearance; blood (local lab) / 3€
Sérova biochémia: Klirens kreatininu; krv (miestne laboratérium)
Serum chemistry: Direct bilirubin (local lab) / 1€
Sérova biochémia: Priamy bilirubin (miestne laboratérium)
Serum chemistry: Uric acid; blood, serum (local lab)/ 2€
Sérova biochémia: Kyselina mocova, v krvi, v sére (miestne
laboratérium)
Serum chemistry: Inorganic phosphorus (phosphate) (PO4);
blood, serum (local lab) /
Sérova biochémia: Anorganicky fosfor (fosfore¢nan) (PO4), v krvi, v 1€
sére (miestne laboratérium)
Serum chemistry: Amylase (local lab) / 2€
Sérova biochémia: Amylaza (miestne laboratérium)
Serum chemistry: Lipase (local lab) / 2€
Sérova biochémia: Lipaza (miestne laboratérium)
Serum chemistry: Lactate dehydrogenase (LD) (LDH) (local
lab) /
Sér)ova’ biochémia: Laktatdehydrogenaza (LD) (LDH) (miestne 2€
laboratérium)
Serum chemistry: Glutamyl transferase, gamma (GGT)
(GGTP) (local lab)/
Sérova biochémia: Gamaglutamyliransferaza (GGT) (GGTP) 1€
(miestne laboratérium)
Serology: Infectious agent antigen detection; hepatitis B
surface antigen (HBsAg) (local lab) - for retesting during
screening if needed/ 3€
Sérolégia: Detekcia antigénov infekénych agensov; povrchovy antigén
virusu hepatitidy B (HBsAg) (miestne laboratérium) — na opé&tovné
testovanie pocas skriningu v pripade potreby
Infectious agent detection by nucleic acid (DNA); hepatitis
B virus, amplified probe technique (local lab) - for patient
tests positive for HBsAg / Detekcia infekéného agens 8 €
pomocou nukleovej kyseliny (DNA); virus hepatitidy B,
technika amplifikovanej sondy (miestne laboratérium) - pri
pozitivnych testoch pacienta na HBsAg
Serology: Hepatitis C antibody (HCVab) (anti-HCV) (local lab)
- for retesting during screening if needed/
Sérolégia: Protildtka proti hepatitide C (HCVab) (anti-HCV) (miestne 7 €
laboratérium) — na opatovné testovanie pocas skriningu, ak je to
potrebné
Infectious agent detection by nucleic acid (RNA); hepatitis
C amplified probe technique (local lab) - for patient tests
positive for HCV / Detekcia infekéného agens pomocou 10 €
nukleovej kyseliny (RNA); hepatitida C, technika
amplifikovanej sondy (miestne Ilaboratérium) - pri
pozitivhych testoch pacienta na HCV
Serology: Antibody; HIV-1 and HIV-2, single assay (local lab) -
for retesting during screening if needed/
5€
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Sérolégia: Protilatka; HIV-1 a HIV-2, jeden test (miestne laboratérium)
— na opatovné testovanie poc€as skriningu v pripade potreby

Coagulation: International Normalized Ratio (INR) (local lab)/
Koagulacia: Medzinarodny normalizovany pomer (INR) (miestne
laboratérium)

7€

Coagulation: Prothrombin time (PT) (local lab)/
Koagulécia: Protrombinovy ¢as (PT) (miestne laboratorium)

1€

Coagulation: Thromboplastin time, partial (PTT) (aPTT);
plasma or whole blood, serum (local lab) /

Koagulacia: Tromboplastinovy &as, parcialny (PTT) (aPTT); plazma
alebo cela krv, sérum (miestne laboratérium)

2€

Triiodothyronine; free (FT3) (free T-3) (T-3 Uptake) (local lab) /
Trijédtyronin; volny (FT3) (volny T-3) (T-3 absorbcia) (miestne
laboratérium)

4€

Thyroxine; free (FT4) (FT-4) (Free T-4) (local lab)/
Tyroxin; volny (FT4) (FT-4) (volny T-4) (miestne laboratérium)

3€

Thyroid stimulating hormone (TSH) (local lab)/
Hormén stimulujuci stitnu Zlazu [TSH] (miestne laboratérium)

