CLINICAL TRIAL AGREEMENT

The Clinical Trial Agreement (“Agreement’) is
made by and between:

Fakultna nemocnica s poliklinikou

F. D. Roosevelta Banska Bystrica

Nam. L. Svobodu 1, 975 17 Banska Bystrica,
Slovak Republic

Organisation Identification No.: 165549
Tax Identification No.: 202 109 56 70
Bank  Co-ordinates: Statna
Radlinskeho 32, Bratislava

Account No.: 7000278282 / 8180
SWIFT: SUBASKBX

IBAN: SK35 8180 0000 0070 0027 8282
(Hereinafter referred to as the ,,Institution”)

pokladnica,

And

BeiGene, Ltd. c/o BeiGene U.S.A., Inc., 1900
Powell Street, Suite 500, Emeryville, CA 94608,
United States, the latter being a wholly owned
subsidiary of BeiGene, Ltd., a Cayman Islands
exempt company with its registered office at
Mourant Ozannes Corporate Services (Cayman)
Limited, 94 Solaris Avenue, Camana Bay, PO Box
1348, Grand Cayman KY1-1108, Cayman Islands
(“Sponsor” or “BeiGene”),

and

IQVIA RDS Slovakia, s. r. o.

Vajnorska 100/B, 831 04 Bratislava
Slovak Republic

Organization Identification No.: 45 942 269
Tax Identification No.: 2023154133

VAT ID: SK2023154133

(“lQVvIAY),

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

ZMLUVA O KLINICKOM SKUSANI

Tuto zmluvu o klinickom sku$ani (dalej ,zmluva”)
uzatvaraju:

Fakultna nemocnica s poliklinikou

F. D. Roosevelta Banska Bystrica

Namestie L.Svobodu 1, 975 17 Banska Bystrica,
Slovenska republika

Identifikaéné Cislo organizacie: 165549

Darioveé identifikacné ¢islo: 202 109 56 70

Bankové spojenie: Statna pokladnica, Radlinského
32, Bratislava

Cislo ugtu: 7000278282 / 8180

SWIFT: SUBASKBX

IBAN: SK35 8180 0000 0070 0027 8282

(dalej iba “zdravotnicke zariadenie”)

a
BeiGene, Ltd., na adrese spolo¢nosti BeiGene
U.S.A, Inc., so sidlom na adrese 1900 Powell
Street, Suite 500, Emeryville, CA 94608, Spojené
Staty americké kde druha uvedena spoloCnost je
dcérskou spolo¢nostou v 100 % vlastnictve
spolo¢nosti BeiGene, Ltd., vynatej zdafovej
povinnosti, sidliacej na Kajmanich ostrovoch, so
sidlom na adrese Mourant Ozannes Corporate
Services (Cayman) Limited, 94 Solaris Avenue,
Camana Bay, PO Box 1348, Grand Cayman KY1-
1108, Kajmanie ostrovy (dalej (dalej ,zadavatel
alebo spolo¢nost ,BeiGene*)

A

IQVIA RDS Slovakia, s.r. o.

Vajnorska 100/B, 831 04 Bratislava
Slovenska republika

Identifikaéné Cislo organizacie: 45 942 269
Danové identifikacné ¢islo: 2023154133
IC DPH: SK2023154133

(dalej spolo¢nost ,IQVIA”),

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

Protocol

Number: BGB-A317-303

Cislo protokolu: | BGB-A317-303

A Phase 3, Open Label,
Multicenter, Randomized Study
to Investigate the Efficacy and
Safety of BGB-A317 (Anti-PD1
Antibody) Compared with
Docetaxel in Patients with Non-
Small Cell Lung Cancer Who
Have Progressed on a Prior
Platinum-Containing Regimen

Protocol Title:

Odslepené, multicentrickeé,
randomizované skuSanie 3.
fazy na preskimanie Ucinnosti

a bezpeCnosti BGB-A317
; (protilatky  proti  PD1) v
g‘fﬁgzom. porovnani s docetaxelom u

pacientov s nemalobunkovym
karcinomom pfuc s progresiou
pri predchadzajucom
lieCebnom rezime na baze
platiny
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Protocol Date:

14 February 2018

Datum

14. februara 2018

United States

protokolu:
BeiGene, Ltd. .
clo BeiGene USA, Inc. s Serece BeiGene USA, Inc
S . 1900 Powell Street, Suite 500, . .. o :
ponsor: Emeryville Zadavatel: 1900 Powell Street, Suite 500,
CA 94608 ’ Emeryville, CA 94608,

Spojené Staty americké

Country where

Site . S| Slovak Republic Kre’uvlna_ vedenia Slovenska republika
Conducting skusania

Study

Investigator: Michal Urda MD Skusajuci: MUDr.Michal Urda

Location Pneumologicka a ftizeologicka Pneumologicka a ftizeologicka
where the | ambulancia, FNsP Miesto vedenia | ambulancia, FNsP

study will be | F.D.Roosevelta, Banska skusania: F.D.Roosevelta, Banska
conducted: Bystrica Bystrica

The following additional definitions shall apply to
this Agreement:

V tejto zmluve platia nasledujuce definicie:

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

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

Multi-Center Clinical Trial: the performance of
the Protocol is at more than one participating
site.

Study: the conduct of the Multi-Center Clinical
Trial that is to be performed at Institution in
accordance with this Agreement and the
Protocol.

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

Study Staff: the medical, technical, laboratory,
administrative and other personnel, including
sub-investigators and permitted
subcontractions under Section 18.4 involved in
conducting the Study under the direction of the
Investigator.

Investigational Product: BeiGene’s
investigational compound, BGB-A317.

Good Clinical Practices or GCPs: International
Conference on Harmonisation of Technical
Requirements for Registration of
Pharmaceuticals for Human Use (ICH)

Protokol:  protokol klinického skusania, na
ktory sa odvolava tato zmluva a ktory mdéze
zadavatel (definovany niZ3ie) priebezne menit
a doplifiat dodatkami.

Pacientsky zaznamovy harok (Case Report
Form, ,CRF”): pacientsky zéznamovy harok
(papierovy alebo elektronicky), ktory ma
pracovisko skusania (definované nizSie)
pouzivat na zaznamenavanie vSetkych
protokolom pozadovanych informacii, ktoré sa
maju hlasit zadavatelovi o kazdom subjekte
skusania (definovanom nizSie).

Multicentrické klinické sku$anie: vykonavanie
skuSania podla protokolu sa uskuto&nuje na

viac _nez jednom zudastnenom pracovisku
Skusanie: vykonavanie multicentrického

klinického skusania, ktoré sa ma vykonat
v zdravotnickom zariadeni podla tejto zmluvy a
protokolu.

Subjekt skuSania: osoba, ktora sa zucastruje
na skudani a ktorej sa bud podava skusany
produkt, alebo je v kontrolnej skupine.

