CLINICAL TRIAL AGREEMENT

The Clinical Trial Agreement Agreement”) is made
by and between:

Specializovana nemocnica sv. Svorada Zobor,
n.o.

Klastorska 134 949 88 Nitra Slovak Republic
Org No: 3797 1832

VAT No:202 187 7792 (the "Institution™),

And

Peter Berzinec, Assoc. Prof, MD, PhD, FCCP
Employee of Specializovana nemocnica sv.
Svorada Zobor, n.o.

Oddelenie klinickej onkolbgie

Klastorska 134, 949 88 Nitra

Slovak Republic (the "Investigator™),

and

Quintiles Eastern Holdings GmbH having a place
of business at Stella-Klein-Low-Weg 15, Rund 4,
Haus B, OG 4, 1020 Vienna, Austria ("Quintiles™),

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

ZMLUVA O KLINICKOM SKUSANi

Tato zmluvu o klinickom skuSani (dalej ,,zmluva™)
uzatvaraju:

Specializovana nemocnica sv. Svorada Zobor,
n.o.

Klastorska 134, 949 88 Nitra

Slovenska republika

Org No: 3797 1832

VATNo0:202 187 7792

(dalej ,zdravotnicke zariadenie™)

a

Doc. MUDr. Peter Berzinec, PhD., FCCP
zamestnanec Specializovanej nemocnice sv.
Svorada Zobor, n.o.

Oddelenie klinickej onkologie

Klastorska 134, 949 88 Nitra

Slovenska republika (dalej ,skusajuci™)

Quintiles Eastern Holdings GmbH so sidlom na
adrese Stella-Klein-Low-Weg 15, Rund 4, Haus B,
OG 4, 1020 Vieden, Rakusko (dalej ,,Quintiles™),

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

L oac0l EMR100070-005 Cislo protokolu: | EMR100070-005
Otvorené multicentrické
A Phase I, open-label, e e, L
multicenter trial of F;velumab skusanie fazy Ill, porovnavajuce
(MSB0010718C) versus avelumab (M’SBOO10'718C) s
Protocol Title: platinum-based doublet as a Nazov qu--ble-tovm na bgz_e p]atlny vV prvel
first-line treatment of recurrent or protokolu: ||I\r/m liecby re(éldlvu1uceh%DaILe1bo
) . Stadia -L1+
Stage IV PD-L1+ non-small cell nemalobunkového  karcinomu
lung cancer pltic
Protocol Date: 25. August 2015 r[))?ottli) TOIU' 25. augusta 2015
Merck KGaA, Merck KGaA
Sponsor: Frankfurter Str. 250, 64293 Zadavatel: Frankfurter Str. 250, 64293

Darmstadt, Germany

Darmstadt, Nemecko

Country where

ggencljicting Slovak Republic L(lzzjélgii;/?denla Slovenska republika
Study

Peter Berzinec, Assoc. Prof, Doc. MUDr. Peter BerZinec,
Investigator: MD, PhD, FCCP Skusajuci: PhD., FCCP

Location where
the study will be
conducted:

Oddelenie klinickej onkologie

Miesto vedenia

IV Oddelenie klinickej onkologie
skuSania:

100 Calendar Days after Site
Initiation Visit (being the date by
which Site must enrol at least

Key Enroliment
Date:

100 kalendarnych dni od
zahajovacej navStevy pracoviska
skiuSania (ide o datum, do

Klacovy datum
zarad'ovania:
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one (1) subject as more
specifically set out in section 1.7
"Key Enroliment Date" below)

ktorého pracovisko skd3ania
musi zaradit’ najmenej jeden (1)
subjekt, podrobnejSie definovany
v nizSie uvedenom Clanku 1.7
»KluCovy datum zaradovania”)

RA approval  issued  on

Rozhodnutie zo dria 12.11.2015,

RA approval

12.11.2015No: 4362/2015/1000

SUKL

¢.j. 4362/2015/1000

The following additional definitions shall apply to this V tejto zmluve platia nasledujice definicie:

Agreement:

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

Dual Capacity: the capacity of holding a
Government Official (defined below)_position
and being a party to this Agreement.

Good Clinical Practices or GCPs: International
Conference on Harmonisation of Technical
Requirements for Registration of
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.

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

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

Pacientsky zéznamovy harok (Case Report
Form, ,CRF"): pacientsky zaznamovy harok
(papierovy alebo elektronicky), ktory ma
pracovisko skuSania pouZivat’ na
zaznamenavanie vSetkych protokolom
pozadovanych informacii, ktoré sa maju hlasit’
zadavatelovi o kazdom subjekte skuSania
(definovanom niZsie).

Zdvojena funkcia: su€asné vykonavanie funkcie
Statneho predstavitela (definovanej nizSie) a
zmluvnej strany tejto zmluvy.

Spravna  klinicka  prax: Harmonizovana
trojstranna smernica pre spravnu Klinickii prax
Medzinarodnej konferencie pre harmonizaciu
technickych poziadaviek pre registraciu liekov
na humanne pouZitie (ICH), ktora sa mbZe
pricbezne menit a dopifiat, a zasady
definované v Helsinskej deklaracii, ktoré mozu
byt’ priebezne revidované.

Statny predstavitel: kazdy funkcionar alebo
zamestnanec vlady a kazdého ministerstva,
odboru, agentury alebo iného organu vlady;
kazdda osoba konajuca s  oficialnymi
pravomocami v mene vlady alebo ministerstva,
odboru, agentury alebo iného organu vlady;
kazdy funkcionar alebo zamestnanec
spoloCnosti alebo podniku v Ciastocnom alebo
Uplnom S8tatnom vlastnictve; kazdy funkcionar
alebo zamestnanec medzinarodnej verejnej
organizacie, napr. Svetovej banky alebo
Spojenych narodov; kaZzdy funkcionar alebo
zamestnanec politickej strany alebo osoba
konajuca s oficialnou pravomocou v mene
politickej strany; a kandidat na politickl funkciu
a kazdy lekar, lekarnik alebo iny zdravotnik,
ktory pracuje pre nemocnicu, lekaren alebo iné
zdravotnicke zariadenie, ktoré vlastni alebo
prevadzkuje vladny urad, ministerstvo alebo
odbor vlady.

SkuSany produkt: chemicka zlu€enina alebo
zdravotnicka pombdcka uvedena v protokole,
ktora sa skuSa v klinickom skuSani.
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Iltem(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).

Medical Records: the Study Subjects' (defined
below) 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.

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

Sponsor: the sponsor of the Study

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 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.

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

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

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

Zdravotné zaznamy: primarne zdravotné
zaznamy subjektu skuSania (definovaného
niz8ie), uchovavané zdravotnickym zariadenim
pre skuSajuceho, najma zapisy o lieCbe,
rontgenové snimky, spravy z biopsii, snimky
z ultrazvukovych vySetreni a dalSich
zobrazovacich vySetreni.

Protokol: protokol klinického skusania, na ktory
sa odvolava tato zmluva a ktory moze zadavatel
(definovany nizSie) priebezne menit’ a dopliiat’
dodatkami.

Zadavatel: zadavatel skuSania.

SkuSanie: klinické skuSanie, ktoré sa ma
vykonat’ podla tejto zmluvy a protokolu, s cielom
ziskat’ informacie o chemickej zluCenine alebo
zdravotnickej pomdcke uvedenej v protokole.

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

Personal skuSania: osoby zapojené do
vykonavania skuSania pod vedenim
skuSajuceho.

Subjekt skiSania: osoba, ktora sa zucastriuje
skuSania a ktorej sa bud podava skuSany
produkt, alebo je v kontrolnej skupine.

RECITALS: UVODNE VYHLASENIA:

WHEREAS, Quintiles is providing clinical research Spolo¢nost’ Quintiles poskytuje zadavatelovi sluZzby
organisation services to Sponsor under a separate klinickej vyskumnej organizacie podla samostatne;j
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contract between Quintiles and Sponsor. Quintiles’
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 Quintiles requests the Site to
undertake such Study.

NOW THEREFORE, the following is agreed:

1. CONDUCT OF THE STUDY

1.1. Compliance with Laws, Regulations, and
Good Clinical Practices

Site agrees that Site and Study Staff 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. Site and Study Staff acknowledge that
Quintiles 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 (ii) any other applicable anti-
corruption legislation.

1.2. Informed Consent Form

Site agrees to use an informed consent form
that has been approved by Sponsor and is in
accordance with applicable regulations and the
requirements of the Institutional Review Board
("IRB") or Independent Ethics Committee
("IEC") that is responsible for reviewing the
Study. Site shall obtain the prior written
informed consent of each Study Subject.

1.3. Medical Records and Study Data

1.3.1. Collection, Storage and Destruction:

Site shall ensure the prompt, complete, and

accurate  collection, recording  and

classification of the Medical Records and

Study Data.

Site shall:

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
accordance with applicable laws,
regulations and industry standards; and
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zmluvy medzi Quintiles a zadavatefom. Medzi
sluzby poskytované Quintiles patri monitorovanie
skuSania a uzatvaranie zmliv s pracoviskami
skuSania.

Zdravotnicke zariadenie a skuSajuci (dalej spolocne
ako ,pracovisko skuSania") su ochotni vykonat’ toto
skuSanie a Quintiles Ziada pracovisko skuSania o
vykonanie tohto skuSania.

Zmluvné strany sa dohodli na nasledujucom:

1. VEDENIE SKUSANIA

1.1. Dodrziavanie  pravnych predpisov,
nariadeni a spravnej klinickej praxe

Pracovisko skuSania sa zavazuje, Ze spolu s
persondlom  skuZania  vykona  skuSanie
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
spravnej klinickej praxe. Pracovisko skuSania a
personal skuSania beru na vedomie, Ze
Quintiles, zadavatel a vSetky ich dcérske
spolo¢nosti musia dodrziavat’ ustanovenia (i)
protikorup&ného zakona Velkej Britanie z r.
2010 (protikoruptny zakon); (i) zakona
0 zahrani¢nych korup€nych praktikach
Spojenych §tatov americkych z r. 1977 (FCPA)
a (iii) vSetky dalSie platné protikoruptné pravne
predpisy.

1.2. Informovany suhlas

Pracovisko skuSania sa zavdzuje pouZit’
dokument informovaného suhlasu, ktory bol
schvaleny zadavatelom a spifia v8etky platné
nariadenia a poziadavky nezavislej etickej
komisie, ktora je zodpovedna za posudenie
skuSania. Pracovisko skuSania najprv ziska od
kazdého subjektu skuSania pisomny
informovany suhlas.

1.3. Zdravotné zaznamy a udaje skuSania
1.3.1. Zber, uchovavanie a likvidacia:
Pracovisko skuSania zabezpecCi urychleny,
kompletny a presny zber, zaznamenavanie
a triedenie zdravotnych zaznamov a udajov
skuSania.

Povinnostou pracoviska skusania je:

i. viest’a uchovavat’ zdravotné zaznamy a
udaje skuSania zabezpetenym
sposobom s fyzicky a elektronicky
obmedzenym pristupom (podla
potreby) s pouZitim mechanizmov na
ochranu Zivotného prostredia,
vhodnych pre dany druh Gdajov a v
sulade s platnymi pravnymi predpismi,
nariadeniami a normami platnymi v
tomto priemyselnom odvetvi;
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ii. protect the Medical Records and Study
Data from unauthorized use, access,
duplication, and disclosure. If directed
by Sponsor or Quintiles, Site will submit
Study Data using the electronic system
provided by Sponsor or Quintiles or
their designated representative and in
accordance with Sponsor's instructions
for electronic data entry. Site 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.
Investigator agrees to collect all Study
Data in Medical Records prior to
entering it into the CRF. Site shall
ensure the prompt submission of CRFs;
and

iii. 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 and the Investigator hereby
assign to Sponsor all of their rights, title
and interest, including intellectual property
rights, to all Confidential Information (as
defined below). For the avoidance of
doubt, the Study Data shall be and remain
the sole and exclusive property of the
Sponsor or of such party as the Sponsor

II. chranit zdravotne zaznamy a udaje
skuSania pred neopravnenym
pristupom, pouZitim, kopirovanim a
odovzdavanim. Ak to zadavatel alebo
Quintiles budu poZadovat, pracovisko
skuSania zaSle udaje skuSania s
pouzitim elektronického systéemu
poskytnutého zadavatefom, Quintiles
alebo ich poverenym zastupcom a
dodrzi pri tom pokyny zadavatela pre

vkladanie (zapis) udajov do
elektronického systému. Pracovisko
skuSania  zabrani neopravnenému

pristupu k (dajom skaSania tak, zZe
bude zachovavat' fyzicki bezpecnost’
elektronického systému a zabezpedi,
aby personal skuSania uchovaval svoje
pristupové hesla v tajnosti. Skisajuci sa
zavazuje zhromaZzdit' vSetky udaje
skuSania a zdravotné zaznamy pred ich
zapisanim do CRF. Pracovisko
skuSania zabezpedi urychlené
odosielanie CRF;

iii. podniknat’ opatrenia proti nahodnému
alebo predCasnému zniCeniu alebo
poskodeniu tychto dokumentov na taku
dlha dobu, aku poZaduju platné pravne
predpisy. Zdravotnicke zariadenie ani
skuSajuci nesmu zlikvidovat’ ani povolit’
likvidaciu Ziadnych zdravotnych
zaznamov ani udajov skuSania bez
toho, aby o tom vopred pisomne
informovali zadavatela a zdravotnicke
zariadenie bude zdravotné zaznamy a
Udaje skuSania dalej uchovavat’ na
naklady zadavatela na taku dlhd dobu,
aku bude zadavatel pisomne
pozadovat’ potom, €o ich uchovavanie
uZz nebude poZadované platnymi
pravnymi predpismi.