6€

Troponin, quantitative; Cardiac Troponin | (cTnl), Cardiac
Troponin T (¢TnT) (local lab)/

Troponin kvantitativne, srdcovy troponin | (cTnl), srdcovy troponin T
(cTnT) (miestne laboratérium)

3€

Serum pregnancy, gonadotropin chorionic (hCG) (BetahCG);
quantitative (local lab) - for women of reproductive potential if
urine pregnancy test is not appropriate/

Potvrdenie tehotenstva v sére, choriovy gonadotropin (hCG)
(BetahCG); kvantitativne (miestne laboratérium) — pre Zeny s
reprodukénym potencialom ak tehotensky test mocu nie je vhodny

5€

Gonadotropin; follicle stimulating hormone (FSH) (local lab) - for
confirmation of a postmenopausal state/

Gonadotropin;  folikuly  stimulujuci  hormén  (FSH)  (miestne
laboratérium) — na potvrdenie postmenopauzalneho stavu

5€

Urine collection for local or central (urinalysis, urine pregnancy
test as applicable, UPCR as applicable) laboratory - for
additional/ repeated/ unscheduled assessments as needed; for
LTE if needed; for Re-SCR /

Odber mocu pre lokélne alebo centralne laboratérium (analyza mocu,
tehotensky test v moci podla potreby, UPCR podla potreby) — na
dodatoéné/opakované/neplanované hodnotenia podfa potreby; na LTE
v pripade potreby; na Re-SCR

1€

Urinalysis, by dip stick or tablet reagent; automated, with
microscopy if applicable (local lab)/

Analyza moéu pomocou tyCinky alebo tabletového Cinidla;
automatizované, pripadne mikroskopom (miestne laboratérium)

2€

Urine pregnancy, gonadotropin chorionic (hCG) (BetahCG);
qualitative (local lab)- for women of reproductive potential/
Tehotensky test z mocu, choriovy gonadotropin (hCG) (beta hCG),
kvalitativny test (miestne laboratérium) — pre Zeny s reprodukénym
potencialom

2€

Urine collection for local (urine protein quantitative test)
laboratory, 24 hour only - if the subject's urine protein is 2+ or
above/

Odber mocu pre miestne laboratorium (kvantitativny test bielkovin v
moci), len 24 hodin — ak ma ucastnik bielkoviny v moci 2+ alebo viac

1€

Total protein, except by refractometry; urine (local lab) - if the
subject's urine protein is 2+ or above/

Celkovy protein, okrem refraktometrie; moc (miestne laboratérium)- ak
ma ucastnik bielkoviny v moc¢i 2+ alebo viac

2€
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Creatinine, urine (local lab) - if the subject's urine protein is 2+
or above/

Kreatinin, mo¢ (miestne laboratérium) — ak ma ucastnik bielkoviny v
moci 2+ alebo viac

2€

Office consultation with a specialist (radiologist) including a
detailed history and physical examination; Usually, the
presenting problem(s) are minor. Typically, 40 minutes are
spent face-to-face with the patient and/or family /

Konzultacia v kancelarii so $pecialistom (radiolégom) vratane
podrobnej anamnézy a fyzického vySetrenia; zvylajne ide o menej
zavazné problémy. Zvycajne sa 40 minut venuje osobnému kontaktu s
pacientom a/alebo rodinou

16 €

Transfer of imaging data to central reader, Complex (CT/MRI) -
Per Copy/
Prenos obrazovych udajov do centrélnej ¢itacky, komplexne (CT/MRI)
— na kopiu

4€

Response Evaluation Criteria in Solid Tumors (RECIST),
RECIST Tumor Response Criteria; clinician-rated/

Kritéria hodnotenia odpovede v solidnych nadoroch (Response
Evaluation Criteria in Solid Tumor, RECIST), kritéria odpovede v
nadoroch RECIST; hodnotené lekarom

4€

Computerized axial tomography, thoracic, abdominal and pelvic
combined, chest, abdomen, pelvis combined (Cat Scan) (CT
Scan); with contrast material/

Pocitacova axialna tomografia, kombinovana hrudna, brusna a
panvova tomografia, hrudnik, brucho, panva (Cat snimka) (CT
snimka); s kontrastnou latkou