Persondl skusania: zdravotnicky, technicky,
laboratérny, administrativny a dalSi personal,
vratane spoluskuSajucich a aj poskytovatelia
sluzieb podla Clanku 18.4., zapojeny do

vykonavania skusania pod vedenim
skusajuceho.
SkusSany  produkt: skuSsana chemicka

zli¢enina BGB-A317 spolo¢nosti BeiGene.

Spravna _ klinicka prax: Harmonizovana
trojstranna smernica pre spravnu klinicku prax
Medzinarodnej konferencie pre harmonizaciu
technickych poziadaviek pre registraciu liekov
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Harmonised Tripartite Guideline for Good
Clinical Practice as amended from time to time
and the principles set out in the Declaration of
Helsinki as revised from time to time.

Sponsor: BeiGene, Ltd.

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

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

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

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

na humanne pouzitie (ICH), ktora sa moéze
priebezne menit a dopinat a zasady
definované v Helsinskej deklaracii, ktoré mozu
byt priebezne revidovaneé.

Zadavatel: spolo¢nost BeiGene, Ltd.,

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

Udaje skuSania: vSetky zéznamy a spravy,
okrem zdravotnych zaznamov, zozbierané,
vyprodukované alebo vytvorené podla
poZiadaviek skuSania alebo vypracované v
spojitosti so skusanim, najma spravy (napr.
CRF, suhrny udajov, predbezné spravy a
zavereCna sprava z klinického skusania),
ktorych odovzdanie zadavatelovi je
pozadované podla protokolu a vSetky zaznamy
tykajuce sa evidencie avydaja sku$aného
produktu.

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

Hodnotna vec: tento pojem sa ma interpretovat’
v €o najSirSom zmysle a =zahfia najma
peniaze, platby alebo ich ekvivalenty (napr.
daréekové poukazky), dary alebo bezplatny
tovar, stravovanie, zabavu alebo pohostenie,
cestovanie alebo preplatenie vydavkov;
poskytovanie sluzieb; zakupovanie
nehnutelnosti alebo sluzieb za umelo
navysené ceny; predpokladana zaviazanost
(zadlzenost) alebo odpustenie zaviazanosti
(zadlzenosti); nehmotné vyhody, napriklad
zlepSenie spoloCenského alebo obchodného
postavenia (napr. poskytovanie  darov
dobro€innej organizacii podporovanej Statnym
predstaviteflom), alebo poskytovanie vyhod
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RECITALS:

WHEREAS, BeiGene, Ltd. (“Sponsor’) is the
sponsor of the Multi-Center Clinical Trial. The Multi-
Center Clinical Trial is being conducted by Sponsor
in connection with the commercial development of
the Investigational Product. Sponsor represents
and warrants that it has the authority to cause, and
will cause, Sponsor to comply with the obligations
of Sponsor under this Agreement.

WHEREAS, BeiGene has engaged IQVIA to
provide clinical research organisation services to
BeiGene under a separate contract between IQVIA
and BeiGene. IQVIA’ services include monitoring of
the Study, contracting with clinical research sites
and making payments to clinical research sites;
and

WHEREAS, the Institution and Investigator, who is
employed by Institution and experienced in the
conduct of clinical studies in humans, (sometimes
collectively referred to as (hereinafter jointly the
“Site”) are willing to conduct the Study and Sponsor
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

tretim osobam so vztahom ku Statnym
predstavitelom (napr. blizkym pribuznym).

UVODNE VYHLASENIA:

Zadavatelom tohto multicentrického klinického
skuSania je spolo¢nost BeiGene, Ltd., (dalej
,zadavatel”). Toto multicentrické klinické skusanie
vykonava zadavatel v suvislosti s komerCnym
vyvojom skusaného produktu. Zadavatel vyhlasuje
a zaruCuje, Ze ma opravnenie zabezpedit
a zabezpedi, aby si zadavatel plnil svoje povinnosti
zadavatela podla tejto zmluvy.

Spolo¢nost BeiGene poverila spolo¢nost IQVIA,
aby jej poskytovala sluzby Kklinickej vyskumnej
organizacie podfa samostatnej zmluvy medzi
spolo¢nostou IQVIA a BeiGene. Medzi sluzby
poskytované spolo¢nostou IQVIA patri
monitorovanie skuSania a uzatvaranie zmluv
s pracoviskami klinického sku$ania a vykonavanie
uhrad pracoviskam klinického skusania.

Zdravotnicke zariadenie a skuSajuci, ktory je
zamestnancom zdravotnickeho zariadenia a ma
skusenosti s vedenim  humannych  klinickych
skusani (dalej na niektorych miestach spolo¢ne
uvadzani ako ,pracovisko skuSania“) su ochotni
vykonat toto skuSanie a zadavatel Ziada
pracovisko skuSania o vykonanie tohto skusania.

Zmluvné strany sa dohodli na nasledujucom:

1. VEDENIE SKUSANIA

1.1. Dodrziavanie pravnych

predpisov,

Good Clinical Practices

Institution agrees that Investigator and Study
Staff, and Institution, if applicable, will carry out
the Study in a competent manner and in
accordance with (a) the Protocol; (b) this
Agreement; and (c) all applicable provisions of
any and all laws, rules, regulations, orders and
guidances relevant to the conduct of the Study
including, (i) publications of the International
Conference on Harmonization of Technical
Requirements for Registration of
Pharmaceuticals for Human Use; (ii) the
Foreign Corrupt Practices Act 1977 of the
United States of America (FCPA); (iii) the
Bribery Act 2010 of the United Kingdom (UK
Bribery Act); and (iv) any other applicable anti-
corruption legislation.

1.2. Informed Consent Form

Institution acknowledges that Investigator shall
use an informed consent form that has been
approved by Sponsor and is in accordance
with  applicable  regulations and the
requirements of the Independent Ethics
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nariadeni a spravnej klinickej praxe
Zdravotnicke zariadenie sa zavazuje, Ze
skusajuci, personal skuSania a zdravotnicke
zariadenie (ak sa to nan vztahuje) vykonaju
skusanie kompetentnym spésobom a v sulade
s (a) protokolom; (b) touto zmluvou; a (c)
vSetkymi platnymi ustanoveniami akychkolvek
a v8etkych zakonov, predpisov, nariadeni,
prikazov a usmerneni suvisiacich
s vykonavanim skusania, medzi ktoré patria (i)
publikacie Medzinarodnej konferencie o
harmonizacii technickych poziadaviek na
registraciu liekov na humanne pouzitie (ICH);
(i) Zakon o zahraniénych korupénych
praktikach Spojenych Statov americkych z roku
1977 (FCPA); (iii) Protikorup&ny zakon
Spojeného  kralovstva z  roku 2010
(Protikorup&ny zakon UK); a (iv) v8etky dalSie
platné protikorup&né pravne predpisy.