Ak ska3ajuci zo zdravotnickeho zariadenia
odide, zodpovednost’  za uchovavanie
zdravotnych zaznamov a (dajov skd3ania sa
urdi v sulade s platnymi pravnymi predpismi, v
ziadnom pripade to v8ak zdravotnicke
zariadenie nezbavuje jeho povinnosti
uchovavat’ zdravotné zaznamy a udaje
skuSania podla tejto zmluvy.

1.3.2. Vlastnictvo. Vlastnikom zdravotnych
zaznamov zostava zdravotnicke zariadenie.
Zdravotnicke zariadenie a sku3ajuci tymto
postupuju zadavatelovi vSetky svoje prava,
naroky a podiely vratane vSetkych prav
duSevného vlastnictva, ktoré sa tykaju
vSetkych dévernych informacii
(definovanych niZ3ie). Aby nedoslo k
pochybnostiam, u(daje skuSania su a
zostavaju vyhradnym a vylucnym
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may designate, as the case may be.

Subject to applicable local laws and
regulations Sponsor shall be the sole
owner of any Dbiological samples
("Samples”). Site shall collect, retain,
analyze and use such Samples solely
according to the Protocol and in a manner
consistent with the informed consent
forms. At the completion or termination of
the Study, or sooner at the request of the
Sponsor, Site shall, as instructed by
Sponsor, either return all Samples to the
Sponsor or destroy the Samples in
accordance with Sponsor's instructions
and applicable laws and regulations.

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

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

The Site shall immediately notify Quintiles
of, and provide Quintiles 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 Site shall permit Quintiles and
Sponsor to attend any such inspections. The
Site will make reasonable efforts to
separate, and not disclose, all Confidential
Information that is not required to be
disclosed during such inspections.
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vlastnictvom zadavatela, alebo takej strany,
ktora ur€i zadavatel podla toho, ktory pripad
nastane. Ak to pripastaju miestne platné
pravne predpisy, zadavatel je vyhradnym
vlastnikom vSetkych biologickych vzoriek
(dalej ,vzorky™). Pracovisko skuSania bude
zhromazdovat,, uchovavat, analyzovat’
a pouzivat’ tieto vzorky vyhradne v sulade
s protokolom avrozsahu informovaného
suhlasu. Po dokonceni alebo predtasnom
ukonCeni skuSania alebo skbér na zaklade
poziadavky zadavatefa ma pracovisko
skuSania podla pokynov zadavatela bud’
vratit’ vSetky vzorky zadavatelovi, alebo
zlikvidovat’ vzorky podla pokynov
zadavatela v sulade s platnymi pravnymi
predpismi.

1.3.3.Pristup, pouZitie, monitorovanie a
inSpekcia. Pracovisko skuSania poskytne
originaly alebo kopie (od pripadu k pripadu)
vSetkych  Gdajov  skuSania  spoloCnosti
Quintiles a zadavatelovi pre ich pouZitie
zadavatelom. Pracovisko skuSania
poskytne zadavatefovi, Quintiles a ich
zastupcom a predstavitefom primerany
pristup do priestorov pracoviska skuSania a
k  zdravotnym zaznamom a udajom
skuSania, aby umoZnilo zadavatelovi,
Quintiles a ich zastupcom a predstavitefom
vykonavat’ monitorovanie sku3ania.

Pracovisko skuSania poskytne kontrolnym
uradom primerany pristup do priestorov
pracoviska skuSania a k zdravotnym
zaznamom a udajom skuSania a umozni im
robit’ si z nich kopie.

Pracovisko skuSania sa zavazuje
spolupracovat’ so zastupcami Quintiles
a zadavatela a zabezpeCi, aby ich
zamestnanci, zastupcovia a predstavitelia
pracoviska sku3ania neruSili ani inak pre
nich nevytvarali nepriatelské pracovné
prostredie.

Pracovisko  skiSania  bude  Quintiles
okamzite informovat’ 0 vSetkych
poziadavkach, koreSpondencii a
komunikacii tykajucej sa skuSania (a
poskytne z nich Quintiles kopie) so v8etkymi
Statnymi alebo kontrolnymi Gradmi, najma
poziadavkach na inSpekciu priestorov
pracoviska skuSania, a umozni zastupcom
Quintiles a zadavatefa, aby sa takychto
inSpekcii zucCastnili. Pracovisko skuaSania
vynaloZi primerané usilie na to, aby oddelilo
a neodovzdalo Ziadne také dbverné
informacie, ktorych odovzdanie pocas tychto
inSpekcii nie je pozadované.
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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.

1.4. Duties of Investigator

Investigator is responsible for the conduct of the
Study at Institution. In particular, but without
limitation, it is the Investigator's duty to review
and understand the information in the
Investigator's Brochure or device labeling
instructions, to ensure that all informed consent
requirements are met, to ensure that all required
reviews and approvals by applicable regulatory
authorities and IRBs or |IECs are obtained, and
to review all CRFs to ensure their accuracy and
completeness.

Investigator agrees to provide a written
declaration revealing Investigator's possible
economic or other interests, if any, in
connection with the conduct of the Study or the
Investigational Product.

Investigator agrees to provide a written
declaration revealing Investigator's disclosure
obligations, if any, with the Institution in
connection with the conduct of the Study and
the Investigational Product.

Site agrees to provide prompt advance notice to
Sponsor and Quintiles if Investigator will be
leaving the Institution or is otherwise no longer
able to perform the Study. The appointment of
a new Investigator must have the prior approval
of Sponsor and Quintiles.

1.5. Adverse Events

The Site shall report adverse events and
serious adverse events as directed in the
Protocol and by applicable laws and
regulations. The Site shall cooperate with
Sponsor in its efforts to follow-up on any
adverse events. The Site shall comply with its
IRB/IEC reporting obligations.

Sponsor will promptly report to the Site, the
Site's IRB/IEC, and Quintiles, any finding that

1.3.4. Licencia. Zadavatel tymto udeluje
zdravotnickemu zariadeniu trvalu,
nevyhradnd, neprenosnu, vyplatenu
licenciu, bez prava udelovat’ sublicencie, na
pouZzitie udajov skuSania (i) pod podmienkou
splnenia povinnosti uvedenych v &lanku 3
,Dovernost™, na interny, nekomercny
vyskum a na vzdelavacie ucely a (i) na
pripravu publikacii v sulade s c¢lankom 5
,Prava na publikovanie".

1.3.5. Pretrvanie. Platnost’ tohto ¢lanku 1.3
sZdravotné zaznamy a (daje skuSania”
pretrva vypovedanie alebo vyprSanie tejto
zmluvy.

1.4. Povinnosti skuSajuceho

SkuSajuci zodpoveda za vedenie skuSania v
zdravotnickom zariadeni. To zahfiia najma
povinnost’ skuSajuceho preditat’ si a porozumiet’
informaciam  uvedenym v  priruCke pre
skuSajuceho alebo v navode na pouZitie
zdravotnickej pomocky, zabezpelit, aby
informovany suhlas spifial vdetky poZiadavky,
zabezpelit' ziskanie vSetkych pozadovanych
posudkov a schvaleni od prisludnych
kontrolnych uUradov a nezavislych etickych
komisii a skontrolovat’ v8etky CRF, aby zaistil
ich spravnost’ a uplnost.

SkuSajuci sa zavdzuje poskytnat’ pisomné
vyhlasenie, v ktorom odhali svoje pripadné
ekonomické alebo iné zaujmy v suvislosti so
skuSanim alebo skuSanym produktom.

SkuSajuci sa zavdzuje poskytnat’ pisomné
vyhlasenie, v ktorom odhali svoje pripadné
oznamovacie povinnosti voCi zdravotnickemu
zariadeniu v suvislosti o) skuSanim
alebo skuSanym produktom.

Pracovisko skuSania sa zavazuje v
dostatocnom predstihu pisomne informovat’
zadavatela a Quintiles, ak bude skuSajuci
zdravotnickeho zariadenia odchadzat’, alebo ak
z inych dbévodov uz nebude schopny vykonavat’
skuSanie. Vymenovanie nového skuiSajuceho
musi vopred schvalit’ zadavatel a Quintiles.

1.5. NeZiaduce udalosti

Pracovisko skuSania bude neZiaduce udalosti a
zavazné neziaduce udalosti hlasit’ podfa
poziadaviek protokolu a platnych pravnych
predpisov. Pracovisko skuSania bude so
zadavatelom spolupracovat’ v jeho Usili dalej
sledovat’ priebeh vSetkych neziaducich udalosti.
Pracovisko sku3ania dodrzi svoju oznamovaciu
povinnost’ voCi nezavislej etickej komisii.

Zadavatel bude pracovisko skuSania, eticku
komisiu pracoviska skiSania a Quintiles
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could affect the safety of participants or their
willingness to continue participation in the
Study, influence the conduct of the Study, or
alter the Site's IRB/IEC approval to continue the
Study.

1.6. Use and Return of Investigational Product
and Equipment

Sponsor or a duly authorized agent of Sponsor,
shall supply Institution or Investigator with
sufficient amount of Investigational Product as
described in the Protocol.

The Site shall use the Investigational Product
and any comparator products provided in
connection with the Study, solely for the
purpose of properly completing the Study and
shall 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.

Upon completion or termination of the Study,
the Site shall return or destroy, at Sponsor's
option, the Investigational Product, comparator
products, and materials and all Confidential
Information (as defined below) at Sponsor's
sole expense.

Institution and Investigator shall comply with all
laws and regulations governing the disposition
or destruction of Investigational Product and
any instructions from Quintiles or the Sponsor
that are not inconsistent with such laws and
regulations.

Any equipment and material shall remain the
sole and exclusive property of Sponsor. The
Site shall return any equipment or materials
provided by Sponsor for use in the Study unless
and until Sponsor and Site have a written
agreement for Site to acquire the equipment. .

1.7. Key Enroliment Date

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

urychlene informovat’o kazdom zisteni, ktoré by
mohlo mat’ dopad na bezpecnost’ ucastnikov
alebo na ich ochotu pokraCovat’ v acasti na
skuSani, ovplyvnit' priebeh skuaSania alebo
zmenit' suhlas etickej komisie pracoviska
skuSania s pokracovanim skuSania.

1.6. PouZitie a vratenie skuSaného produkiu a
vybavenia

Zadavatel alebo jeho riadne splnomocneny
zastupca doda zdravotnickemu zariadeniu
alebo skuSajucemu dostatotné mnoZstvo
skuSaného produktu v sulade s protokolom.

Pracovisko skuSania pouzije skuSany produkt a
vSetky referencné produkty (komparatory),
poskytnuté v suvislosti so skuSanim, vyhradne
na ucely riadneho dokoncenia skuSania a za
kazdych okolnosti bude skuSany produkt
skladovat’ podla pokynov zadavatela a podla
platnych pravnych predpisov vratane
skladovania v uzamknutych a zabezpeCenych
priestoroch.

Po dokonCeni alebo zastaveni skuSania
pracovisko  skuSania  podla  rozhodnutia
zadavatela a vyhradne na zadavatelove
naklady vrati alebo zlikviduje skuSany produkt,
referenCné  produkty, materidly a vSetky
déverné informacie (definované nizsie).

Zdravotnicke zariadenie a skuSajuci dodrzia
vSetky pravne predpisy, ktorymi sa riadi
likvidacia skiSaného produktu a vSetky pokyny
Quintiles alebo zadavatela, ktoré nie su v
nesulade s takymito pravnymi predpismi.

VSetko vybavenie a material ostava vyhradnym
a vyluénym vlastnictvom zadavatela.
Pracovisko skuSania vrati vSetko vybavenie a
vSetky materialy poskytnuté zadavatelom na
pouzitie v skuSani, pokial zadavatel a
pracovisko skuSania neuzatvoria pisomnu
zmluvu o nadobudnuti vybavenia pracoviskom
skuSania.

1.7. Klu¢ovy datum zarad'ovania

Pracovisko skuSania berie na vedomie a
suhlasi, Ze ak skuSajuci do kluového datumu
zarad'ovania nezaradi do skuSania aspon jeden
(1) subjekt, Quintiles moéZe tato zmluvu
vypovedat’ podla ¢lanku 15 ,Doba platnosti a
vypovedanie”. Zadavatel a Quintiles maju pravo
kedykolvek obmedzit’ zarad'ovanie pacientov.

2. PAYMENT 2. PLATBY

In consideration for the proper performance of the Ako protiplnenie za riadne vykonanie skuSania
Study by Site in compliance with the terms and pracoviskom sku3ania v sulade s podmienkami tejto
conditions of this Agreement, payments shall be zmluvy sa budld poukazovat platby podla
made in accordance with the provisions set forth in  ustanoveni uvedenych v prilohe A, priCom posledna
Attachment A, with the last payment being made platba sa poukaze potom, €o pracovisko skuSania
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after the Site completes all its obligations hereunder,
and Quintiles has received all properly completed
CRFs and, if Quintiles requests, all other

Confidential Information (as defined below).

3. CONFIDENTIALITY

spini vSetky svoje povinnosti podla tejto zmluvy
a Quintiles dostane vSetky riadne vyplnené CRF, a
ak to bude pozadovat, aj vSetky ostatné dbéverné

informacie (definované nizSie).
3. DOVERNE INFORMACIE

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 (ii)
Study enrollment information, information
pertaining to the status of the Study,
communications to and from regulatory
authorities, information relating to the regulatory
status of the Investigational Product, and Study
Data and Inventions (as defined in Section 4).