68 €

Examination and selection of retrieved archival (ie, previously
diagnosed) tissue(s) for molecular analysis (eg, KRAS
mutational analysis)/

ViySetrenie a vyber ziskanych archivnych (t.j. predtym
diagnostikovanych) tkaniv na molekularnu analyzu (napr. mutaéna
analyza KRAS)

7€

Study Coordinator - Per Hour - for fresh tumor biopsy if needed;
for UV/

Koordinator sktisania — za jednu hodinu — v pripade potreby na biopsiu
Cerstvého nadoru; pre UV

3€

Physician - Per Hour - for fresh tumor biopsy if needed; for UV/
Lekar — za jednu hodinu — v pripade potreby na biopsiu cerstvého
nadoru; pre UV

9€

Study Coordinator, Electronic Data Capture (EDC) - Per Hour -
for UV/
Study Coordinator, Electronic Data Capture (EDC) - Per Hour - for UV

3€

Daily Facility Charge Complex - Per day - for fresh tumor biopsy
if needed; for cardiac telemetry if needed; for Re-SCR/
Komplexny poplatok za denny pobyt v zdravotnickom zariadeni — na
jeden deri — na biopsiu cerstvého nadoru podla potreby, na srdcovi
telemetriu v pripade potreby, na Re-SCR

27 €

Moderate sedation services provided by the same physician or
other qualified health care professional performing the
diagnostic or therapeutic service that the sedation supports,
requiring the presence of an independent trained observer to
assist in the monitoring of the patients level of consciousness
and physiological status; initial 15 minutes of intraservice time,
patient age 5 years or older/

Sluzby podavania miernych sedativ poskytované tym istym lekarom
alebo inym kvalifikovanym zdravotnickym pracovnikom, ktory
vykonava diagnosticku alebo terapeutickl sluzbu, ktori podavanie
sedativ podporuje, vyZaduje si pritomnost nezavislého kvalifikovaného

4€
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pozorovatela na asistenciu pri sledovani drovne vedomia a
fyziologického stavu pacienta; prvych 15 mintut ¢asu potrebného na
vykonanie samotnej sluzby, u pacientov vo veku od 5 rokov

Moderate sedation services provided by the same physician or
other qualified health care professional performing the
diagnostic or therapeutic service that the sedation supports,
requiring the presence of an independent trained observer to
assist in the monitoring of the patients level of consciousness
and physiological status; each additional 15 minutes
intraservice time/

Sluzby podavania miernych sedativ poskytované rovnakym lekarom
alebo inym kvalifikovanym zdravotnickym pracovnikom, ktory
vykonava aj diagnostické alebo terapeutické sluzby, pre ktoré je
sedacia potrebna, vyZaduje pritomnost nezavislého vySkoleného
pozorovatela, ktory pomaha pri monitorovani urovne vedomia a
fyziologického stavu pacientov; kazdych dalSich 15 minut sluZzobného
casu

2€

Moderate sedation services provided by a physician or other
qualified health care professional other than the physician or
other qualified health care professional performing the
diagnostic or therapeutic service that the sedation supports;
initial 15 minutes of intraservice time, patient age 5 years or
older/

Sluzby podavania miernych sedativ poskytované inym lekarom alebo
kvalifikovanym zdravotnickym pracovnikom, nez je lekar alebo iny
kvalifikovany zdravotnicky pracovnik vykonavajuci diagnostické alebo
terapeutické sluzby, pre ktoré je sedacia potrebna, pociatocnych 15
minut sluZzobného &asu, vek pacienta 5 rokov alebo starsi

7€

Moderate sedation services provided by a physician or other
qualified health care professional other than the physician or
other qualified health care professional performing the
diagnostic or therapeutic service that the sedation supports;
each additional 15 minutes intraservice time/

Sluzby podavania miernych sedativ poskytované inym lekarom alebo
kvalifikovanym zdravotnickym pracovnikom, nez je lekar alebo iny
kvalifikovany zdravotnicky pracovnik vykonavajuci diagnostické alebo
terapeutické sluzby, pre ktoré je sedacia potrebna, kazdych dalsich 15
minut sluZzobného ¢asu