1.2. Informovany suhlas

Zdravotnicke  zariadenie  potvrdzuje, Ze
skuSajuci pouzije dokument informovaného
suhlasu, ktory bol schvaleny zadavatefom a
spifa vsetky platné nariadenia a poziadavky
nezavislej etickej komisie (,NEK®) alebo etickej
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Committee (“IEC”) or Ethics Committee (“EC”)
that is responsible for reviewing the Study.

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

Institution shall enable Investigator, to:

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

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

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

iv. continue to store Medical Records and
Study Data, in accordance with the
terms of the informed consent signed
by the Study Subject and in any event
the longer of (a) at least 2 (two) years
after the last approval of a marketing
application for the Investigational
Product in an ICH region and until
there are no pending or contemplated
marketing applications in an ICH
region or (b) at least 2 (two) years
have elapsed since the formal
discontinuation of clinical development
of the Investigational Product. The
documents should be retained for a
longer period, if required by applicable
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komisie (,EK®), ktor4d je zodpovedna za
posudenie skusania.

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

Zdravotnicke zariadenie zabezpedi, aby

skusajuci:

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

ii. chranil zdravotné zaznamy a udaje

skusania pred neopravnenym
pristupom, pouzitim, kopirovanim a
odovzdavanim. Zdravotnicke

zariadenie a skuSajuci zabrania
neopravnenému pristupu k udajom
skuSania tak, Ze budu zachovavat
fyzickl  bezpeCnost elektronického
systému a zabezpecia, aby personal
skuSania uchovaval svoje pristupové
hesla v tajnosti;

iii. podnikol opatrenia proti nahodnému
alebo predéasnému zniCeniu alebo
poskodeniu tychto dokumentov na taku
dihu dobu, aku poZaduju platné pravne
predpisy. Zdravotnicke zariadenie
nesmie zlikvidovat ani povolit’ likvidaciu
Ziadnych zdravotnych zaznamov ani
udajov skuSania bez toho, aby o tom

vopred pisomne informovalo
zadavatela;

iv. dalej uchovaval zdravotné zaznamy a
udaje sku$ania v sulade

s podmienkami informovaného suhlasu
podpisaného subjektom sku$ania, a to
v Ziadnom pripade nie kratSie, nez (a)
najmenej 2 (dva) roky od posledného
schvalenia Ziadosti o registraciu
skusaného produktu v niektorom
regione ICH, pokial nebudu v tomto
regione uz Ziadne nevybavené alebo
zamysSlané Ziadosti o registraciu, alebo
(b) kym neuplynd najmenej dva (2)
roky od oficialneho  ukoncenia
klinického vyvoja skudaného produktu,
podfa toho, ¢o bude dlhSie. Dokumenty
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regulatory requirements or by an
agreement with the Sponsor, in
accordance with the informed consent
of the Study Subject. In case Sponsor
requests in writing that Medical
Records and Study Data are to be
stored for a period exceeding
regulatory requirements BeiGene will
bear the arising additional archiving
costs.

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. BeiGene
shall own all Study Data. The Institution
hereby assign and will assign to Sponsor all
of their rights, title and interest, including
intellectual property rights, to all Study
Data.

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

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

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

sa maju uchovavat poc€as dlhsieho
obdobia, ak to poZaduju platné
poziadavky kontrolnych uradov alebo

zmluva so zadavatefom, v sulade
s informovanym suhlasom subjektu
sku$ania. V pripade, ze bude

zadavatel pisomne pozadovat, aby sa
zdravotné zaznamy a udaje skuSania
uchovavali na obdobie presahujuce
poziadavky kontrolnych uradov, bude
vzniknuté dalSie naklady na archivaciu
znaSat spolo€nost BeiGene.
Ak skusajuci zo zdravotnickeho zariadenia
odide, zodpovednost za uchovavanie
zdravotnych zaznamov a udajov skuSania
sa urCi v sulade s platnymi pravnymi
predpismi, v Ziadnom pripade to vsak
zdravotnicke zariadenie nezbavuje jeho
povinnosti uchovavat zdravotné zaznamy a
udaje skuSania podla tejto zmluvy.

1.3.2. Vlastnictvo. Vlastnikom zdravotnych
zaznamov zostava zdravotnicke zariadenie.
Vlastnikom v8etkych udajov skuSania bude

spolo¢nost’ BeiGene. Zdravotnicke
zariadenie  tymto  postupuje  a bude
postupovat zadavatelovi vSetky svoje

prava, naroky a podiely, vratane vSetkych
prav duSevného vlastnictva, vo vSetkych
udajoch skusania.

1.3.3. Pristup, pouZitie, monitorovanie a
inSpekcia. Zdravotnicke zariadenie
potvrdzuje, Zze skusajuci poskytne originaly
alebo kopie (od pripadu k pripadu) vSetkych

Udajov  skuSania  spolo¢nosti  IQVIA
a zadavatelovi pre ich pouZitie
zadavatelom. Zdravotnicke zariadenie

umozni zadavatefovi, spolo¢nosti IQVIA a
ich zastupcom a predstavitefom primerany
pristup do priestorov pracoviska skusania, k
zdravotnym zdznamom a udajom skuSania,
aby zadavatel, spolocnost IQVIA a ich
zastupcovia a predstavitelia mohli
vykonavat monitorovanie sku$ania a inak
plnit  poZiadavky platnych  pravnych
predpisov a kontrolnych uradov.

Zdravotnicke zariadenie umozni kontrolnym
uradom primerany pristup do priestorov
pracoviska skuSania a k zdravotnym
zdznamom a udajom skuSania a umozni im
robit' si z nich kopie.

Zdravotnicke zariadenie sa zavazuje
spolupracovat so zastupcami spolocnosti
IQVIA a zadavatela a zabezpeci, aby ich
zamestnanci, zastupcovia a predstavitelia
zdravotnickeho zariadenia nerusili ani inak
pre nich nevytvarali nepriatelské pracovné
prostredie.
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The Institution shall immediately notify
IQVIA or Sponsor of, and provide IQVIA or
Sponsor copies of, any inquiries,
correspondence or communications to or
from any governmental or regulatory
authority relating to the Study, including,
but not limited to, requests for inspection of
the Site’s facilities, and the Institution shall
permit IQVIA and Sponsor to attend any
such inspections. The Institution will make
reasonable efforts to separate, and not
disclose, all Confidential Information that is
not required to be disclosed during such
inspections

1.3.4. License. BeiGene hereby grants to
Institution a perpetual, non-exclusive, non-
transferable, 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 educational
purposes, and (ii) 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

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

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

1.5. Adverse Events

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

Sponsor will report to the Investigator any
information that, in Sponsor’s sole judgment,
could directly affect the safety of Study
Subjects or their willingness to continue
participation in the Study, influence the

Zdravotnicke zariadenie bude spolo¢nost
IQVIA  alebo  zadavatela okamZite
informovat o v8etkych poZiadavkach,
koreSpondencii a komunikacii tykajucej sa
skusSania (a poskytne z nich spolo¢nosti
IQVIA alebo zadavatelovi koépie) so
vSetkymi  Statnymi  alebo  kontrolnymi
uradmi, najméa poziadavkach na inSpekciu
priestorov pracoviska skuSania, a umozni
zastupcom spolo¢nosti IQVIA a zadavatefla,
aby sa takychto inSpekcii zu&astnili.
Zdravotnicke zariadenie vynaloZi primerané
usilie na to, aby oddelilo a neodovzdalo
Ziadne také doverné informacie, ktorych
odovzdanie pocas tychto indpekcii nie je
pozadované.