Confidential Information shall not include
information that:

i. can be shown by documentation to
have been public knowledge prior to or
after disclosure by Sponsor, other than
through wrongful acts or omissions
attributable to Institution or any of its
personnel;

ii. 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;

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

iv. is permitted to be disclosed by written
authorization from Sponsor.

3.2. Obligations
Site and Site's personnel, including Study Staff

shall not:

(i) use Confidential Information for any
purpose other than the
performance of the Study or

(i) 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.

3.1. Definicia

,Doverné informacie” znamenaju dbverné a
vlastnickymi  pravami chranené informacie
zadavatela a zahffiaju (i) vSetky informacie
odovzdané zadavatefom alebo jeho zastupcami
zdravotnickemu zariadeniu, skuSajucemu alebo
inému personalu zdravotnickeho zariadenia,
najma skuSany produkt, technické informacie
tykajuce sa skuSaného produktu, vSetko
dovtedy existujuce  duSevné vlastnictvo
zadavatela (definované v Clanku 4) a protokol;
a (ii) informacie o zaradovani do skuSania,
informacie o stave skuSania, komunikaciu s
kontrolnymi  Uradmi, informacie o stave
registracie skuSaného produktu, udaje skuSania
a vynalezy (definované v ¢lanku 4).

Dbéverné informacie
ktoré:

nezahffiaju informacie,

i ako moZno preukazat’
dokumentaciou, sa stali verejne znamymi
pred odovzdanim zadavatelom alebo po
fnom inak, neZz protipravnym konanim alebo
zanedbanim pripisatelnym zdravotnickemu
zariadeniu alebo jeho personalu;

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

iii. ako moZno preukazat’
dokumentaciou, nezavisle vytvorilo
zdravotnicke zariadenie alebo jeho

personal; alebo
iv. je povolené odovzdavat’ na zaklade
pisomného povolenia zadavatela.

3.2. Povinnosti
Pracovisko skuSania a jeho personal, vratane
personalu skuSania nesmu:

(i) pouzivat’ déverné informacie na iné
ucely, nezje vykonanie skuSania alebo

(ii) odovzdavat’” dobverné informacie
akejkolvek  tretej strane  okrem
pripadov povolenych v tomto ¢lanku 3
alebo v Clanku 5 ,Prava na
publikovanie”, alebo ak je to
poZadované pravnymi predpismi alebo
kontrolnymi dradmi alebo na zaklade
pisomného povolenia odovzdavajucej
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4

To protect Confidential Information, Site agrees
to:

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

(i) advise all Study Staff who
receive Confidential
Information of the confidential
nature of such information; and

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

Nothing herein shall limit the right of Institution
to disclose Study Data as permitted by Section
5 "Publication Rights".

3.3. Compelled Disclosure

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

3.4. Return or Destruction

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

3.5. Survival

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

. 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

zmluvnej strany.
Aby chranilo doverné informacie, zavéazuje sa
pracovisko skuSania:

(i) obmedzit' Sirenie ddbvernych
informacii len na ten personal
skuSania, ktory ich potrebuje

poznat na ucely vykonania
skuSania;

(ii) informovat’ vSetok personal
skuSania, ktory dostane

déverné informacie, o dovernej
povahe tychto informacii a
(iii) pouzit' primerané opatrenia na
ochranu doévernych informacii
pred odhalenim.
Ni¢ z toho, €o je uvedené v tomto odseku,
neobmedzuje pravo zdravotnickeho zariadenia

odovzdavat’  udaje skuSania  spdsobom
povolenym podla ¢€lanku 5 ,Prava na
publikovanie”.

3.3. Vynutené odovzdanie

V pripade, Ze zdravotnicke zariadenie alebo
skuSajuci dostane od tretej strany vyrozumenie,
ktorym sa tato bude snazit’ vynutit’ si odovzdanie
akejkolvek dbovernej informacie, prijemca
vyrozumenia bude o tom zadavatela okamZite
pisomne informovat, aby mohol zadavatel
poziadat' o ochranny sudny prikaz alebo iny
vhodny ochranny prostriedok. V pripade, Ze sa
takyto ochranny sudny prikaz alebo iny vhodny
ochranny prostriedok ziskat’ nepodari, musi
prijemca vyrozumenia poskytnut’ len tu Cast
dbévernych informacii, ktorej odovzdanie je
pozZadované podla pravnych predpisov a musi
poZzadovat, aby sa s tymito informaciami
zaobchadzalo ako s dovernymi.

3.4. Vratenie alebo likvidacia

Po vypovedani tejto zmluvy alebo po skor3ej
pisomnej poZiadavke zadavatela pracovisko
skuSania podla rozhodnutia zadavatela vrati
zadavatelovi alebo zlikviduje vSetky déverne
informacie, okrem udajov skuSania.

3.5. Pretrvanie

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

4. DUSEVNE VLASTNICTVO

4.1. Existujuce duSevné vlastnictvo

Vlastnictvo vynalezov, objavov, autorskych diel
a dalSieho wvyvoja existujuceho k datumu
udinnosti  zmluvy a  v3etkych  patentov,
autorskych prav, prav na obchodné tajomstva a
dalSich prav duSevného vlastnictva v nich
obsiahnutych  (spoloCne ako ,existujice
duSevné vlastnictvo™) nie je ovplyvnené touto
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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

Site 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. Site shall cooperate
and assist Sponsor by executing, and causing
its personnel to execute, all documents
reasonably necessary for Sponsor to secure
and maintain Sponsor's ownership rights in
Inventions.

4.4. Patent Prosecution

Site shall cooperate, at Sponsor's request and
expense, with Sponsor's preparation, filing,
prosecution, and maintenance of all patent
applications and patents for Inventions.

4.5. Survival
This Section 4 "Intellectual Property” shall
survive termination or expiration of this
Agreement.

5. PUBLICATION RIGHTS

5.1. Publication and Disclosure

In accordance with the requirements of this
Section 5 (including but not limited to the time-
restrictions for "Multi-Center Publications”
(Section 5.2), "Confidentiality of Unpublished
Data" (Section 5.3)), Institution and Investigator
shall have the right to publish or present their

zmluvou a Ziadna zmluvna strana ani zadavatel
nebudd mat’ Ziadny narok ani pravo na
existujuce duSevné vlastnictvo inel zmluvnej
strany okrem pripadov vyslovne uvedenych
v inych pisomnych zmluvach medzi nimi.

4.2. Vynalezy

Pre ucCely tejto zmluvy pojem ,vynalezy”
znamena vSetky vyndlezy, 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 vSetkych vynalezov, ktoré
sformuluje, prvykrat uvedie do praxe alebo inak
objavi alebo vyvinie zdravotnicke zariadenie,
skuSajaci alebo ich personal pri vykonavani
skuSania.

4.3. Postupenie vyndlezov

Pracovisko skuSania odovzda a zabezpedi, aby
aj jeho personal odovzdal v3etky vynalezy
zadavatelovi urychlene, v plnej miere a
v pisomnej forme a zdravotnicke zariadenie vo
svojom mene a v mene svojho personalu tymto
postupuje zadavatelovi vSetky svoje prava,
naroky a zaujmy tykajuce sa vSetkych
vynalezov  vratane vSetkych patentov,
autorskych prav alebo inych prav duSevného
vlastnictva v nich obsiahnutych a vSetky prava
na sudne stihanie a Zalovanie vSetkych $koéd
a vSetkého prospechu, ktory vznikne na zaklade
minulého alebo su€asného poruSenia tychto
prav. Pracovisko  skuSania bude SO
zadavatelom spolupracovat’ tym, Ze podpiSe a
zabezpecCi, aby aj jeho personal podpisal vietky
dokumenty primerane potrebné pre zadavatela
na zabezpeCenie a udrzanie si vlastnickych
prav na vSetky vynalezy.

4.4. Pravna ochrana patentov

Pracovisko skuSania bude so zadavatelom na
jeho poziadavku a naklady spolupracovat’ pri
priprave, podavani, sudnom stihani a
udrziavani v8etkych Ziadosti o patent a patentov
navynalezy.

4.5. Pretrvanie

Platnost’ tohto &lanku 4 ,DuSevné vlastnictvo™
pretrva vypovedanie alebo vyprSanie tejto
zmluvy.

5. PRAVA NA PUBLIKOVANIE

5.1. Publikovanie a odovzdavanie

V sulade s podmienkami tohto ¢lanku 5 (najma
casovymi obmedzeniami uvedenymi
v ¢lankoch 5.2 ,Multicentrické publikacie" a 5.3
,DoOvernost’ nepublikovanych udajov") maju
zdravotnicke zariadenie a skuSajuci pravo
publikovat a prezentovat' vysledky svojho
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Site Study results following from Site's own
activities conducted under this Agreement,.
Any proposed publication or presentation of the
Site shall be consistent with scientific standards
by (i) applying the highest industry standards,
including but not limited to the Good Publication
Practice and the Recommendations for
Conduct, Reporting, Editing, and Publication of
Scholarly Work in Medical Journals of the
International Committee of Medical Journal
Editors (ICMJE) in their current version and (ii)
publishing Site Study Data first after the primary
source publication of the Sponsor is made
public. In addition, Institution and Investigator
agree to submit any proposed publication or
presentation to Sponsor's Head of Global
Medical Publication,

email address:
medical.publication®@merckgroup.com

for review at least sixty (60) days prior to
submitting any such proposed publication to a
publisher or proceeding with such proposed
presentation. Within sixty (60) days of its
receipt, Sponsor shall advise Institution and/or
Investigator, as the case may be, in writing of
any information contained therein which is
Confidential Information (other than Study
Data) or which may impair the availability of
patent protection for Inventions. Sponsor shall
have the right to require Institution and/or
Investigator, as applicable, to remove
specifically identified Confidential Information
(other than Study Data) and/or to delay the
proposed publication or presentation for an
additional sixty (60) days to enable Sponsor to
seek patent protection for Inventions.

5.2. Multi-Center Publications

If the Study is a multi-center study, Institution
and Investigator agree that they shall not,
without the Sponsor's prior written consent,
independently publish, present or otherwise
disclose any results of or information pertaining
to Site's own activities conducted under this
Agreement until a multi-center publication is
published. In the event the Sponsor
coordinates the multi-center publication, the
participation of the Investigator as a named
author shall be determined in accordance with
Sponsor's  policies, requirements of the
publisher and generally accepted standards of
authorship. If a multi-center publication is not
published within eighteen (18) months after

pracoviska skuSania vyplyvajuce z vlastnych

aktivit pracoviska skuSania vykonavanych
podfa tejto zmluvy. VS8etky navrhované
publikacie alebo prezentacie pracoviska

skuSania budu v sulade s vedeckymi normami
(i) uplatnenim najvy88ich Standardov odvetvia,
najma smernic spravnej publikatnej praxe a
odporucani na realizaciu, vykazovanie, upravu
a publikovanie vedeckych prac v lekarskych
Casopisoch Medzinarodného vyboru

vydavatelov lekarskych ¢Gasopisov (ICMJE) v
plathom zneni a (i) prvym publikovanim udajov
pracoviska skiSania az po zverejneni primarnej
zdrojovej publikacie zadavatela. Okrem toho sa
zdravotnicke zariadenie a skuSajuci zavazuju
predloZit’ akukolvek navrhovanu publikaciu
alebo prezentaciu veducemu pracovnikovi
zadavatela pre globalne lekarske publikacie

e-mailova adresa:
medical.publication@merckgroup.com

na posudenie najmenej 60 (Sestdesiat) dni pred
predlozenim takejto navrhovanej publikacie
vydavatelovi alebo zaCiatkom takejto
navrhovanej prezentacie. Do 60 (Sestdesiatich)

dni od ich prevzatia zadavatel pisomne
upovedomi zdravotnicke zariadenie alebo
skuSajuceho (podla okolnosti) o vSetkych

informaciach v tychto publikaciach alebo
prezentaciach, ktoré su dévernymi informaciami
(inymi nez Udaje skudSania) alebo ktoré mézu
znizit’ dostupnost’ patentovej ochrany
vynalezov. Zadavatel ma pravo poziadat’
zdravotnicke zariadenie alebo skuSajuceho
(podra toho, o ktory pripad pdjde) o odstranenie
konkrétne zistenych dovernych informacii
(inych nez udaje skuSania) alebo odlozZenie
navrhovanej publikacie alebo prezentacie o
dal8ich 60 (Sestdesiat) dni, aby mohol
zadavatel Ziadat' o patentovu ochranu
vynalezov.

5.2. Multicentrické publikacie

Ak je skuSanie multicentrické, zdravotnicke
zariadenie a skuSajuci sa zavazuju, Ze
bez predchadzajuceho  pisomného  suhlasu
zadavatela nebudu nezavisle publikovat)
prezentovat ani inak odovzdavat Ziadne
vysledky ani informacie tykajuce sa aktivit
pracoviska skuSania vykonavanych podla tejto
zmluvy, kym sa nebude publikovat’
multicentricka  publikacia. Ak  zadavatel
koordinuje multicentrick  publikaciu, podiel
skuSajuceho ako menovaného autora sa urci
v sulade s internymi predpismi zadavatela,
poziadavkami  vydavatela a  vSeobecne
uznavanymi normami tykajucimi sa autorstva.
Ak sa multicentricka publikacia nebude
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completion of the Study and lock of the
database at all research sites or any earlier
termination or abandonment of the Study,
Institution and Investigator shall have the right
to publish and present the Site Study results
following from Site's own activities conducted
under this Agreement, including Study Data,
solely consistent with scientific standards and
the submission requirements as outlined in
Section 5.1 and in accordance with the
provisions of Section 5.3 "Confidentiality of
Unpublished Data" .