6€

Therapeutic, prophylactic or diagnostic injection (local
anesthetic); subcutaneous or intramuscular/
Terapeuticka, profylakticka alebo diagnosticka injekcia (lokalne
anestetikum); subkutanne alebo intramuskularne

4€

Core needle biopsy, lung or mediastinum, percutaneous,
including imaging guidance, when performed/

Jadrova ihlova biopsia, pltca alebo mediastinum, perkutanne, vratane
zobrazovacieho navadzania pocéas vykonu

200 €

Staining (if applicable) and preparation of the biopsy slides
including shipping and handling/

Farbenie (ak je to vhodné) a priprava bioptickych skliCok vratane
dopravy a manipulacie

50 €

Reimbursement of locally-sourced medication(s) - Pemetrexed,
Carboplatin, Vitamin B12, Folic Acid, Dexamethasone - if used
in accordance with the protocol and not paid by the patient's
private/national insurance for patients enrolled in an industry-
sponsored clinical trial; requires third-party receipts,
reimbursement of actual expenses. Excludes OH. Price
intentionally left blank./ Uhrada liekov (liekov) z miestnych
zdrojov — pemetrexed, karboplatina, vitamin B12, kyselina
listova, dexametazon — ak sa pouzivaju v sulade s protokolom

Price intentionally left
blank. Reimbursement
of actual expenses./
Cena je zamerne
ponechana prazdna.
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a nie su hradené zo sukromného/Statneho poistenia pacienta
pre pacientov zaradenych do klinického skusania
sponzorovaného prislusnym odvetvim; vyZaduje sa potvrdenie
tretej strany, Uhrada skutoénych vydavkov. Nezahffia
prevadzkové naklady. Cena je zdmerne ponechana prazdna.

Uhrada skutoénych
vydavkov.
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J. IEC FEES

IEC costs will be paid upon receipt of an 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 paid upon receipt
of appropriate documentation.

K. STUDY SUBJECT REIMBURSEMENT

The Study Subjects will be reimbursed for
travel and meals expenses related to visit to the
Institution pursuant to the Protocol through the
provision of meal debit card or in cash.

The Investigator decides only one option for
subject for duration of the Study.

Such payments shall be consistent with
Subject’s signed informed consent document.
The Investigator will provide cooperation and
information needed to IQVIA for refund of travel
and meal expenses to the subject.

Sponsor may determine which additional
compensation for the participant may be
reimbursed.

No Costs Amount per one visit in
per one Euros (€)
patient

1 Travel 33€
costs
2 Meal 17 € 50 €*
costs™
Total amount 50 €

* for visits with intensive PK-pharmacokinetic(s),
namely C1D1 & C6D1 visit (see budget table).

L. EQUIPMENT
All  materials and equipment provided
(“Equipment”) by the Sponsor  or

IQVIA/vendors contracted by the Sponsor shall
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J.POPLATKY NEZAVISLYM ETICKYM
KOMISIAM

Naklady na nezavislé etické komisie (NEK) sa
budu uhradzat po prevzati faktury od NEK a nie
su zahrnuté v pripojenom rozpocte. Platba sa
poukaze priamo NEK. VSetky nasledujuce
podania alebo predizenia platnosti sa po
schvaleni spolo€nostou IQVIA a zadavatelom
budu uhradzat po prevzati prislusnej

K. UHRADA PRE UCASTNIKA KLINICKEHO
SKUSANIA

Ugastnikom  klinického  skuSania  budu
preplatené cestovné a stravné naklady
suvisiace s navstevou pracoviska klinickeého
skuSania podfa Protokolu prostrednictvom
stravovacej debetnej karty alebo v hotovosti.
Skusajuci si vyberie len jednu z nasledujucich
moznosti pre Uc€astnika klinického skuSania
pocas trvania skuSania.

Takéto uhrady budu v sulade s podpisanym
dokumentom informovaného suhlasu subjektu.
Skusajuci poskytne IQVIA  sudinnost
a informécie potrebné na uhradu cestovnych
a stravnych nakladov subjektom skuSania.