1.3.4. Licencia. Spolo¢nost BeiGene tymto
udeluje zdravotnickemu zariadeniu trvald,
nevyhradnu, neprenosnu, vyplatenu
licenciu, bez prava udeflovat sublicencie, na
pouzitie  Udajov  skuSania (i) pod
podmienkou splnenia povinnosti uvedenych
v Clanku 3 ,Dbévernost”, na interny,
nekomerény vyskum a vzdelavacie ucely a
(i) na pripravu publikacii v sulade s
¢lankom 5 ,Prava na publikovanie”.

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

1.4 Povinnosti skusajuceho

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

Ak SkuSajuci a Zdravotnicke zariadenie uchovavaju
sluzby akéhokolvek jednotlivca alebo strany na
vykonavanie povinnosti a funkcii suvisiacich so
skuSanim, skusajuci a Zdravotnicke zariadenie
zabezpecia, aby tato osoba alebo strana bola
kvalifikovana na vykonavanie tychto povinnosti a
funkcii suvisiacich so skuSanim a zaviedla postupy
na zabezpecenie integrity povinnosti a funkcii
suvisiacich so skuSanim na vSetky vytvorené udaje.

1.5. NeZiaduce udalosti

Zdravotnicke  zariadenie  potvrdzuje, Ze
sku$ajuci bude neZiaduce udalosti a zavazné
neziaduce udalosti hlasit podla poziadaviek
protokolu a platnych pravnych predpisov.

Zadavatel bude skuSajucemu hlasit kazdu
informaciu, ktora by podla zadavatelovho
vyluéného uvazenia mohla mat priamy dopad
na bezpelnost subjektov skuSania alebo na
ich ochotu pokraCovat v uc€asti na skusani,
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conduct of the Study, or alter the Institution’s
IRB/EC/IEC approval to continue the Study.

1.6. Use and Return of Investigational Product

ovplyvnit priebeh skuSania alebo zmenit
suhlas EK/NEK zdravotnickeho zariadenia s
pokraCovanim skuSania.

1.6. Pouzitie a vratenie skuSaného produktu a

and Equipment
Sponsor or a duly authorized agent of

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

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

If applicable, the Institution shall return any
equipment or materials provided by Sponsor
for use in the Study unless otherwise agreed in
writing by Sponsor and Institution

1.7. Study Staff
Institution agrees that Investigator will ensure

that all Study Staff have the medical, technical
and/or laboratory expertise to conduct the
Study and are available to support and carry
out Site’s obligations under this Agreement.
Institution will be solely responsible for paying
Study Staff. Further, Institution will ensure that
before commencing any work on the Study, all
Study Staff are subject to written obligations to
Institution under which they (a) are bound to
obligations of confidentiality and non-use with
respect to Confidential Information (as defined
in Section 3) that are consistent with the terms
of this Agreement; and (b) assign and
otherwise effectively vest in Institution any and
all rights that such Study Staff might otherwise
have in the results of their work without any
obligation of Sponsor to pay any royalties or
other consideration to such Study Staff.

1.8. Biological Samples

“‘Biological Samples” means blood, fluid and/or
tissue samples collected from Study Subjects as
may be set forth in the Protocol, and tangible
materials directly or indirectly derived from such
samples. Institution and Investigator will collect,
retain and/or use Biological Samples solely as set
forth in the Protocol. Institution and/or Investigator

PYA17785 CTA Template Slovakia INST v1.0 25May2018

Slovakia Clinical Trial Agreement template-INSTITUTION
based on IQVIA Global template — 15 April 2013 PI: Michal
Urda MD

CONFIDENTIAL Page 8 of 34

vybavenia
Zadavatel alebo jeho riadne splnomocneny

zastupca doda skuSajucemu do priestorov

zdravotnickeho zariadenia primerané
mnozstvo skusSaného produktu, v sulade s
protokolom.

Zdravotnicke zariadenie zabezpeli, aby
skusajuci za kazdych okolnosti skladoval
skusany produkt podfa pokynov zadavatela a
podla platnych pravnych predpisov, vratane
skladovania v uzamknutych a zabezpeéenych
priestoroch.

V relevantnych pripadoch zdravotnicke
zariadenie vrati vSetko vybavenie a vSetky
materialy poskytnuté zadavatelom pre pouzitie
v skuSani, pokial sa zadavatel a zdravotnicke
zariadenie pisomne nedohodnu inak.

1.7. Personal skuSania

Zdravotnicke zariadenie sa zavazuje
prostrednictvom skuSajuceho zabezpedit, aby
vSetok personal skuSania mal potrebné
medicinske, technické alebo laboratérne
odborné znalosti na vykonanie skusania a aby
bol kdispozicii na podporu a vykonanie
povinnosti pracoviska skusania podla tejto
zmluvy. Za uhradzanie odmien personalu
skuSania bude zodpovedat’ vyluéne
zdravotnicke zariadenie. Zdravotnicke
zariadenie dalej zabezpeci, aby sa pred
zaCatim akychkolvek prac na skuSani vSetok
personal skusania pisomne zaviazal
zdravotnickemu  zariadeniu  dodrzZiavanim
povinnosti, podfa ktorych (a) bude vo vztahu
k dévernym informaciam (definovanym
v ¢lanku 3) viazany povinnostami
zachovavania ich dévernosti a nepouzivania,
ktoré su v sulade s podmienkami tejto zmluvy;
a (b) postipi a inak G¢inne udeli
zdravotnickemu zariadeniu akékolvek a vSetky
prava, ktoré by takyto personal skuSania inak
mohol mat na vysledky svojej prace bez toho,
aby mal zadavatel akukolvek povinnost
uhradit' takémuto personalu skuSania nejaké
licenéné poplatky alebo ini odmenu.

1.8 Biologické vzorky

.Biologické vzorky“ znamenaju vzorky Kkrvi,
telesnych tekutin atkaniv odobraté subjektom
skuSania, ako sa uvadza v protokole, a hmotné
materialy priamo alebo nepriamo odvodené
ztakychto  vzoriek.  Zdravotnicke zariadenie
a skuSajuci budu odoberat, uchovavat a pouzivat
biologické vzorky len vsulade s protokolom.
Zdravotnicke zariadenie alebo sku$ajuci poskytnu
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will provide Sponsor or its designee with quantities
of Biological Samples as required by the Protocol.
Sponsor may use such Biological Samples as
specified in the Protocol, and as permitted in the
Informed Consent Form and by applicable law.