5.3. Confidentiality of Unpublished Data
Institution and Investigator acknowledges and
agrees that Study Data that is not published,
presented or otherwise disclosed in
accordance with Section 5.1 or Section 5.2
("Unpublished Data") shall be subject to the
provisions on  Confidential Information
according to Section 3 of this Agreement, and
Institution and Investigator shall not, and shall
require their personnel not to, disclose
Unpublished Data to any other site participating
in the Study or any third party or disclose any
Study Data to any other site participating in the
Study or any third party in greater detail than
the same may be disclosed in any publications,
presentations or disclosures made in
accordance with Section 5.1 or Section 5.2.

5.4. Media Contacts

Institution and Investigator shall not, and shall
ensure that its personnel do not engage in
interviews or other contacts with the media,
including but not limited to newspapers, radio,
television and the Internet, related to the Study,
the Investigational Product, Inventions, or Study
Data without the prior written consent of
Sponsor. This provision does not prohibit
publication or presentation of Study Data in
accordance with this Section.

5.5. Use of Name. Reqistry 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 Quintiles may use the Site'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

publikovat do 18 (osemnastich) mesiacov
od dokonCenia  skuSania a uzamknutia
databazy na vSetkych pracoviskach skuSania
alebo akéhokolvek predCasného ukoncCenia Ci
zastavenia  skuSania, maju  zdravotnicke
zariadenie a skuSajuci pravo publikovat’ a
prezentovat' vysledky pracoviska skuSania
vyplyvajuce z vlastnych aktivit pracoviska
skuSania vykonavanych podla tejto zmluvy
vratane Udajov skuSania vyhradne v sulade
s vedeckymi normami a poziadavkami
na predkladanie publikacii alebo prezentacii,
ako je uvedené v ¢lanku 5.1, a ustanoveniami
Clanku 5.3 ,Ddvernost’  nepublikovanych
udajov".

5.3. Dévernost’ nepublikovanych udajov
Zdravotnicke zariadenie a skuSajuci akceptuju a
suhlasia, Ze Udaje skuSania, ktoré sa nebudu
publikovat, prezentovat’ ani inak odovzdavat’
vsulade s ¢&lankom 5.1 alebo 5.2 (dalej
,nepublikované Gdaje"), budu podliehat’
ustanoveniam o dbvernych informaciach podla
¢lanku 3 tejto zmluvy a zdravotnicke zariadenie
a skuSajuci nebudu odovzdavat a budu
od svojho personalu vyzadovat), aby
neodovzdaval nepublikované (daje Ziadnemu
inému pracovisku skuSania zuc¢astiiujacemu sa
na skadani ani  Ziadnej tretej strane
v podrobnejSej podobe, ako sa tieto informacie
mozu zverejnit’ v akychkolvek publikaciach,
prezentaciach alebo inym spbsobom v sulade s
¢lankom 5.1 alebo 5.2.

5.4. Kontakt s médiami

Zdravotnicke zariadenie a skuSajuci sa nebudu
zapajat’ a zabezpedia, aby sa ani ich personal
nezapajal do rozhovorov alebo inych kontaktov

s médiami, najma s tlaCou, rozhlasom,
televiziou alebo internetom, v suvislosti so
skuSanim, skuSanym produktom, vynalezmi

alebo Udajmi skuSania bez predchadzajuceho
pisomného suhlasu zadavatela. Toto
ustanovenie nezakazuje publikovanie alebo
prezentovanie udajov skuSania v sulade s tymto
¢lankom.

5.5. Pouzitie mien a nazvov, regqistracia
a spravy zo skuSania

Ziadna zo zmluvnych stran nepouZzije nazov
druhej zmluvnej strany ani nazov zadavatela
v suvislosti s reklamou, publikovanim alebo
propagaciou bez predchadzajuceho pisomného
povolenia; zadavatel a Quintiles v3ak moZu
pouzivat’ nazov pracoviska skuSania
v publikaciach zo sku3ania a v medialnej
komunikacii  vratane  webovych  stranok
venovanych klinickym skuaSaniam a tlaCovych
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applicable laws and regulations and will report
the results of the Study publicly when and to the
extent required by applicable laws and
regulations.

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

6. PERSONAL DATA

6.1. Study Team Member Personal Data

Both prior to and during the course of the Study,
the Investigator and his/her teams may be
called upon to provide personal data. This data
falls within the scope of the law and regulations
relating to the protection of personal data.

For the Investigator, this personal data may
include names, contact information, work
experience and professional qualifications,
publications, resumes, educational background
and information related to potential Dual
Capacity conflict of interest, and payments
made to Payee(s) under this Agreement for the
following purposes:

(i) the conduct of clinical trials;

(i) verification by governmental or
regulatory agencies, the Sponsor,
Quintiles, and their agents and
affiliates or third parties working
with the Sponsor on the
development of the compound ;

(i) compliance  with  legal and
regulatory requirements;

(iv) publication on
www.clinicaltrials.gov and
websites and databases that serve
a comparable purpose;

(v) storage in databases to facilitate the
selection of investigators for future
clinical trials; and

(vi) anti-corruption compliance.

The Investigator hereby further consents and
obtain any necessary consents from the Study
Staff or other relevant Institution personnel to
the transfer of such data for the above
mentioned purposes to countries other than
their own country.

Investigator and Study Staff may use their rights
under local data protection law to withdraw
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oznameni o skuSani. Zadavatel zaregistruje
skuSanie vo verejnom registri klinickych skuSani
v stlade splatnymi  pravnymi  predpismi
a zverejni  spravu  z vysledkov  skuSania
v takom termine a rozsahu, v akom to pozaduju
platné pravne predpisy.

5.6. Pretrvanie

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

6. OSOBNE UDAJE

6.1. Osobné udaje Clenov timu skuSania
Pred zahgjenim skuSania a v jeho priebehu
mdzu byt' skdSajuci a jeho tim vyzvani, aby
poskytli svoje osobné udaje. Tieto udaje
spadaju do pdsobnosti pravnych predpisov
tykajucich sa ochrany osobnych udajov.

V pripade sku3ajuceho medzi takéto osobné
Udaje mbZu patrit’ mena a priezviska, kontaktné
informéacie, pracovné skusenosti a odborna
kvalifikacia, publikacie, Zivotopisy, udaje
o vzdelani, informacie o0 moznom konflikte
zaujmov spbsobenom zdvojenou funkciou a o
platbach poukazovanych prijemcovi platieb
podla tejto zmluvy, na nasledujice ucely:

(i) vedenie klinickych skuSani,
(i) preverovanie Statnymi alebo
kontrolnymi Gradmi, zadavatelom

spolo¢nostou  Quintiles aich
zastupcami a dcérskym
spolo¢nostami alebo tretim
stranami spolupracujucim
so zadavatelom na vyvoji danej
zluceniny;

(i) plnenie pravnych predpisov a
poZiadaviek kontrolnych aradov;

(iv) publikovanie na internetovej
stranke www.clinicaltrials.gov a
na dalSich internetovych strankach
a v databazach, ktoré sluZia
porovnatelnému ucelu;

(v) ulozenie v  databazach pre
ulahCenie vyberu skuSajucich do
buducich klinickych skusani;

(vi) dodrZiavanie protikorup¢nych
pravnych predpisov.

SkuSajaci tymto dalej sdhlasi, Ze od personalu
skuSania alebo iného zudastneného personalu
zdravotnickeho zariadenia ziska vSetky potrebné
suhlasy s prenosom takychto udajov na vySSie
uvedené ucely mimo ich domacej krajiny.

SkuSajuci a personal skuSania mézu vyuZit' svoje
pravo, ktoré im poskytuju miestne pravne predpisy
na ochranu osobnych ldajov, a suhlas s pouzitim
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personal data, however in that case will not be
able to conduct the study.

6.2. Study Subject Personal Data

The Investigator shall obtain Study Subject
written consent for the collection and use of
Study Subject personal data for Study
purposes, including the disclosure, transfer and
processing of data collected in accordance with
the Protocol, in compliance with applicable data
protection provisions.

6.3. Data Controller

The Sponsor shall be the data controller for
such personal data except that, if Quintiles
deals with any personal data under this
Agreement in the manner of a data controller,
Quintiles shall be the data controller of such
personal data to the extent of such dealings.

data", as
protection

Quintiles may process "personal
defined in the applicable data
legislation enacted wunder the same or
equivalent/similar national legislation
(collectively "Data Protection Legislation™), of
the Investigator and Study Staff for study-
related purposes and all such processing will be
carried out in accordance with the Data
Protection Legislation.

6.3. Survival
This Section 6 "Personal Data" shall survive
termination or expiration of this Agreement.

7. STUDY SUBJECT INJURY AND INDEMNIFICATION

The Site shall promptly notify Quintiles and Sponsor
in writing of any claim of illness or injury 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 costs of
the immediate medical treatment of a Study Subject
who sustains physical illness or injury as a direct
result of the treatment of such Subject in accordance
with the terms of the Protocoland this Agreement.

Sponsor shall indemnify Institution for and against
any liability or loss resulting from judgements or
claims against them arising out of the physical
illness, injury or death of a Study subject as a direct
result of treatment of such subject in accordance
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svojich osobnych udajov odmietnut, v takom
pripade vSak nebudu méct vykonavat’ skasanie.

6.2. Osobné udaje subjektov skiSania
SkuSajuci  ziska pisomny suhlas subjektov
skuSania so zberom a pouzivanim ich osobnych
udajov na ucely skuSania, vratane
odovzdavania, prenosu a spracovania uUdajov
zozbieranych podla protokolu, v sulade s
platnymi pravnymi predpismi na ochranu
osobnych udajov.

6.3. Spravca osobnych udajov

Spravcom takychto osobnych uUdajov je
zadavatel okrem pripadov, kedy Quintiles
zaobchadza s akymikolvek osobnymi udajmi
podlfa tejto zmluvy spdsobom, aky prinalezi
spravcovi udajov, vtedy sa spravcom tychto
osobnych udajov stava Quintiles v rozsahu
takéhoto zaobchadzania s nimi.

Quintiles mbZe spracovavat vsetky ,osobné

udaje” definované platnou legislativou
o0 ochrane osobnych udajov  uzakonenou
v rovnakej alebo rovnocennej (podobnej)
narodnej legislative (spoloCne ,legislativa o
ochrane osobnych udajov”) skuSajuceho

a personalu skuSania na ucely skuSania a
kaZzdé takéto spracovavanie sa bude vykonavat’
v sulade s legislativou o ochrane osobnych
udajov.

6.3. Pretrvanie
Platnost’tohto ¢lanku 6 ,Osobné Udaje” pretrva
vypovedanie alebo vyprsanie tejto zmluvy.

7. POSKODENIE ZDRAVIA SUBJEKTOV SKUSANIA

A NAHRADA SKODY

Pracovisko skuSania bude Quintiles a zadavatela

urychlene pisomne informovat’ o akejkolvek
poziadavke na odSkodnenie choroby alebo
poSkodenia zdravia skutoCne alebo Udajne

spOsobeného neziadlcou reakciou na skuSany
produkt a spolupracovat’ so zadavatefom pri rieSeni
tejto neziaducej udalosti.

Zadavatel uhradi  zdravotnickemu  zariadeniu
naklady na neodkladné lekarske oSetrenie subjektu
skuSania, ktory utrpel fyzicki ujmu alebo
poskodenie zdravia ako priamy dosledok lieCby v
sulade s podmienkami protokolu a tejto zmluvy.

Zadavatel zdravotnicke zariadenie od3kodni a zbavi
zodpovednosti za akukolvek Skodu, vyplyvajucu
z rozsudkov alebo narokov vznesenych vodi
zdravotnickemu zariadeniu, ktoré vznikni na
zaklade fyzickej ujmy, poSkodenia zdravia alebo
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with the terms of the Protocol and this Agreement,
except to the extent that such adverse event, iliness
or personal injury is caused by:

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.

Institution agrees to indemnify and hold harmless
Quintiles, the Sponsor, and their Affiliates, officers,
agents or employees from and against any liability
or loss resulting from judgments or claims against
them arising out of the physical iliness, injury or
death of a Study Subject due to (i) the failure of
Institution, its officers, agents, employees or
affiliated entities to adhere to the terms of the
Protocol and this Agreement, or (ii) the negligence
or willful misconduct of Institution, its officers,
agents, employees or affiliated entities; provided
however, that Institution shall have no obligation to
indemnify and hold harmless with respect to
judgments and claims arising out of the negligence

and willful misconduct of Sponsor, its officers,
agents or employees.
This Section 7 "Study Subject Injury and

Indemnification” shall survive termination or

expiration of this Agreement.

8. QUINTILES DISCLAIMER

Quintiles 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
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smrti subjektu skuSania v priamom dosledku lieCby
takéhoto  subjektu v sulade s podmienkami
protokolu a tejto zmluvy okrem pripadov, v ktorych
takito  neziaducu udalost, chorobu alebo
poSkodenie zdravia spdsobi:
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 a personalu kazdého z
nich,

b) zanedbanie alebo umyselne
nespravne konanie zdravotnickeho
zariadenia, skuSajuceho
a personalu kazdého z nich,

c) nedodrZzanie primeranych pokynov
skuSajuceho tykajucich sa
poZiadaviek skuSania zo strany
subjektu skuSania.