Zadavatel mob6ze  urcit, ktoré  dalSie
kompenzacie pre UCastnika mozu byt
preplatené.
P.c. Naklady Suma za jednu
na navstevu
jedného v Eurach (€)
pacienta
1 Cestovné 33€
naklady
2 Stravné 17 € 50 €~
naklady*
Celkova suma 50 €

*za ndvstevy s intenzivnou farmakokinetikou,
konkrétne za navstevu C1D1 a C6D1
(vid'. rozpoctova tabulka).

L. VYBAVENIE
V3etky materialy a vybavenie poskytnuté

(dalej len ,vybavenie®) zadavatefom alebo
spoloCnostou IQVIA / dodavatelom,
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remain the sole property of the
Sponsor/IQVIA/vendor, as the case may be.

Therefore, it is hereby agreed that such
Equipment shall:

a) be subject to removal at any time upon the
Sponsor’s or, IQVIA’ demand provided that
such removal does not prevent the Site from
conducting the Study and carrying out their
obligations under this Agreement;

b) be used only for the purposes of the Study;
c) be used in accordance with any manuals or
instructions while in possession of the Site;

d) shall remain in the same condition, ordinary
wear and tear excepted. As long as the
Equipment are in the possession of the Site, it
is liable for maintenance or any risk of loss in
connection with the Equipment during the
conduct of the Study;

e) be clearly identified as the sole property of
the Sponsor/IQVIA/vendor, as applicable, by
clearly stating “BELONGS TO “Name of legal
owner” in order to notify any third parties,
including creditors, that the legal owner retains
title thereto; and

f) upon completion or termination of the Study,
IQVIA or Sponsor, together with Site
assistance, shall arrange the return of all
equipment provided for the Study within one (1)
month of request to return, or if requested by
the Sponsor or IQVIA in writing, arrange for the
disposal of the Equipment as soon as
reasonably practicable.

M. PAYMENT DISPUTES

Institution will have thirty (30) days from the
receipt of final payment to dispute any payment
discrepancies during the course of the Study.

N. INVOICES

Payments will be issued by IQVIA based on
Visit Budget, payment frequency and payment
terms as described above.

The Institution is authorized to issue all
invoices on the basis of a document from an
authorized representative, approved by the
Investigator. We consider the day of taxable
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zmluvne zaviazanych zadavatelom
zostanu podfa okolnosti vyhradnym
vlastnictvom zadavatela/IQVIA/predajcu.

Preto sa tymto suhlasi s tym, Ze takéto
vybavenie:

a) bude podliehat’ odstraneniu kedykolvek
na zaklade poziadavky zadavatela alebo
IQVIA za predpokladu, Zze takéto
odstranenie  nebrani  zdravotnickemu
zariadeniu vykonavat Stadiu a plnit si
svoje zavazky podla tejto zmluvy;

b) bude sa pouzivat iba na ugely Studie;

c) bude sa pouzivat v sulade s
akymikolvek manualmi a inStrukciami
pocas umiestnenia na  prislusnom

zdravotnickom zariadeni;

d) zostane v rovnakom stave, s vynimkou
bezného opotrebovania. Pokial je
vybavenie vo vlastnictve zdravotnickeho
zariadenia, je zodpovedné za udrZzbu
alebo akékolvek riziko straty v suvislosti s
vybavenim pocas vykonavania Studie;

e) bude jasne identifikované ako vyhradné
vlastnictvo  zadavatela/IQVIA/predajcu,
podla potreby, jasnym vyhlasenim “PATRI
K" ,Meno zakonného vlastnika“ s cielom
upozornit akékolvek tretie strany vratane
veritelov, Ze pravny vlastnik si ponechava
vlastnicke pravo k nemu; a

f) po dokonleni alebo ukon&eni Studie,
IQVIA alebo zadavatel spolu s pomocou
na mieste zariadia vratenie vSetkého
vybavenia poskytnutého pre Studiu do
jedného (1) mesiaca od ziadosti o vratenie,
alebo ak o to zadavatel alebo IQVIA
pisomne poZiada, zabezpecit likvidaciu
vybavenia ihned, ako to bude primerane
mozné.

M. PLATOBNE NEZROVNALOSTI

Proti akymkolvek platobnym nezrovnalostiam,
ktoré sa vyskytnu v priebehu skusania, méze
zdravotnicke zariadenie namietat’ do tridsiatich
(30) dni od prijatia poslednej platby.