2. PAYMENT

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

3. CONFIDENTIALITY

3.1 Definition

"Confidential Information" means any and all
confidential or proprietary information of
Sponsor and includes (i) all information
disclosed by or on behalf of Sponsor to
Institution, Investigator or Study Staff, 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
enroliment information, information pertaining
to the status of the Study, communications to
and from regulatory authorities, information
relating to the regulatory status of the
Investigational Product, and Study Data and
Inventions (as defined in Section 4).

3.2. Obligations and Exclusions
Institution and Institution’s personnel, including
Study Staff shall not

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

(ii) disclose Confidential Information to
any third party, except as permitted
by this Section 3 or by Section 5
“Publication Rights”, or as
authorized in writing by Sponsor or
IQVIA.

To protect Confidential Information, Institution
agrees to:

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

(ii) advise all Study Staff who receive
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zadavatelovi alebo jeho zastupcovi také mnoZzstva
biologickych vzoriek, aké pozaduje protokol.
Spolo¢nost BeiGene alebo zadavatel mbze takéto
biologické vzorky pouzivat spdsobmi definovanymi
v protokole a povolenymi informovanym suhlasom
a platnymi pravnymi predpismi.

2. PLATBY

Ako protiplnenie za riadne vykonanie skuSania
skuSajucim a zdravotnickym zariadenim v sulade s
podmienkami tejto zmluvy sa budu poukazovat
platby podla ustanoveni uvedenych v Prilohe A,
Rozpocet a rozpis platieb, pri€om posledna platba
sa poukaze potom, &€o zdravotnicke zariadenie
spini v8etky svoje povinnosti podla tejto zmluvy a
spolo¢nost’ IQVIA dostane vSetky riadne vyplnené
CRF, a ak to bude pozadovat, aj vSetky ostatné
dbéverné informacie.

3. DOVERNE INFORMACIE

3.1. Definicia

,Dbéverné informacie" znamenaju akékolvek
a vSetky doverné alebo vlastnickymi pravami
chranené informacie zadavatefa a zahfiaju (i)

vSetky informacie odovzdané zadavatefom
alebo ich  zastupcami  zdravotnickemu
zariadeniu, skuSajucemu alebo personélu

skuSania, najma skuSany produkt, technické
informacie tykajuce sa skusaného produktu,
vSetko dovtedy existujuce dusSevné vlastnictvo
zadavatela (definované v ¢lanku 4) a protokol;
a (ii) informacie o zaradovani do skuSania,
informacie o stave sku$ania, komunikaciu s
kontrolnymi  uradmi, informacie o stave
registracie = skuSaného  produktu, Udaje
skusania a vynalezy (definované v ¢lanku 4).

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

personal,

(i) pouzivat doéverné informacie na iné

ucely, nez je vykonanie skuSania
alebo

(i) odovzdavat doverné informacie
akejkolvek tretej strane, okrem
pripadov povolenych v tomto ¢lanku 3
alebo v ¢&lanku 5 ,Prava na
publikovanie”, alebo na zaklade
pisomného povolenia zadavatela

alebo spolo¢nosti IQVIA.
Aby chranilo déverné informacie, zavazuje sa
zdravotnicke zariadenie:

0] obmedzit Sirenie dévernych informacii
len na ten personal skusania, ktory ich
potrebuje poznat pre ucely vykonania
skusania;

(i) informovat v8etok personal skusania,
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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.”

The obligations of non-disclosure and non-use
under this Agreement will not apply to any
portion of Confidential Information that
Institution or Investigator can demonstrate by
competent proof:

(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
Investigator, Institution or the Study Staff;

(i) can be shown by documentation to have
been in the possession of Investigator,
Institution or the Study Staff 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 Investigator,
Institution or the Study Staff without use,
reference or reliance upon Confidential
Information; or

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

3.3. Compelled Disclosure

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

3.4. Return or Destruction

Upon termination of this Agreement or upon
any earlier written request by Sponsor at any
time, Institution shall return to Sponsor, or
destroy, at Sponsor’s option, all Confidential
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ktory dostane dbéverné informacie,
o dbévernej povahe tychto informécii a

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

Ni¢ z toho, €o je uvedené v tomto odseku
neobmedzuje pravo zdravotnickeho zariadenia
odovzdavat udaje skusania spbsobom,
povolenym podfa ¢lanku 5 ,Prava na
publikovanie®.

Povinnosti  neodovzdavania  a nepouZivania
podla tejto zmluvy sa nevztahuju na Ziadnu ¢ast
doévernych  informacii, pre ktoré mbéze
zdravotnicke zariadenie alebo sku$ajuci vhodnym
dokladom preukazat' nasledujuce:

(i) mozno preukazat dokumentaciou, Ze sa stali
verejne znamymi pred odovzdanim spolo¢nostou
BeiGene alebo zadavatelom alebo po fnom inak,
nez protipravhym konanim alebo zanedbanim
pripisatelnym  skuSajucemu, zdravotnickemu
zariadeniu alebo personalu sku$ania;

(i) mozno preukdzat dokumentaciou, Ze
skusajuci, zdravotnicke zariadenie
alebo personal skuSania ich mali pred
odovzdanim zadavatelom z inych zdrojov, ktoré
nemali voCi zadavatelovi povinnost zachovania
ich dévernosti;

(i) mozno preukazat dokumentaciou, Ze ich
nezavisle vytvoril  sku$ajuci, zdravotnicke
zariadenie alebo personal sku$ania bez pouzitia
dovernych informacii, odkazovania sa na ne
alebo odvolavania sa na ne; alebo

(iv) ich odovzdavanie je povolené na zaklade
pisomného povolenia zadavatela.

3.3. Vynutené odovzdanie

V pripade, Ze zdravotnicke zariadenie dostane
od tretej strany vyrozumenie, ktorym sa tato
bude snazit vynutit si odovzdanie akejkolvek
dovernej 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
dovernych informacii, ktorej odovzdanie je
pozadované podla pravnych predpisov a musi
pozadovat, aby sa s tymito informaciami
zaobchadzalo ako s dévernymi.

3.4. Vréatenie alebo likvidacia

Po vypovedani tejto zmluvy alebo po skorsej
pisomnej poziadavke zadavatela, zdravotnicke
zariadenie podla rozhodnutia zadavatela vrati
zadavatelovi alebo zlikviduje v3etky dbéverné
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Information other than Study Data.

3.5. Survival

This Section 3 “Confidentiality” shall survive
termination or expiration of this Agreement for
fifteen (15) years.