Zdravotnicke zariadenie sa zavazuje odSkodnit’
Quintiles, zadavatela, ich dcérske spolocnosti,
predstavitelov, zastupcov alebo zamestnancov
a zbavit’ ich zodpovednosti za akukolvek Skodu,
vyplyvajucu z rozsudkov alebo narokov vznesenych
voCi nim, ktoré vzniknu na zaklade fyzickej ujmy,
poSkodenia zdravia alebo smrti subjektu skuSania,
spbsobeného (i) nedodrzanim podmienok protokolu
a tejto zmluvy zo strany zdravotnickeho zariadenia,
jeho predstavitelov, zastupcov, zamestnancov
alebo pridruZzenych subjektov alebo (ii) zanedbanim
alebo umyselne nespravnym konanim
zdravotnickeho zariadenia, jeho predstavitelov,
zastupcov, zamestnancov alebo pridruZenych
subjektov; zdravotnicke zariadenie vSak nema
povinnost’ odSkodnenia a zbavenia zodpovednosti
v suvislosti s rozsudkami  alebo  vznesenymi
narokmi, ktoré vzniknu na zaklade zanedbania
a umyselne nespravneho konania zadavatela, jeho
predstavitelov, zastupcov alebo zamestnancov.

Platnost’ tohto ¢&lanku 7 ,PoSkodenie zdravia
subjektu skiSania a nahrada Skody" pretrva
vypovedanie alebo vyprsanie tejto zmluvy.

8. VYHRADA QUINTILES

Quintiles tymto vyslovne odmieta akukolvek
zodpovednost’ v suvislosti so skiSanym produktom
vratane zodpovednosti za poZziadavky na nahradu
Skody, ktora vznikne na zaklade zdravotného
problému spbsobeného alebo udajne spbésobeného
akymkolvek postupom skuSania spojenym
s takymto produktom okrem rozsahu, v ktorom by
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Agreement by Quintiles.

This Section 8 "Quintiles Disclaimer” shall survive
termination or expiration of this Agreement.

9. CONSEQUENTIAL DAMAGES

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

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

10. DEBARMENT

The Site 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 Site shall
notify  Quintiles immediately if any such
investigation, disqualification, debarment, or ban
oCCurs.

This Section 10 "Debarment” shall survive

termination or expiration of this Agreement.

11. FINANCIAL DISCLOSURE AND CONFLICT OF

takato zodpovednost’ bola spb6sobena zanedbanim,
umyselne nespravnym konanim alebo porusenim
tejto zmluvy zo strany Quintiles.

Platnost’ tohto ¢lanku 8 ,Vyhrada Quintiles™ pretrva
vypovedanie alebo vyprsanie tejto zmluvy.

9. NASLEDNE SKODY

Quintiles ani zadavatel nebudd voci pracovisku
skuSania zodpovedni za Ziadny uSly zisk, stratu
prilezitosti ani iné nasledné Skody, ani pracovisko
ski8ania nebude zodpovedné vodi Quintiles a
zadavatelovi za ziadny uSly zisk, stratu prilezitosti
ani iné nasledné Skody.

Platnost’ tohto ¢lanku 9 ,Nasledné Skody" pretrva
vypovedanie alebo vyprSanie tejto zmluvy.

10. VYLUCENIE

Pracovisko skuSania vyhlasuje a zaruCuje, Ze
zdravotnicke zariadenie, skuSajuci ani Ziadni ich
zamestnanci, zastupcovia alebo iné osoby
vykonavajuce skuSanie v zdravotnickom zariadeni
neboli vyluCené, diskvalifikované a nebol im udeleny
zakaz vykonavat'  klinické sku3ania ani nie su
predmetom vySetrovania akéhokolvek Statneho
alebo kontrolného uradu vo veci vyluCenia alebo
podobného uradného postihu v akejkolvek krajine
a pracovisko skuSania bude Quintiles okamZite
informovat’, ak sa takéto vySetrovanie,
diskvalifikacia, vyluCenie alebo =zakaz Cinnosti
vyskytne.

Platnost’” tohto ¢&lanku 10 ,Vylugenie”
vypovedanie alebo vyprSanie tejto zmluvy.

pretrva

1. FINANCNE PRIZNANIA A KONFLIKT ZAUJMOV

INTEREST

Upon Sponsor's or Quintiles’ request, Site agrees
that, for each listed or identified investigator or sub-
investigator who is directly involved in the treatment
or evaluation of Study Subjects, it shall promptly
return to Quintiles a financial and conflict of interest
disclosure form that has been completed and signed
by such investigator or sub-investigator, which shall
disclose any applicable interests held by those
investigators or sub-investigators or their spouses or
dependent children.

Quintiles may withhold payments if it does not
receive a completed form from each such
investigator and sub-investigator.

Site shall ensure that all such forms are promptly
updated as needed to maintain their accuracy and
completeness during the Study and for one (1) year
after Study completion.
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Na poZiadanie zadavatela alebo Quintiles sa
pracovisko skuSania zavazuje urychlene odovzdat’
spolo¢nosti Quintiles finan¢né priznanie
a vyhlasenie o konflikte zaujmov za kazdého
uvedeného alebo identifikovaného skusajuceho
alebo spoluskusajuceho, priamo zapojeného do
lieCby alebo vyhodnocovania subjektov skuSania,
vyplnené a podpisané tymito skuSajucimi alebo
spoluskuSajucimi, kde budu uvedené vSetky
relevantné financné zaujmy tychto skudSajucich
alebo spoluskuSajucich, ako aj ich manZelskych
partnerov a vyZivovanych deti.

Ak spolo¢nost Quintiles nedostane vyplnené
financné priznania za kazdého skuSajuceho
a spoluskusajuceho, mdze odmietnut’ poukazat’

platby za skuaSanie.

Pracovisko skuSania zabezpedi,
financné priznania podla potreby véas
aktualizované tak, aby bola zachovana ich
spravnost’ a Uplnost’ pocas celého skusania a jeden

aby boli takéto
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Site agrees that the completed forms may be subject
to review by governmental or regulatory agencies,
Sponsor, Quintiles, and their agents, and the Site
consents to such review.

The Site further consents to the transfer of its
financial disclosure data to the Sponsor’'s country of
origin and to the U.S., even though data protection
may not exist or be as developed in those countries
as in the Site's own country.

This Section 11 "Financial Disclosure and Conflict of
Interest” shall survive termination or expiration of
this Agreement.

12. ANTI-KICKBACK AND ANTI FRAUD

Institution and Investigator agree that their judgment
with respect to the advice and care of each Study
Subject will not be affected by the compensation
they receive 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 Quintiles provides any free
products or items for use in the Study, Institution and
Investigator agree that they will not bill any Study
Subject, insurer or governmental agency, or any
other third party, for such free products or items.

Institution and Investigator agree 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 Quintiles or Sponsor, or which
are not part of the ordinary care they would normally
provide for the Study Subject, and that neither
Institution nor Investigator will pay another physician
to refer subjects to the Study.

13. ANTI-BRIBERY

Institution and Investigator agree that the fees to be
paid pursuant to this Agreement represent fair
compensation for the services to be provided by
Site. Institution and Investigator represent 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,
Investigator or any of their respective owners,
directors, employees, agents, consultants, or any
payee under this Agreement may make, as a
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(1) rok po jeho dokonceni.

Pracovisko skuSania berie na vedomie, Ze vyplnené
finan€né priznania moézu podliehat’ kontrolam zo
strany Statnych a kontrolnych dradov, zadavatela,
spolo¢nosti Quintiles a ich zastupcov a s takouto
kontrolou suhlasi.

Pracovisko skuSania dalej suhlasi s prenosom
udajov financnych priznani do krajiny pévodu
zadavatela a do Spojenych Statov americkych, aj
ked’ v tychto krajinach nie je zabezpeCena ochrana
osobnych udajov alebo je na niz8ej urovni nez v
domace;j krajine pracoviska skusania.

Platnost’

a konflikt zaujmov”
vyprSanie tejto zmluvy.

tohto c¢lanku 11 ,Finanéné priznania
pretrva vypovedanie alebo

12. USTANOVENIA NAMIERENE PROTI PROViZIAM A
PODVODOM

Zdravotnicke zariadenie a sku3ajuci potvrdzuju, ze
odmena, ktoru dostanu podla tejto zmluvy,
neovplyvni ich tsudok v suvislosti s poradenstvom a
starostlivostou poskytovanou kaZzdému subjektu
skuSania, Ze tato odmena nepresahuje spravodlivi
trhovu hodnotu sluzieb, ktoré poskytuju, a Ze Ziadne
platby sa im neposkytuji za ucelom nabadania na
nakup alebo predpisovanie akychkolvek liekov,
pomadcok alebo produktov.

Ak zadavatel alebo Quintiles bezplatne poskytne
akykolvek produkt alebo poloZzku na pouZitie
v skuSani, zdravotnicke zariadenie a skaSajuci sa
zavazuju neuctovat’ tieto bezplatné produkty alebo
polozky Ziadnemu subjektu skuSania, poistovni,
Statnemu aradu ani akejkolvek inej tretej strane.

Zdravotnicke zariadenie a skuSajuci sa zavazuju
neuctovat’ Ziadnemu subjektu skuSania, poistovni,
Statnemu dradu ani akejkolvek inej tretej strane
Ziadne navStevy, sluzby alebo vydavky, ktoré im
vznikna podas skuSania a za ktoré dostali dhradu od
Quintiles alebo zadavatela alebo ktoré nie su
sucastou beznej starostlivosti, ktord by subjektu
skuSania za normalnych okolnosti poskytli, a Ze ani
zdravotnicke zariadenie, ani skuSajuci nebudua platit’
Ziadnemu inému lekarovi za poukazovanie
subjektov do skuSania.

13. USTANOVENIA NAMIERENE PROTI UPLATKARSTVU

Zdravotnicke zariadenie a skuSajuci potvrdzuju, Ze
poplatky, ktoré maju byt vyplatené podla tejto
zmluvy, predstavuju spravodlivi odmenu za sluzby,
ktoré ma poskytnit’ pracovisko  skuSania.
Zdravotnicke zariadenie a skuSajuci vyhlasuju
a zarucuju, Ze platby a hodnotné veci, ktoré dostanu
podla tejto zmluvy v suvislosti so skuSanim,
neovplyvnia Ziadne rozhodnutie, ktoré zdravotnicke
zariadenie, skuSajuci a ktorykolvek z ich vlastnikov,
riaditelov, zamestnancov, zastupcov, poradcov
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Government Official or otherwise, in order to assist
Sponsor or Quintiles to secure an improper
advantage or obtain or retain business.

Institution and Investigator further represent and
warrant that neither they nor any of their respective
owners, directors, employees, agents, or
consultants, nor any payee under this Agreement,
will, in order to assist Sponsor or Quintiles to secure
an improper advantage or obtain or retain business,
directly or indirectly pay, offer or promise to pay, or
give any Iltems of Value to any person or entity for
purposes of (i) influencing any act or decision; (ii)
inducing such person or entity to do or omit to do any
act in violation of their lawful duty; (iii) securing any
improper advantage; or (iv) inducing such person or
entity to use influence with the government or
instrumentality thereof to affect or influence any act
or decision of the government or instrumentality.

In addition to other rights or remedies under this
Agreement or at law, Quintiles may terminate this
Agreement if Site breaches any of the
representations or warranties contained in this
Section or if Quintiles 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 Investigator and Institution and Study Staff are
acting as independent contractors of Quintiles and
Sponsor and shall not be considered the employees
or agents of Quintiles or Sponsor.

Neither Quintiles nor Sponsor shall be responsible
for any employee benefits, pensions, workers'
compensation, withholding, or employment-related
taxes as to the Investigator or Institution or their
staff.

15. TERM & TERMINATION

15.1. Term

This Agreement shall be valid upon signature
by all Parties and shall be in effect on the day
following the day of its publication in accordance
with § 47(a)(1) of Act No. 40/1964 of the Civil
Code as Amended in the Central Registry of
Contracts www.crz.qov.sk, as these Contracts
must be disclosed in accordance with § 5(a)(1)
of Act No. 211/2000, the Freedom of
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alebo prijemcov platieb podla tejto zmluvy mbze
prijat’ ako Statny predstavitel alebo v inej funkcii, aby
pomohol zadavatelovi alebo Quintiles zabezpegit’ si

nenalezitit vyhodu alebo ziskat’ &i wudrzat’ si
obchodné prileZitosti.
Zdravotnicke zariadenie a skuSajuci vyhlasuja

a zaruCuju, Ze ani oni sami, ani ktorykolvek z ich
vlastnikov, riaditelov, zamestnancov, zastupcov,
poradcov alebo prijemcov platieb podla tejto zmluvy
nebude za to, aby zadavatelovi alebo Quintiles
pomohol zabezpe€it' si nenaleZiti vyhodu alebo
ziskat’ Ci udrzat’ si obchodné prilezitosti, priamo ani
nepriamo platit, ponukat’ alebo slubovat’ platbu ani
nedaruje Ziadnu hodnotnu vec Ziadnej fyzickej alebo
pravnickej osobe za uaCelom (i) ovplyvnenia
akéhokolvek ukonu alebo  rozhodnutia,  (ii)
nabadania takejto fyzickej alebo pravnickej osoby
na vykonanie alebo nevykonanie akéhokolvek
skutku v rozpore s jej zakonnymi povinnostami; (iii)
zabezpelenia si nenalezitej vyhody alebo (iv)
nabadania takejto fyzickej alebo pravnickej osoby,
aby ovplyvnila nejaky Ukon alebo rozhodnutie
Statneho uradu alebo iného organu viady.