N. FAKTURY

Platby bude spoloCnost IQVIA vydavat
na zaklade rozpoltu navstev, frekvencie
platieb a platobnych podmienok, ako je
opisané vysSie.

Zdravotnicke zariadenie je opravnené vystavit
vSetky faktury na zaklade podkladu od
splnomocneného zastupcu, odsuhlaseného
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performance to be the last day of service
provision, which, for the purposes of this
Agreement, means the day of handover and
receipt of the amount agreed in writing within
the scope of this study.

Payments will be made only upon receipt of
corresponding invoices/ documents for
payments, including back-up documentation, in
the specified currency, as described below.
Invoices/ Payments will be payable within 30
days from the date of receipt by IQVIA of the
invoice/ document for payment, including any
applicable back-up documentation.

Invoices / documents for payment for any
additional payments to those stated in this
agreement (i.e., additional reimbursements or
conditional procedures) must also be sent to
IQVIA and approved by Sponsor.

All invoices/ documents for payment shall be
raised in the following manner:

Invoices / documents for payment to be
billed to:

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

831 04 Bratislava — New Town
Slovak Republic

Invoices/ documents for payment to be sent
to:

Email original invoices including back up
to: emea@ctp.solutions.igvia.com.

In addition, invoices can be submitted via
portal. The Payee has received an email to
create an account in our Payments Portal.
From the Portal Payee will be able to access
subject activities by protocol, submit invoices
as well as view payment details for all
payments made by IQVIA.

Link to the Portal:
https://ctp.solutions.igvia.com

Emailed or uploaded invoices/ documents for
payment and backup are preferred. In the
event of invoices in hard copy need to be sent,
please send to the following address:

Att Clinical Trial Payments

IQVIA , 5th floor
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skuSajucim. Za den zdanitefného plnenia
povazujeme posledny def poskytnutia sluzby,
ktorym sa pre uc&ely tejto zmluvy rozumie den
odovzdania a prevzatia pisomne odsuhlasene;j
vysky Ciastok v ramci tejto Studie.

Platby sa uskuto€nia az po prijati prislusnych
faktar/ podkladov k platbe vratane podpornej
dokumentacie v uvedenej mene, ako je
opisané nizsie. Faktury/ Platby budu splatné do
30 dni odo dna prijatia faktiry/ podkladu k
platbe spolo€nostou IQVIA vratane prislusnej
podpornej dokumentacie.

Faktary/ podklady k platbe za akékolvek
dodato€né platby k platbam uvedenym v tejto
zmluve (t. j. dodato€né uhrady alebo
podmienené postupy) musia byt tiez zaslané
spolo€nosti IQVIA a schvalené zadavatelom.

VSetky faktury/ podklady k platbe sa vystavuju
nasledovnym spésobom:

Faktury/ podklady k platbe sa vystavuju na
adresu:

IQVIA RDS Slovakia, s.r.o.

Vajnorska 100/B

831 04 Bratislava — mestska ¢ast Nové Mesto
Slovenska republika

Faktury/ podklady k platbe posielajte na
adresu:

Originaly faktar vratane zalohy poslite
e-mailom na adresu:
emea@ctp.solutions.igvia.com.

Okrem toho je mozné posielat faktury cez
portadl. Prijemca platby dostal e-mail na
vytvorenie Uu¢tu na nasom platobnom portali.
Z Portalu bude prijemca moct protokolarne
pristupovat k predmetnym aktivitam,
predkladat’ faktury, ako aj prezerat platobné
udaje pre vSetky platby uskutoénené IQVIA.

Odkaz na portal:
https://ctp.solutions.igvia.com

Uprednostriuju_sa faktury/ podklady k platbe
zaslané e-mailom alebo nahrané a
zalohované. V pripade potreby zaslania faktur
v tladenej podobe ich poslite na tuto adresu:
Att Clinical Trial Payments
IQVIA , 5" floor

DOVERNE

Page 44 of 46

SVK en Slovakia CTA Template - Institution Translated on 16-Jul-2019-1

Strana 44 z 46



210 Pentonville Rd, King Cross
Londn N1 9JY
England

Additionally, reasonable and customary costs
incurred for required unscheduled visits in
addition to the corresponding flat rate(s) set
forth above or additional Protocol-required
procedures not stated in this agreement that
are not related to adverse events shall be paid
by IQVIA in accordance with the invoiceable
process set forth above, provided that Sponsor
through IQVIA, agrees to the cost or procedure
in advance.