4. INTELLECTUAL PROPERTY

4.1 Pre-existing Intellectual Property
Ownership of inventions, discoveries, works of
authorship and other developments existing as
of the Effective Date (as defined below) 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 shall have any claims to or rights
in any Pre-existing Intellectual Property of
another Party, except as may be otherwise
expressly provided in a written agreement
between the appropriate Parties.

4.2 Inventions

“Inventions” means all inventions, discoveries,
know-how and developments conceived, first
reduced to practice or otherwise discovered or
developed by Institution, Investigator or the
Study Staff, alone or jointly with others,
resulting from the performance of the Study or
the use of the Investigational Product or the
Confidential Information. Sponsor shall own all
Inventions.

4.3. Assignment of Inventions

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

4.4. Patent Prosecution
Institution shall cooperate, at Sponsor’s
request and expense, with Sponsor’s

informacie, okrem udajov skusania.

3.5. Pretrvanie

Platnost' tohto ¢lanku 3 ,Dbverné informacie”
pretrva patnast (15) rokov po vypovedani
alebo vyprsani tejto zmluvy.

4. DUSEVNE VLASTNICTVO

4.1 Existujuce duSevné vlastnictvo

Vlastnictvo vynalezov, objavov, autorskych diel
a dalSieho vyvoja existujuceho k datumu
uCinnosti  zmluvy (definovanému niZSie) a
vSetkych patentov, autorskych prav, prav na
obchodné tajomstva a dalSich prav dusevného
vlastnictva v nich obsiahnutych (spolo&ne ako
.existujice dusevné vlastnictvo”) nie je
ovplyvnené touto zmluvou a Ziadna zmluvna
strana nebude mat’ Ziadny narok ani pravo na
existujuce duSevné vlastnictvo inej zmluvnej
strany, okrem pripadov vyslovne uvedenych
v pisomnych zmluvach medzi prisluSnymi
zmluvnymi stranami.

4.2 Vynalezy

Pojem ,vynalezy“ znamena vsetky vynalezy,
objavy, technické znalosti (know-how) a vyvoj
sformulované, prvykrat uvedené do praxe
alebo inak objavené alebo vyvinuté
zdravotnickym zariadenim, skuSajucim alebo
personalom sku8ania, samostatne alebo
v spolupraci s inymi stranami, ktoré vzniknu z
vykonavania skuSania, pouzivania sku$aného
produktu alebo dévernych informacii.
Vlastnikom v3etkych vynalezov je zadavatel.

4.3. Postupenie vynalezov

Zdravotnicke zariadenie odovzda a zabezpedi,
aby Skusajuci a aj personal skusania odovzdal
vSetky vynalezy zadavatelovi urychlene, v pinej
miere a v pisomnej forme a zdravotnicke
zariadenie vo svojom mene avmene
SkuSajuceho a personalu skuSania tymto
postupuje abude postupovat zadavatelovi
vietky svoje prava, naroky azaujmy vo
v8etkych  vynalezoch, vratane vSetkych
patentov, autorskych prav alebo inych prav
duSevného vlastnictva v nich obsiahnutych
a v8etky prava na sudne stihanie a Zalovanie
vSetkych 3kéd a vSetkého prospechu, ktory
vznikne na zaklade minulého alebo su¢asného
poruSenia tychto prav. Zdravotnicke zariadenie
bude so zadavateflom spolupracovat tym, Ze
podpiSe a zabezpeli, aby SkuSajuci a aj
personal skuSania podpisal vietky dokumenty
primerane potrebné pre zadavatela na
zabezpecCenie a udrzanie si vlastnickych prav
na vSetky vynalezy.

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

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

5.1 Use of Name, Registry and Reporting

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

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

6. PERSONAL DATA

6.1. Study Staff Member Personal Data
Institution agrees that Investigator and the
Study Staff provide their personal data to
IQVIA and that IQVIA and/or Sponsor may
process "personal data", as defined in the
Regulation (EU) 2016/679 and applicable
national legislation enacted under the same
(collectively "Data Protection Legislation"), of
the Investigator and Study Staff for study-
related purposes. To the extent that any Party
to this Agreement or Sponsor or IQVIA
processes said personal data in the capacity of
a data controller all such processing will be
carried out in accordance with the Data
Protection Legislation. Investigator shall
ensure he/she obtains the consent of Study
Staff for the processing of personal data in
accordance with this section and applicable
Data Protection Legislation.
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pri priprave, podavani, sudnom stihani a
udrziavani vSetkych Ziadosti o patent a
patentov na vynalezy.

4.5. Pretrvanie

Platnost tohto ¢lanku 4 ,DuSevné vlastnictvo®
pretrvd vypovedanie alebo vyprSanie tejto
zmluvy.

5. PRAVA NA PUBLIKOVANIE

Zdravotnicke zariadenie sa zavazuje, Ze nebude
skuSanie publikovat ani sa na skuSanie odvolavat,
Ci uz CiastoCne alebo uplne, bez predchadzajuceho
vyslovného pisomného suhlasu zadavatela.

5.1 PouzZitie mien a nézvov, regqistracia
a spravy zo skusania

Ziadna zo zmluvnych stran nepouZije nazov
druhej zmluvnej strany v suvislosti s reklamou,
publikovanim alebo propagaciou bez
predchadzajuceho  pisomného  povolenia;
zadavatel a spolocnost IQVIA vSak mézu
kazdy samostatne pouzivat meno
zdravotnickeho zariadenia v publikaciach zo
skuSania a v medidlnej komunik4cii, vratane
webovych  strdnok  venovanych  klinickym
skuSaniam a tlaCovych oznameni o sku$ani.
Zadavatel zaregistruje skuSanie vo verejnom
registri klinickych skusani v sulade s platnymi
pravnymi predpismi a zverejni  spravu
zvysledkov  skuSania vtakom  termine
a rozsahu, v akom to pozaduju platné pravne
predpisy.

5.2. Pretrvanie

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

6. OSOBNE UDAJE

6.1. Osobné udaje Elenov personalu skudania
Zdravotnicke  zariadenie  akceptuje, Ze
skusajuci a personal skuSania poskytnu svoje
osobné Udaje spoloc¢nosti IQVIA aze
spolo¢nost IQVIA alebo zadavatel mozu
spracovavat ,0sobné udaje”,
definované smernicou Eurépskeho parlamentu
arady EU 2016/679 o a platnou narodnou
legislativou, uzakonenou podla nej (spolo¢ne
Jlegislativa o ochrane osobnych udajov"),
skuSajuceho a personalu skuSania na ucely
skusania. V rozsahu, v ktorom bude
ktorékofvek zmluvna strana tejto zmluvy,
zadavatel alebo spolo€nost’ IQVIA spracovavat
uvedené osobné udaje VO funkcii
prevadzkovatela udajov, bude sa kazdé takéto
spracovavanie vykonavat v sulade S
legislativou o ochrane osobnych udajov.