Okrem inych prav a opravnych prostriedkov podla
tejto zmluvy alebo podla zakona méZe Quintiles tato
zmluvu vypovedat, ak pracovisko skuSania porusi
niektoré z vyhlaseni a zaruk obsiahnutych v tomto
Clanku alebo ak sa Quintiles alebo zadavatel dozvie,
Ze zdravotnicke zariadenie alebo skuSajuci takéto
nenalezité platby vykonali bud osobne, alebo
prostrednictvom inej osoby alebo spolocnosti
konajucej v ich mene alebo takéto platby osobne
alebo prostrednictvom akejkolvek osoby alebo
spoloc¢nosti prijali.

14. NEZAVISLY ZMLUVNY DODAVATEL

Zdravotnicke zariadenie, skudSajuci a personal
skuSania konaju ako nezavisli zmluvni dodavatelia
Quintiles a zadavatefa a nemaju sa povazovat za
zamestnancov alebo zastupcov Quintiles alebo
zadavatela.

Quintiles ani zadavatel zdravotnickemu zariadeniu,
skuSajucemu a personalu skuSania nezodpovedaju
za Ziadne zamestnanecké vyhody, dochodky,
Urazové poistenie, dan z prijmu ani za Ziadne iné
zamestnanecké dane a odvody.

15.DOBA PLATNOSTI A VYPOVEDANIE

15.1. Doba platnosti
Tato zmluva nadobuda platnost’ driom jej
podpisania vsetkymi zmluvnymi stranami a
ucinnost’ diilom nasledujucim po dni jej zverejnenia
v zmysle § 47a ods. 1 zakona €. 40/1964 Zb.
Obciansky zakonnik v zneni neskor3ich predpisov
v centralnom registri zmlav na www.cCrz.gov.sk,
nakolko ide o povinne zverejiiovanu zmluvu v
zmysle § 5a ods. 1 zakona &. 211/2000 Z.z. o
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Information Act as Amended.

15.2. Termination

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

The Site may terminate upon written notice if
circumstances beyond the Site's reasonable
control prevent completion of the Study, or if it
reasonably determines that it is no longer
medically justifiable to continue the Study due to
unexpected results, the severity or prevalence
of serious adverse events or the insufficient
efficacy of the Investigational Product. Upon
receipt of notice of termination, the Site shall
immediately cease any subject recruitment,
follow the specified termination procedures,
ensure that any required subject follow-up
procedures are completed, and make all
reasonable efforts to minimize further costs, and
Quintiles 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, exceptto the
extent that Study Subject safety may be
jeopardized, Quintiles 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
receipt,
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slobodnom pristupe Kk informaciam v zneni
neskorSich predpisov.

15.2. Vypovedanie

Quintiles mo6Ze tuto zmluvu  vypovedat
z akéhokolvek ddvodu s okamzitou ucinnostou
pisomnou vypovedou.

Pracovisko skuSania mdze tuto zmluvu
vypovedat’ pisomnou vypovedou, ak mu
okolnosti mimo jeho primeranej kontroly
zabranuju v dokonCeni skuSania alebo ak

dospeje k odévodnenému zaveru, Ze
pokraCovanie v sku3ani je medicinsky
neodbévodnené z dovodu neodakavanych

vysledkov, zavaznosti alebo vyskytu zavaznych
neziaducich  GCinkov alebo nedostatoCnej
ucinnosti  skuSaného produktu. Po prevzati
pisomnej vypovede pracovisko  skuSania
okamZzite zastavi zaradovanie subjektov do
skuSania, dodrzi postupy definované pre
vypovedanie zmluvy, zabezpeCi, aby boli
dokonCené vSetky pozadované kontrolné
vySetrenia subjektov a vynaloZi primerané usilie
na minimalizovanie dalSich nakladov. Quintiles
poukadZe poslednu platbu za navStevy alebo
vykony riadne vykonané v sulade s touto
zmluvou vo vySke stanovenej v prilohe A; desat’
percent (10 %) tejto poslednej platby vSak bude
zadrzanych a7 do zadavatelovho koneCného
prevzatia  vSetkych  stranok pacientskych
zaznamovych harkov  (CRF)  a vSetkych
vydanych vysvetliviek k Gdajom a do splnenia
vSetkych dalSich uplatnitelnych podmienok tu
stanovenych.  V pripade  podozrenia na
podstatné poruSenie tejto zmluvy, ktoré by
vyzadovalo jej vypovedanie, mbze spolocnost’
Quintiles Ciastocne alebo Uplne pozastavit’
plnenie tejto zmluvy vratane zaradovania
subjektov skuSania do skuSania s vynimkou
rozsahu, v ktorom by bola ohrozena
bezpelnost’ subjektov skuSania.

16. OZNAMENIA

V8etky oznamenia pozadované alebo povolené
podla tejto zmluvy budld vyhotovené pisomne
a dorucené
a) osobne;
(38) doporucenou postou s uhradenym
postovnym a dorucenkou;
X) e-mailom ako .pdf subor alebo
skenovany dokument alebo v inom

B

needitovatelnom formate S
poZadovanym potvrdenim
dorucgenia;

0) komerCnou kuriérskou sluzbou,
ktora zaruCuje doruCenie na
nasledujuci den a  poskytuje
potvrdenie doruCenia, a takéto
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and such notices shall be addressed as follows: oznamenia budu adresované
nasledovne:
Merck KGaA
To Sponsor: Frankfurter Str. 250, 64293 Darmstadt,
Zadavatelovi: Germany/Nemecko

To Quintiles
Spolo¢nosti Quintiles

Name/Nazov: Quintiles Slovakia, s. r. o.
Address/Adresa: Vajnorska 100/B

831 04 Bratislava,

Slovenska republika

Specializovana nemocnica sv. Svorada

. Zobor, n.o.
To Institution < .
7d tnick iadeni Klastorska 134
ravotnickemu zariadeniu 949 88 Nitra

Slovenska republika

To Investigator
Skusajucemu

Doc. MUDr. Peter Berzinec, PhD., FCCP
Specializovana nemocnica sv. Svorada
Zobor, n.o.

Oddelenie klinickej onkologie

Klastorska 134

949 88 Nitra

SLOVENSKA REPUBLIKA

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/Enforceabilitv

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.
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17. VYSSIA MOC

Zmluvné strany su ospravedinené od plnenia
povinnosti, ktoré si maju plinit podfa tejto zmluvy,
v pripade povodne, poZiaru alebo inej Zivelnej
pohromy, havarie, vojny, vzbury, vytrZnosti,
embarga, meskania prepravcov, nemoZznosti ziskat’
materialy, vypadku elektriny alebo prirodnych
zdrojov dodavok, S8tatneho ukonu, vynosu alebo
obmedzenia alebo inej vy88ej moci, ktora zabraruje
takémuto plneniu, Ci uz je podobného, alebo iného
charakteru, ako vy$8ie uvedené, a je mimo
primeranej kontroly zmluvnej strany viazanej touto

povinnostou, postihnuta 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 akejkolvek podmienky tejto
zmluvy nema byt interpretované ako zrieknutie
sa tejto podmienky. Ak sa ktorakolvek Cast tejto
zmluvy ukéZze ako nevymahatelna, zostava
zvySok tejto zmluvy platny a udinny.

18.3. Postupenie zmluvy
Tato zmluva je zavdzna pre zmluvné strany a
ich naslednikov a nastupcov.
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The Site shall not assign or transfer any rights
or obligations under this Agreement without the
written consent of Quintiles and Sponsor.

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

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
iaws of the state or province and country in
which Site conducts the Study.

18.6. Survival

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

THIS SECTION IS INTENTIONALLY
LEFT BLANK

Pracovisko skuSania nesmie postupit’ ani
presunut’ Ziadne zo svojich prav a povinnosti
podla tejto zmluvy bez predchadzajuceho
pisomného suhlasu Quintiles a zadavatela.

Na poZiadanie zadavatela Quintiles postupi tato
zmluvu  zadavatelovi alebo tretej strane
a Quintiles nebude zodpovedat za Ziadne
povinnosti alebo zavazky podla tejto zmluvy,
ktoré vznikni po datume takéhoto postupenia
a pracovisko skuSania s takymto postupenim
suhlasi. Nastupca spolognosti Quintiles bude
pracovisko skuSania o takomto postapeni
urychlene informovat’.

1_8A 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.

1_8 J5JMadriadené pravo

Tato zmluva sa interpretuje podla pravnych
predpisov krajiny, v ktorej pracovisko skuSania
vykonava skuSanie.

18JL_Pretrvanie

Podmienky tejto zmluvy obsahujuce povinnosti
alebo prava, ktoré presahuj0 dokondenie
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
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ACKNOWLEDGED AND AGREED BY Quintiles Eastern Holdings GmbH
Za Quintiles Eastern Holdings GmbH svojim podpisom potvrdzuje:

By/Meno:
Title/Funkcia:
Signatare/Podpis:

Date/Datum:

ACKNOWLEDGED AND AGREED BY Specializovand nemocnica sv. Svorada Zobor, n.o.
Za Specializovani nemocnicu Sv. Svorada Zobor, n.o. S svojim podpisom potvrdzuje:

By/Meno:

Title / Funkcia:

(must be authorized to sign on Institution’s behalf) /

(s opravnenim podpisovat’'za zdravotnicke zariadenie),
Signature/Podpis:

Date/Datum:

ACKNOWLEDGED AND AGREED BY THE INVESTIGATOR:
SkusSajuci svojim podpisom potvrdzuje:

Name/Meno:

Signature/Podpis:.

Date/Datum:
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ATTACHMENT A

BUDGET & PAYMENT SCHEDULE

PRILOHA A

ROZPOCET A ROZPIS PLATIEB

A. PAYEE DETAILS A. UDAJE O PRIJEMCOVI PLATIEB
The Parties agree that the payee designated below Zmluvné strany potvrdzujui, Ze menovany prijemca
is the proper payee for this Agreement, and that platieb je riadnym prijemcom platieb podfa tejto
payments under this Agreement will be made only zmluvy a Ze platby podla tejto zmluvy sa budu
to the following payee ("Payee): poukazovat’ len nasledujucemu prijemcovi platieb
(dalej ,prijemca platieb):
Specializovana nemocnica sv. Svorada Zobor, n.o./
Payee Name < L . .
. " Specializovana nemocnica sv. Svorada Zobor, n.o.
Meno/nazov prijemcu
platieb

Payee Address
Adresa prijemcu

Klastorska 134/ Klastorska 134
949 88 Nitra, Slovenska republika/ Slovak Republic

Bank Name
Nazov banky

Slovenska sporitelna, a.s./ Slovenska sporitelfia a.s.

Bank Account

SKO7 0900 0000 0002 3270 6854

Cislo ugtu

SWIFT Code GIBA SKBX
VAT/GST/Tax ID Number Org No: 3797 1832
DIC/IC DPH VATNo0:202 187 7792

Slovakia Clinical Trial Agreement template-INV &(priv) INST
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In case of changes in the Payee's bank details,
Payee is obliged to inform Quintiles in writing.
Parties agree that in case of changes in bank
details which do not involve a change of payee or
change of country location of bank account, no
further amendments are required.

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

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

Investigator acknowledges that if Investigator is not
the Payee, Quintiles will not pay Investigator even
if the Payee fails to reimburse Investigator.

PAYMENT TERM
Quintiles will pay the Payee biannually on a
completed visit per subject basis in accordance
with the attached budget. Ninety percent (90%) of
each payment due, including any Screening

V pripade zmeny v Udajoch o bankovom spojeni
prijemcu platieb je prijemca platieb povinny
informovat’ o tom Quintiles pisomne. Zmluvné
strany sa dohodli, Ze v pripade zmeny v udajoch o
bankovom spojeni, ktoré sa netykaju zmeny
prijemcu platieb alebo zmeny krajiny, v ktorej je
vedeny bankovy uCet, nie su pozadované Ziadne
dalSie pisomné dodatky tejto zmluvy.

Zmluvné strany potvrdzuju, Ze menovany prijemca
platieb je opravneny prijimat’ v3etky platby za
sluzby vykonané podfa tejto zmluvy.

Ak skuSajuci nie je prijemcom platieb, platobna
povinnost’ prilemcu platieb voci skuSajucemu sa
urCi samostatnou zmluvou medzi skuSajucim a
priiemcom platieb, ktord& mbze obsahovat’ iné
splatné Ciastky a iné platobné intervaly, nez platia
pre platby poukazované Quintiles prijemcovi
platieb.

Skusajuci berie na vedomie, Ze ak nieje prijemcom
platieb, spolo¢nost Quintiles mu nebude
poukazovat’ Zziadne platby ani v pripade, ZzZe
prijemca platieb si  nesplni svoje platobné
povinnosti voci skuSajucemu.

PLATOBNE TERMINY

Quintiles bude poukazovat’ platby prijemcovi
polroéne na zaklade pocCtu absolvovanych
navstev na jeden subjekt v sulade s pripojenym
rozpoGtom. Devatdesiat percent (90 %) kazdej
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Failure that may be payable under the terms of this
Agreement, will be made based upon prior 6
months enrollment data confirmed by subject
CRFs received from the Site supporting subject
visitation. The balance of monies earned, up to ten
percent (10%), will be pro-rated upon verification of
actual subject visits, and will be paid by Quintiles
to the Payee upon final acceptance by Sponsor of
all CRFs pages, all data clarifications issued, the
receipt and approval of any outstanding regulatory
documents as required by Quintiles and/or
Sponsor, the return of all unused supplies to
Quintiles, and upon satisfaction of all other
applicable conditions set forth in the Agreement.

All government taxes are the sole responsibility of
the Payee.