The following information should be included
on the invoice/ document for payment:
. Complete INVESTIGATOR name,
address and phone number,
e Invoice Date,
e Invoice Number,
e Payee Name (must match Payee
indicated in CTA),
e Payment Amount,
e  Complete description of services
rendered,
e  Study Number,
e  Sponsor Name,
e Invoices should be printed on
site/Institution letterhead.

All invoice and payment related inquiries shall
be addressed directly to IQVIA Clinical Trial
Payments at:

emea@ctp.solutions.igvia.com.

Invoices / documents for payment and any
accompanying documentation must not include
any personally identifying information of any
Study Subject, including but not limited to
Study Subject first or last name, initials, date of
birth, address, telephone, passport number,
email address, or credit card information. If
invoices or any accompanying documentation
do contain this information IQVIA will notify
Payee. Payee will need to resubmit a redacted
invoice and accompanying documentation that
does not include any personally identifying
information of any Study Subject.
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210 Pentonville Rd, King Cross
London N1 9JY
Anglicko

Okrem toho, primerané a obvyklé néaklady,
ktoré vznikni za poZadované neplanované

navstevy okrem zodpovedajucej pau$alnej
sadzby(-ov) uvedenej vySsSie, alebo
dodatoénych protokolom pozadovanych

postupov, ktoré nie su uvedené v tejto dohode
a ktoré nesuvisia s neziaducimi udalostami,
uhradi IQVIA v sulade s fakturovatelny proces
uvedeny vysSSie za predpokladu, Ze
zadavatelprostrednictvom IQVIA  vopred
suhlasi s nakladmi alebo postupom.

Faktura / podklad k platbe by mala obsahovat
nasledujuce informacie:
. Uplné meno, adresu a telefonne Cislo
SKUSAJUCEHO LEKARA,
e Datum vystavenia faktury,
o Cislo faktry,
Nazov prijemcu (musi sa zhodovat
s nazvom prijemcu uvedenym v CTA),

o Vysku platby,

o Uplny popis poskytnutych sluzieb,

o Cislo klinického skusania,

e Nazov zadavatela,

e Faktury by mali byt vytlaCené na
hlavickovom papieri pracoviska
klinického  skuSania/zdravotnickeho

zariadenia.

VSetky otazky tykajuce sa faktur a platieb
adresujte priamo spolo¢nosti IQVIA Clinical
Trial Payments na adresu:
emea@ctp.solutions.igvia.com.

Faktary/ podklady k platbe ani Ziadne
sprievodné dokumenty nesmu obsahovat
osobné identifikacné udaje Ziadneho ucastnika
klinického skuSania, najma meno alebo
priezvisko, inicialy, datum narodenia, adresu,
telefénne Ccislo, Cislo pasu,e-mailovi adresu
alebo uUdaje platobnej karty. Ak budu faktary
alebo sprievodna dokumentacia obsahovat
tieto udaje, spolo€nost IQVIA o tom bude
informovat’ prijemcu platieb. Prijemca platieb

bude musiet zaslat opravenu fakturu a
sprievodni  dokumentéaciu, ktora nebude
obsahovat osobné identifikatné udaje

Ziadneho Ucastnika klinického skusania.
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NO OTHER ADDITIONAL FUNDING
REQUESTS WILL BE CONSIDERED.

All amounts include all applicable taxes and
excludes VAT.

All payments for this Study in accordance
with the attached Budget will be
paid by IQVIA electronically.
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ZIADNE DALSIE POZIADAVKY NA
FINANCOVANIE NEBUDU ZOHLADNENE.

V3etky sumy zahffaju vSetky platné dane,

okrem DPH.

VSetky platby za skuSanie podla pripojeného
rozpoCtu uhradi
spolocnost IQVIA elektronickym prevodom.
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