Zmluvné strany si tiez vzajomne uznavaju
svoje vlastné prava suvisiace s pravidlami
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Study Staff and Investigator’'s personal data
may be transferred to countries outside the
European Union (“EU”), European Economics
Area and Switzerland, such as the USA, which
may not provide for the same level of
protection as is applicable in Investigator's
country. In such event, IQVIA or Sponsor, as
applicable, will make sure that appropriate
safeguards are secured in advance of any
transfer in accordance with [QVIA's or
Sponsor’s, as applicable, legal obligations to
ensure the protection of Study Staff and
Investigator’'s personal data according to the
data protection laws and regulations applicable
in Investigator’s country.

The Parties also acknowledge their own rights
related to the privacy rules. The terms as per
the present article fulfil the information and
consent requirements set forth in current
regulations on processing personal data.

6.2 Survival
This Section 6 “Personal Data” shall survive
termination or expiration of this Agreement.

7. STUDY SUBJECT INJURY

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

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

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

c) failure of the Study Subject to follow the
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ochrany osobnych udajov. Podmienky podla

tohto  &lanku  spifiaju  poziadavky na
poskytovanie informacii a ziskanie suhlasu,
uvedené v aktualnych nariadeniach

0 spracovavani osobnych udajov.

Skusajuci sa zavazuje zabezpecdit suhlasy od
Studijného personalu na spracovanie osobnych
udajov v sulade s tymto ¢lankom a prislusnymi
pravnymi predpismi o ochrane udajov.

Osobné udaje Skusajuceho a Studijného timu moézu
byt prenesené do krajin mimo Eurdpskej Unie
("EU"), Eurépskeho hospodarskeho priestoru a
évajéiarska, ako napriklad USA, ktoré nemusia
poskytovat rovnaku uroveri ochrany, ako je
uplatnitelné v krajine skusajuceho. V takom
pripade sa IQVIA alebo zadavatefl uistia, ze su pred
kazdym prevodom zabezpecené primerané zaruky
v sulade so zakonnymi povinnostami IQVIA alebo
zadavatela, aby sa zabezpecila ochrana personalu
Studie a osobnych udajov skusajuceho podla
zakonov a nariadeni o ochrane udajov platnych v
krajine skusajuceho.

6.2 Pretrvanie

Platnost tohto ¢lanku 6 ,Osobné udaje” pretrva
vypovedanie alebo vyprsanie tejto zmluvy.

7. POSKODENIE ZDRAVIA SUBJEKTOV SKUSANIA

Zdravotnicke zariadenie bude spolo¢nost IQVIA a
zadavatela urychlene pisomne informovat o
akomkolvek vznesenom naroku na odSkodnenie
choroby alebo poskodenia zdravia skutoCne alebo
udajne spbsobeného neziaducou reakciou na
skusany produkt a spolupracovat so zadavatelom
pri rieSeni tejto neZiaducej udalosti.

Zadavatel uhradi zdravotnickemu zariadeniu
priame, primerané a potrebné medicinske naklady,
ktoré zdravotnickemu zariadeniu vzniknua pri lieCbe
neziaducej udalosti, choroby alebo poskodenia
zdravia subjektu skusSania, ktoré spdsobi lie€ba
subjektu v sulade s protokolom, s vynimkou
pripadov, kedy takuto 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 alebo ich
personalu,

b) nedbanlivost alebo Umyselne nespravne
konanie zdravotnickeho zariadenia,
sku$ajuceho alebo ich personalu alebo

c) nedodrzanie primeranych pokynov
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reasonable instructions of the Investigator
relating to the requirements of the Study.

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

8. Indemnification; Insurance

8.1. Indemnification by Sponsor

Sponsor agrees to indemnify, defend and hold
harmless Institution, its trustees, directors, officers,
employees (including Investigator), Study Staff and
agents (collectively, the “Institution Indemnitees”)
against any third party claims, including reasonable
attorney’s fees for defending those claims (each, a
“Claim”), to the extent a Claim arises out of or
relates to (i) any theory of product Iliability
concerning the Investigational Product; or (ii) any
side-effect or adverse reaction, illness or injury
directly resulting from (a) use of the Investigational
Product in the Study, or (b) a procedure specified in
the Protocol that the Study Subject would not have
undergone but for such Study Subject’s
participation in the Study. The foregoing indemnity
will not apply to the extent a Claim arises out of or
relates to (1) an Institution Indemnitee’s (A)
negligence or willful misconduct or (B) failure to
adhere to the terms of the Protocol or any written
instructions from Sponsor or IQVIA; or (2)
Institution’s or Investigator’s failure to adhere to the
terms of this Agreement.

8.2. Indemnification by Institution.

Institution agrees to indemnify, defend and hold
harmless Sponsor and its and their respective
directors, officers, employees and agents
(collectively, the “BeiGene Indemnitees”) against
any Claim to the extent such Claim arises out of or
relates to (i) an Institution Indemnitee’s
(a) negligence or willful misconduct or (b) failure to
adhere to the terms of the Protocol, or any written
instructions from Sponsor or IQVIA; or (ii)
Institution’s or Investigator’s failure to adhere to the
terms of this Agreement.

8.3 Indemnification Procedure.
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skusajuceho, tykajucich sa poziadaviek
skusania, zo strany subjektu skdsania.

Platnost tohto C¢lanku 7 ,PoSkodenie zdravia
subjektu skua$ania” pretrva vypovedanie alebo
vyprdanie tejto zmluvy.

8. OdsSkodnenie a poistenie

8.1 OdsSkodnenie zadavatelom

Zadavatel sa zavazuje zdravotnicke zariadenie,
jeho spravcov, riaditefov, funkcionarov,
zamestnancov (vratane sku$ajuceho), personal
skuSania a zastupcov (dalej spoloCne ako
,odskodnené osoby zdravotnickeho
zariadenia“) odSkodnit, obhajovat a zbavit
zodpovednosti za akékolvek vznesené naroky
tretich stran na nahradu Skody, vratane
primeranych nakladov na pravne zastupovanie pri
obhajobe voéi takymto narokom (dalej kazdy
ztychto pripadov ako ,vzneseny narok®),
v rozsahu, v ktorom vzneseny narok vyplyva alebo
suvisi s (i) akoukolvek teoretickou zodpovednostou
za Skody spbsobené produktom, tykajucou sa
skuSaného produktu, alebo (ii) akymkolvek
vedlajSim ucinkom, neZiaducou  reakciou,
ochorenim alebo poSkodenim zdravia priamo
spbsobenym (a) pouzivanim skusSaného produktu
v skdSani, alebo (b) postupom definovanym
v protokole, ktory by subjekt skuSania nepodstupil,
ak by sa na sku$ani nezucastnil. Vy3$Sie uvedené
odSkodnenie sa nevztahuje vrozsahu, v ktorom
vzneseny narok vyplyva alebo suvisi s (1) (A)
nedbalostou alebo umyselnym pochybenim, alebo
(B) nedodrzanim protokolu alebo pisomnych
pokynov spolo€nosti BeiGene, zadavatela, alebo
spolo¢nosti IQVIA zo strany niektorej odSkodnenej
osoby zdravotnickeho zariadenia alebo (2)
nedodrZzanim podmienok tejto zmluvy zo strany
zdravotnickeho zariadenia alebo sku$ajuceho.