Local bank charges bank charges from
intermediate banks and any other local charges
are also covered by the Payee.

Major, disqualifying Protocol violations are not
payable under this Agreement

PAYMENT DISPUTE

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

MINIMUM ENROLMENT GOAL

Investigator acknowledges that Investigator's
minimum enroliment goal is 7 subjects and that
Site will use best efforts to reach the enroliment
goal within a reasonable time after commencement
of the Study at Site. If Site fails to adhere to this
principle Quintiles may reconsider Site's suitability
to continue participation in the Study.

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

INVOICES

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

splatnej Ciastky vratane platieb za neuspedné
vstupné vySetrenia, ktoré mdézu byt’ splatné podla
podmienok tejto zmluvy, sa poukaZe na zaklade
GUdajov o zaradovani za predchadzajucich 6
mesiacov potvrdenych pacientskymi
zaznamovymi  harkami  (CRF) prijatymi od
pracoviska skuSania, ktoré dokladaju navstevnost’
subjektov. Zostatok  splatnych  finanCnych
prostriedkov a7 do vySky desat’ percent (10 %)
bude vyplateny pomernym spdsobom po overeni
skutoCnej navstevnosti subjektov a spoloCnost’
Quintiles ho vyplati prijemcovi po zadavatelovom
kone¢nom prevzati vSetkych stranok CRF,
vSetkych vydanych vysvetliviek k udajom, po
prevzati a schvaleni vSetkych chybajlucich
dokumentov pre kontrolné urady poZadovanych
spolo¢nostou Quintiles alebo zadavatelom, vrateni
vS8etkych nepouzitych  materialov  spoloCnosti
Quintiles a po splneni dalSich podmienok
uvedenych v zmluve.

Za vSetky dane zodpoveda vyhradne prijemca
platieb.

Miestne bankové poplatky, poplatky
sprostredkovatelskych bank a vSetky dalSie
miestne poplatky hradi takisto prijemca.

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

PLATOBNE NEZROVNALOSTI
Skusajuci mbze namietat’ proti akymkolvek
platobnym nezrovnalostiam, ktoré sa vyskytnu
v priebehu ska$ania, do tridsiatich (30) dni od
prijatia poslednej platby.

MINIMALNY NABOROVY CIEL

SkusSajuci potvrdzuje, Ze jeho minimalny naborovy
ciel je 1 subjekt a Ze pracovisko skuSania vyvinie
maximalne usilie na dosiahnutie naborového ciela
v primeranom c&ase po zahdjeni sku3ania na
pracovisku skuSania. Ak pracovisko skuSania tato
zasadu nedodrzi, Quintiles mbdZe prehodnotit’
vhodnost’ pracoviska skuSania pre dalSiu ucast’ na
klinickom skuSani.

PREDCASNE VYRADENIE ALEBO VYSTUPENIE

Uhrady za subjekty, ktoré boli zo skusania
vyradené alebo z neho predC€asne vystupili, budu
vyplatené pomernym spdsobom podla poCtu
potvrdenych absolvovanych navstev.

FAKTURY

Originaly faktar suvisiacich so skuSanim za
nasledujuce polozky musia byt vystavené a
zaslané spolo¢nosti Quintiles na Uhradu na
nasledujucu adresu:

Quintiles Eastern Holdings GmbH
Investigator Payment Administration Department
Stella-Klein-Low-Weg 15, Rund 4, Haus B, OG 4,
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1020 Vienna, Austria

Please note that invoices will not be processed
unless they reference the Sponsor name,
Protocol number and Investigator name and
site number. After receipt and verification,
reimbursement for invoices will be included
with the next regularly scheduled payment for
subject activity.

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

G. SCREENING FAILURE
Reimbursement for screen failures will be at the
amount indicated on the screening visit of the
attached budget, not to exceed 1 screen failure(s)
paid per 3 subject(s) randomized.

To be eligible for reimbursement of a screening
visit, completed screening CRF pages must be
submitted to Quintiles along with any additional
information, which may be requested by Quintiles
to appropriately document the subject screening
procedures.

H.  UNSCHEDULED VISITS]
Payment for unscheduled visits will be reimbursed
in the amount of budget table. To be eligible for
reimbursement for unscheduled visits, completed
CRF pages must be submitted to Quintiles along
with any additional information which may be
requested by Quintiles to appropriately document
the unscheduled visit.

Pharmacokinetic Blood draws at the Every 6 weeks
visit. Pharmacokinetic Blood draws will be reimbursed
at the Every 6 weeks visits up to and including Week
25, then every 12 weeks on a pass-through basis upon
receipt of supporting invoices from site, up to see
budget table per blood draw [which includes
institutional overhead]. Patient numbers and
procedure date must be included on the invoice.

PATIENT TRAVEL COSTS

Each subject will receive a reimbursement for travel
expenses [through the provision of meal vouchers] in
the amount of 22 Euro for each visit. Meal vouchers will
be provided by the Sponsor through CRO and will be
handed to the subjects by the Investigator. The
Investigator will be required to keep a completed Log
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Upozoriiujeme, Ze faktury nebudi spracované,
ak nebudu obsahovat’ nazov zadavatela, €islo
protokolu, meno skasajuceho a Cislo
pracoviska skuSania. Po prevzati a overeni
bude uhrada faktar zahrnuta do najblizSej
planovanej pravidelnej platby za aktivitu
subjektov skusania.

Za akékolvek vydavky alebo naklady, ktoré
vzniknu skuSajucemu pri plneni tejto zmluvy a
ktoré nie su vyslovne schvalené na preplatenie
spolo€nostou Quintiles alebo zadavatelom podla
tejto zmluvy (vratane rozpocCtu a rozpisu platieb),
zodpoveda vyhradne zdravotnicke zariadenie.

G. NEUSPESNE VSTUPNE VYSETRENIA
Uhrady za subjekty, ktorych vstupné vySetrenia
boli neuspesné, sa budu poukazovat' v Ciastkach
uvedenych za vstupnu navStevu v prilozenom
rozpoCte, pricom nepresiahnu 1 preplatené
neuspesné vstupné vySetrenie na 3
randomizované subjekty.

Aby vznikol narok na thradu za vstupnu navstevu,
je potrebné zaslat’ spolo¢nosti Quintiles vyplnené
stranky CRF pre vstupné vySetrenia a vSetky
dalSie informacie, ktoré mdze spolocnost’ Quintiles
poZadovat, aby dostatoCne zdokumentovala
vstupné vySetrenia subjektu.

H. NEPLANOVANE NAVSTEVY

Platby za neplanované navstevy sa budu uhradzat’
vo vySke podla platobnej tabulky. Aby vznikol
narok na uhradu za neplanovanu navstevu, je
potrebné zaslat’ spolo€nosti Quintiles vyplnené
stranky CRF a v8etky dalSie informéacie, ktoré
modze spolo¢nost’ Quintiles poZadovat, aby
dostatoCne zdokumentovala neplanovanu
navstevu subjektu.

Odbery vzoriek krvi na farmakokineticka analyzu
na navsteve kazdych 6 tyZzdiov. Odbery vzoriek krvi
na farmakokineticki analyzu na navstevach kazdych 6
tyzdriov aZ do 25. tyzdna (vratane) a nasledne kazdych
12 tyZzdnov sa budl uhradzat’ priebezne po prevzati
podkladovych faktur od pracoviska skuSania v
maximalnej vySke podla priloZenej tabulky na jeden
odber krvi [v Eom su zahrnuté prevadzkové naklady
zdravotnickeho zariadenia]. Na fakture musia byt
uvedené Cisla pacientov a datum postupu.

CESTOVNE NAKLADY PACIENTOV

Kazdy subjekt dostane preplatené cestovné naklady
[poskytnutim stravnych poukaZok] vo vySke 22 Euro na
kazdu navstevu. Stravné poukazky bude zadavatel
poskytovat’ prostrednictvom CRO a subjektom ich
bude vydavat’ skusajuci. Od skuSajuceho sa poZaduije,
aby si viedol zaznam, v ktorom  uspokojivo
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showing adequate proof of the meal vouchers/amount
supplied to each subject. Any meal vouchers which
have not been supplied to subjects in accordance with
the foregoing will be promptly returned to CRO at the
end of the Study (or earlier termination).

NO OTHER ADDITIONAL FUNDING REQUESTS
WILL BE CONSIDERED
These amounts include all applicable taxes.

All payments for this Study in accordance with the
attached budget will be paid by Quintiles by wire
transfer.

BUDGET TABLE

Treatment: Avelumab Arm
Liecba: Skupina s avelumabom

zdokumentuje pocCet a hodnotu stravnych poukazok
vydanych kazdému subjektu. VSetky stravné
poukazky, ktoré neboli vydané subjektom v sulade
s vy8Sie uvedenym ustanovenim, je po ukonceni
skuSania (alebo pri predéasnom ukondeni) potrebné
urychlene vratit CRO.
ZIADNE DALSIE POZIADAVKY NA
FINANCOVANIE NEBUDU BRANE DO UVAHY

Tieto Ciastky zahriaju vSetky platné dane.
VSetky platby za skuSanie podla pripojeného rozpod&tu
uhradi Quintiles bankovym prevodom.

ROZPOCTOVA TABULKA

Urinalysis*
Local Lab Institution/ .
- . +
(EUR)/Analyza | Zdravotnicke Pl- Dr. Berzinec
~ ) . . ZS MUDr. Berzinec
Avelumab Arm mocu* v lokalnom | zariadenie
Skupinas avelumabom laboratériu (EUR)
Screening Visit/SV 6 393.72 378.28
Vstupna navsteva
Day 1/Visit V1 6 316.20 303.80
1.defn/1.navsteva
Day 15/ Visit V2
. 262.64
15. def/2, navsteva 6 273.36
Day 29/ Visit V3
29. def/3, naviteva 6 2173.36 262.64
Day 43/ Visit V4
43. defi/4, navsteva 6 316.20 303.80
Day 57/ Visit V5
57. deri/5, navsteva 6 261.63 251.37
Day 71/ Visit V6
71.deri/6, navsteva 6 261.63 251.37
Day 85/ Visit V7
85. deri/7, navsteva 6 316.20 303.80
Every 2 Weeks (until progression)
224.91 216.09
Kazdé 2 tyZzdne (az do progresie) 6
Every 6 Weeks (until progression)
58.14 55.86
Kazdych 6 tyzdriov (aZz do progresie) 6
Discontinuation Visit o 6 227.97 219.03
Navsteva pri pred€asnom ukondéeni ucasti
End of Treatment Visit 6 246.84 237.16
Navsteva pri ukonCeni lieCby
SafetvaoIIow’-Up Visit o 6 193.80 186.20
BezpeCnostna kontrolna navsteva
Long Term Follow-Up
Dlhodobé sledovanie 125.97 121.03
Total per patient fee (EUR)
3489,93€ )
Celkovaplatbana 1 pacienta (EUR) 8¢ 3353,07¢

PI - Principal Investigator/ZS - zodpovedny skuSajdci

Treatment: Chemotherapy Arm - Pemetrexed, Cisplatin, Carboplatin, or Paclitaxel
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Liecba: Skupina s chemoterapiou - pemetrexed, cisplatina, karboplatina alebo paklitaxel

Local Lab

Chemotherapy Arm - Pemetrexed, Institution/ PI- Dr. Berzinec
Cisplatin, Carboplatin, or Paclitaxel (EUR)/Analyza Zdravotnicke ' .
. . N ) . . ZS MUDr. Berzinec

Skupina s chemoterapiou - pemetrexed, mod&u* vlokalnom | zariadenie
cisplatina, karboplatina alebo paklitaxel laboratériu (EUR)
Screen[ng’v|v3|t/SV 6 393.72 378.28
Vstupna navsteva
Day 1/Visit V1 6 318.75 306.25
1.den/1.navsteva
Day 22/ Visit V2

299.37 287.63
22. deri/2, navsteva 6
Day 43/ Visit V3

318.75 306.25
43. dern/3, navsteva 6
Day 64/ Visit V4

299.37 287.63
64. deri/4, navsteva 6
Day 85/ Visit V5

318.75 306.25
85. deri/5, navsteva 6
Every 3 Weeks (until progression)

262.14 251.86
Kazdé 3 tyZzdne (aZ do progresie) 6
Every 6 Weeks (until progression)

58.14 .
Kazdych 6 tyzdfiov (aZ do progresie) 6 55.86
Dllscvontlnua_tlon V|v3|t o 6 297.97 219.03
NavSteva pri pred€asnom ukon&eni ucasti
End of Treatment Visit 6 235.11 225.89
NavSteva pri ukonceni lieCby
Safetvaolloijp Visit o 6 190.74 183.26
Bezpecnostna kontrolna navsteva
Long Term Follow-Up
Dlhodobé sledovanie 126.48 121.52
Total per patientfee (EUR)

3049,29€ 2929.71€
Celkovaplatbana 1 pacienta (EUR) 66¢€ '
Treatment: Chemotherapy Arm - Gemcitabine
Lie€ba: Skupina s chemoterapiou - gemcitabin
Urinalysis*
Local Lab Indtitution/Zdra

Pl- Dr.Berzinec ZS

(EUR)/Analyza votnicke MUDr. Berzinec

Chemotherapy Arm - Gemcitabine mocéu* vlokalnom | zariadenie )
Skupina s chemoterapiou - gemcitabin laboratériu (EUR)
Screen!ng 'V|v5|t/SV 6 393.72 378.28
Vstupna navsteva
bay 1/Visit V1 6 318.75 306.25
1. defi/1. navSteva
Day 8/ Visit V2

. 280.77
8. den/2, navsteva 6 292.23
Day 22/ Visit V3
22. dei/3, navsteva 6 299.37 287.63
Day 29/ Visit V4
29. deri/4, navsteva 6 292.23 280.77
Day 43/ Visit V5
43. der/5, naviteva 6 318.75 306.25
Day 50/ Visit V6
50. deri/6, navsteva 6 202.23 280.77
Day 64/ Visit V7 6 299.37 287.63
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64. deri/7, navsteva

Day 71/ Visit V8
71. dern/8, navsteva

292.23

280.77

Day 85/ Visit V9
85. deri/9, navsteva

318.75

306.25

Day 92/ Visit V10
92. deri/10, navSteva

292.23

280.77

Visit V11
11. navsteva

299.37

287.63

Visit V12
11. navsteva?2

292.23

280.77

Discontinuation Visit
NavsSteva pri predCasnom ukonceni ucasti

227.97

219.03

End of Treatment Visit
Navsteva pri ukonceni lieCby

235.62

226.38

Safety Follow-Up Visit
Bezpecnostna kontrolnd navsteva

182.58

175.42

Long Term Follow-Up
Dlhodobé sledovanie

126.48

121.52

Total per patient fee (EUR)
Celkova platba na 1 pacienta (EUR)

96

4774,11€

4586,89€

Additional costs:
Dalsie naklady:

Urinalysis*
Local Lab
(EUR) )/Analyza
mocu* v lokalnom
laboratériu (EUR)

Institution/
Zdravotnicke
zariadenie

PI- Dr. Berzinec/ZS
MUDr. Berzinec

Screen failure (1 screen failure paid per 3
subjects randomized)

Neuspesné vstupné vySetrenia

(1 preplatené neuspedné vstupné
vySetrenia na kazdé 3 randomizované
subjekty)

393,72€

378,28€

Patient Reimbursement per visit
(meal voucher provided to patient at each
visit, not applicable for telephone visit)

Uhrada pre pacientov na jednu navitevu
(na kaZzdej navsteve sa pacientovi poskytne
stravna poukaZzka, to neplati pre kontrolu
formou telefonatu)

NA

NA

22,00€

Pharmacy or IP storage set-up fee
(one-time payment)

One- time non refundable Pharmacy or IP
storage set-up fee, will be made upon
completion and receipt by Quintiles of all
original contractual and regulatory
documentation and receipt of an original
invoice from investigator.

Platba za otvorenie pracoviska skuSania
v lekarni alebo za uchovavanie sku$Saného
produktu (jednorazova platba)

Jednorazova nevratna platba za otvorenie
pracoviska skuSania v lekarni alebo za
uchovavanie skuSaného produktu sa
poukaze po skompletizovani vetkej
originalnej zmluvnej dokumentacie

NA

NA

250,00€
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a dokumentacie pre kontrolné urady a po jej
prevzati  spolo¢nostou  Quintiles a po
prevzati originalu faktary od skusajuceho.
(I;Js;t;:;g;n in € PI- Dr. Berzinec in €
Conditional procedures: /7dravotnicke currency/ MUDr.
Postupy vykonavané podla potreby: . . BerZinec v mene
zariadenie
EUR
v mene EUR
Ad\igrse events - NA 13.00
NeZiaduce udalosti
C(?nc?m|tar1’f me’dlc.atlons NA 11,00
SubeZne uzZivané lieky
Urinalysis, by dip stick or tablet reagent for bilirubin, glucose,
hemoglobin, ketones, leukocytes, nitrite, pH, protein, specific
gravity, urobilinogen, any number of these constituents;
automated, with microscopy 6.00 NA
Analyza moCu pomocou indikatorového papierika alebo reagencii ’
v tabletach - bilirubin, glukéza, ketony, leukocyty, dusitany, pH,
proteiny, hustota, urobilinogen, fubovolny poCet tychto
parametrov; automatizovana, s mikroskopickym rozborom
Serum pregnancy, gonadotropin chorionic (hCG)
(BetahCGQG); quantitative | | 29,00 NA
Tehotensky test zo séra, choriovy gonadotropin (hCG) (beta
hCG); kvantitativny test
PI.Z)—L1. turTllor tlsslue b|op§y ’ 550 NA
Biopsia nadorového tkaniva na analyzu PD-L1
Moderate sedation services provided by the same physician
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 patient’s level
of conscious; first 30 minutes of intra-service time for patients 5
years of age or older; include procedure for additional sedation
services time beyond 30 minutes; anesthesia
Sluzby podavania miernych sedativ poskytované tym istym 31,11 29,89
lekarom, ktory vykonava diagnosticku alebo terapeuticku sluzbu,
ktori podavanie sedativ podporuje, vyZzadujuce pritomnost’
nezavislého kvalifikovaného pozorovatela na sledovanie Urovne
vedomia pacienta; prvych 30 minut ¢asu potrebného na vykonanie
samotnej sluzby pre pacientov vo veku od 5 rokov; na dalSi Cas
potrebny na sluzby podavania sedativ nad ramec 30 minGt dopliite
kod sluzby; anestézia
Storage fee for future analysis: cost per blood sample,
per year; blood, biopsy; archive fee for blood sample
Platba za uchovavanie vzoriek na buducu analyzu: naklady na 51 NA
jednu vzorku krvi a rok; krv, biopsia; platba za archivovanie vzorky
Krvi
Examination and selection of retrieved archival (ie, previously
diagnosed) tissue(s) for molecular analysis (eg, KRAS mutational
analysis) - o NA 44
Posudenie a vyber ziskaného archivovaného (t. j. predtym
diagnostikovaného) tkaniva na molekularnu analyzu (napr.
analyzu na pritomnost’ mutacie génu KRAS)
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Comprehensive metabolic panel, chemistry, chemistries,

SMAC: Includes Albumin, Bilirubin, total Calcium, Carbon Dioxide
(bicarbonate), Chloride, Creatinine, Glucose, Phosphatase,
alkaline Potassium, Protein, total Sodium, Transferase, alanine
amino (ALT) (SGPT) Transferase, aspartate amino (AST) (SG(?T),
Urea Nitrogen (BUN)

Komplexny subor metabolickych vySetreni, klinicka biochémia,
biochemicka analyza, analyza automatizovanym biochemickym”
analyzatorom (SMAC): zahfiia albumin, bilirubin, celkovy vapnik,
oxid uhliCity (bikarbonat), chloridy, kreatinin, glukozu, alkalicku
fosfatazu, draslik, proteiny, celkovy sodik, alaninaminotransferazu
(ALT) (SGPT), aspartataminotransferazu (AST) (SGOT), dusik z
mocoviny v krvi (BUN)

23,00

NA

Amylase
Amylaza

8,00

NA

Glutamyl transferase, gamma (GGT) (GGTP)
Gamaglutamyltransferaza (GGT) (GGTP)

8,00

NA

Cholesterol; total, serum or whole blood
Cholesterol; celkovy, v sére alebo v celej krvi

9,00

NA

Creatine kinase (CK) (CPK); total
Kreatinkinaza (CK) (CPK); celkova

8,00

NA

Lactate dehydrogenase (LD) (LDH)
Laktatdehydrogenaza (LD) (LDH)

8,00

NA

Lipase
Lipaza

17,00

NA

Magnesium (Mg)
Hor€ik (Mg)

9,00

NA

Uric acid; blood, serum
Kyselina mocova; v krvi, v sére

8,00

NA

Triglycerides (Tg); blood, serum
Triglyceridy (Tg); v krvi, v sére

9,00

NA

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

Kritéria pre hodnotenie odpovede solidnych nadorov (RECIST),
kritéria odpovede nadorov RECIST; hodnotené lekarom

NA

23

Serious adverse events (SAE)
Zavazné neziaduce udalosti

NA

31

IMS Code: Genomics consent; DNA consent;

Genetics

Koéd IMS: Suhlas s u¢astou na farmakogenomickej ¢asti skusania;
suhlas s odberom vzorky na DNA; genetika

NA

14

Chemotherapy administration, intravenous (IV);
infusion technique, each additional hour

Podavanie chemoterapie, intravendzne (i.v.); infuzna technika,
kazda dalSia hodina

NA

56

Intravenous (IV) infusion for therapy, prophylaxis
or diagnosis (specify substance or drug);
each additional hour

Intravendzna (i.v.) inflzia na lieCebné, preventivhe alebo
diagnostické ucely (uvedte latku alebo liek); kazda dalSia hodina

NA

26

Lung Cancer Panel (EGFR and ALK)
Subor vySetreni pre karcinom plic (EGFR a ALK)

16,00

NA
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Biopsy of Lung or Mediastinum; percutaneous needle;
with ancillary cost including biopsy handling, supplies,
ultrasonic guidance, coordinator and physician fee,
overnight facility
) ) ] o ] ) o 844 NA
Biopsia pluc alebo mediastina; perkutanna biopsia ihlou; s
dodato¢nymi nakladmi zahffiajacimi manipulaciu so vzorkou,
spotrebny material, ultrazvukové navadzanie, platbu
koordinatorovi a lekarovi, 16Zko v zdravotnickom zariadeni
Collection of samples, any method including blood,
serum, plasma, sputum, urine, fecal, feces; single
blood drug level, single PK drug level sample, blood draw NA 14
Odber vzoriek fubovolnou metédou, vratane krvi, séra, plazmy,
sputa, mocu, stolice (fekalii); jedna analyza hladiny lieku v krvi,
jedna vzorka na PK analyzu hladiny lieku v krvi, odber krvi
Lab handling and/or shipping of specimen(s), simple 11 NA
BeZna manipuldcia so vzorkami v laboratériu alebo ich odosielanie
Adrenocorticotropic hormone (ACTH)
. . ) 60,00 NA
Adrenokortikotropny hormén (ACTH)
Antinuclear antibodies (ANA)
. i . 35,00 NA
Antinuklearne protilatky (ANA)
Fluorescent noninfectious agent antibody; anti-smooth
muscle antibody (SMA) or anti-mitochondrial antibody;
each antibody (e.g. anti-neutrophil cytoplasmic antibodies (ANCA))
Fluorescentné zna&ené protilatky proti neinfek&nym agensom; 30,00 NA
protilatky proti hladkej svalovine (SMA) alebo antimitochondrialne
protilatky; kazda protilatka (napr. protilatky proti cytoplazme
neutrofilov (ANCA))
Rheumatoid factor (RF); qualitative
. . 18,00 NA
Reumatoidny faktor (RF); kvalitativny test
Thyroid stimulating hormone (TSH)
40,00 NA
Tyreotropny hormén (TSH)
Thyroxine; total (T-4) (T4) (TT4)
] ] 16,00 NA
Tyroxin; celkovy (T-4) (T4) (TT4)

Urine pregnancy test: Urine pregnancy test will be
conducted in Central laboratoty. In the event, that will
be conducted locally, Institution will be reimbursed up
to 6€ per test against invoice. Patient numbers and
procedure date must be included on the invoice.

Destruction of unused IP will be made locally by
institution.

Equipment

For this Study, the Investigator will be supplied with/by
the following equipment pursuant to mutial agreement:
2 min/max thermometers
- HP Tablet
Chemotherapy comparators
Other pursuant to mutual agreement

Slovakia Clinical Trial Agreement template-INV &(priv) INST
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Tehotensky test z mocéu. Tehotensky test z mocu
sa bude vykonavat v centralnom laboratériu. V
pripade, Ze sa bude vykonavat’ lokalne, za jeho
vykonanie sa zdravotnickemu zariadeniu na zaklade
faktiry uhradi suma do vySky 6 € za kazdy test. Na
faktare musia byt uvedené cisla pacientov a datum
vySetrenia.

Likvidacia nepouzitého skuSaného produktu sa bude
uskutoCnovat’ lokalne v zdravotnickom zariadeni.

Vybavenie:

Na toto skidSanie sa skuSajucemu doda nasledujuce
vybavenie podla dohody:
2 teplomery s indikatorom povoleného rozsahu
(minima a maxima),
Tablet od vyrobcu Hewlett Packard (HP),
Chemoterapeutické referencné vzorky
(komparatory),
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The Investigator may use the Equipment only for
purposes of the Study. The Equipment shall be used in
accordance with any manuals or instructions while in
possession of the Investigator. Sponsor is responsible
for all out-of-pocket expenses associated with the
delivery, installation and return of Equipment. The
Equipment shall remain in the same condition, ordinary
wear and tear excepted. The Investigator is liable for
the Equipment while in the possession of the
Investigator, including the maintenance or any risk of
loss in connection with the Equipment during the
conduct of the Study. Sponsor shall arrange to collect
the Equipment from the Investigator or arrange for its
disposal at its own cost as soon as reasonably
practicable thereafter.
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Dal3ie polozky podfa dohody

SkuSajuci mbZze vybavenie pouzivat' len na uUcely

skuSania. Pokial  bude vybavenie v drzbe
skuSajuceho, musi sa pouzivat' v sulade so vSetkymi
priruckami a navodmi na pouzitie. Za vSetky

hotovostné vydavky spojené s dodavkou, instalaciou
a vratenim vybavenia zodpoveda zadavatel.
Vybavenie musi zostat’ v nezmenenom stave s
vynimkou bezného opotrebovania. Skusajuci rudi za
vybavenie, pokym je v jeho drzbe, €o zahfiia udrzbu
a vSetky rizika straty (Skody) suvisiacej s vybavenim
poCas vedenia skuSania. Zadavatel zariadi
vyzdvihnutie vybavenia od sku3ajuceho alebo ho da
na vlastné naklady zlikvidovat ¢o najskér od
ukoncenia skuSania.
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