8.2 Odskodnenie zdravotnickym zariadenim

Zdravotnicke zariadenie sa zavazuje spolo¢nost
BeiGene, zadavatela aich prislusnych riaditelov,
funkcionarov, zamestnancov a zastupcov (dalej
spolo¢ne ako ,odSkodnené osoby spolo¢nosti
BeiGene®) odskodnit, obhajovat  a zbavit
zodpovednosti za akékolvek vznesené naroky,
v rozsahu, v ktorom takyto vzneseny narok vyplyva
alebo suvisi s (i) (a) nedbalostou alebo umyselnym
pochybenim, alebo (b) nedodrzanim protokolu
alebo pisomnych pokynov spolo¢nosti BeiGene,
zadavatela, alebo spolo¢nosti IQVIA zo strany
niektorej odSkodnenej osoby zdravotnickeho
zariadenia; alebo (ii) nedodrzanim podmienok tejto
zmluvy zo strany zdravotnickeho zariadenia alebo
skuSajuceho.

8.3 Postup odSkodnenia
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A Party must notify the indemnifying party within
thirty (30) days of receipt of any Claim made for
which the other Party might be liable under Section
8.1 or 8.2, as the case may be. The indemnifying
party will have the sole right to defend, negotiate,
and settle such Claim. The indemnified party will be
entitled to participate in the defense of such matter
and to employ counsel at its expense to assist in
such defense; provided, however, that the
indemnifying Party will have final decision-making
authority regarding all aspects of the defense of the
Claim. The Party seeking indemnification will
provide the indemnifying Party with such
information and assistance as the indemnifying
Party may reasonably request, at the expense of
the indemnifying Party. Neither Party will be
responsible or bound by any settlement of any
Claim made without its prior written consent;
provided, however, that the indemnified party will
not unreasonably withhold or delay such consent.

8.4 Sponsor Insurance.

Sponsor has obtained, or will obtain prior to the
start of the Study, the clinical ftrial insurance
required by applicable law and will provide
Institution or Investigator with evidence of such

insurance upon request by Institution or
Investigator.
8.5 Institution Insurance.

Institution will subscribe to and maintain adequate
medical malpractice, general liability insurance
coverage and other appropriate insurance
necessary to cover Institution’s, Investigator’'s and
the Study Staff's obligations under this Agreement.
Institution will provide evidence of such insurance
upon request by Sponsor or its designee.

This Section 8 “Indemnification; Insurance” shall
survive termination or expiration of this Agreement.

9. IQVIA DISCLAIMER

IQVIA expressly disclaims any liability in
connection with the Investigational Product,
including any liability for any claim arising out of a
condition caused by or allegedly caused by any
Study procedures associated with such product
except to the extent that such liability is caused by
the negligence, willful misconduct or breach of this
Agreement by IQVIA.
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Kazda zo zmluvnych stran musi od8kodriujucu
zmluvnu stranu pisomne informovat o akomkolvek
vznesenom naroku, za ktory by druha zmluvna
strana mohla byt zodpovedna podla ¢lanku 8.1
alebo 8.2 (podla toho, o ktory pripad pdjde), do
tridsiatich (30) dni od jeho prevzatia. OdSkodnujuca
zmluvna strana bude mat vyluéné pravo viest voci
takémuto vznesenému naroku obhajobu, rokovat
o nom a urovnat ho. OdSkodnena zmluvna strana
bude mat pravo zuc€astnit sa na obhajobe takejto
zalezitosti ana vlastné naklady vyuZit sluzby
poradcu, aby jej pri takejto obhajobe pomahal;
pravo konecného rozhodovania v suvislosti so
vSetkymi aspektmi obhajoby vzneseného néroku
vSak bude mat odSkodrnujuca zmluvna strana.
Zmluvna strana Ziadajuca o odSkodnenie poskytne
odskodnujucej zmluvnej strane také informacie
a spolupracu, aké moéze odskodhujuca zmluvna
strana oddvodnene poZadovat, ato na naklady
od$kodfiujucej zmluvnej strany. Ziadna zmluvna
strana nebude povinna dodrzZiavat ani byt viazana
urovnanim akéhokolvek vzneseného naroku, ku
ktorému sa dospelo bez jej predchadzajuceho
pisomného suhlasu; odSkodnena zmluvna strana
v8ak nema takyto suhlas neodévodnene odmietat
ani odkladat.

8.4 Poistenie zadavatela

Zadavatel uzatvoril alebo pred zaciatkom skuSania
uzatvori poistenie klinického sku$ania poZzadované
plathymi pravnymi predpismi ana poZiadanie
zdravotnickeho zariadenia alebo skusajuceho im
poskytne doklad o takomto poisteni.

8.5 Poistenie zdravotnickeho zariadenia

Zdravotnicke zariadenie uzatvori a bude udrziavat
primerané poistenie zodpovednosti za zanedbanie
povinnej lekarskej starostlivosti, poistenie
vSeobecnej zodpovednosti adalSie vhodné
poistenie, pokryvajuce povinnosti zdravotnickeho
zariadenia, skuSajuceho a personalu skuSania
podla tejto zmluvy. Na poziadanie zadavatela
alebo jeho zastupcu mu zdravotnicke zariadenie
poskytne doklad o takomto poisteni.

Platnost' tohto ¢lanku 8 ,0dSkodnenie a poistenie”
pretrva vypovedanie alebo vyprsanie tejto zmluvy.

9. VYHRADA SPOLOCNOSTI IQVIA

Spolo¢nost  IQVIA tymto vyslovne odmieta
akukolvek zodpovednost v suvislosti so skuSanym
produktom, vratane zodpovednosti za vznesené
naroky na nahradu Skody, ktora vznikne na zaklade
zdravotného problému spdsobeného alebo udajne
spbsobeného akymkolvek postupom skuSania
spojenym s takymto produktom, okrem rozsahu, v
ktorom by takato zodpovednost bola oddévodnena
zanedbanim, Umyselne nespravnym konanim
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This Section 9 “IQVIA Disclaimer” shall survive
termination or expiration of this Agreement.

10. CONSEQUENTIAL DAMAGES

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

This Section 10 “Consequential Damages” shall
survive termination or expiration of this Agreement.

11. No CONFLICTS; DEBARMENT; DISQUALIFICATION

alebo porusenim tejto zmluvy zo strany spolo¢nosti
IQVIA.

Platnost tohto ¢&lanku 9 ,Vyhrada spoloénosti
IQVIA” pretrva vypovedanie alebo vyprSanie tejto
zmluvy.

10. NASLEDNE SKODY

Spolo¢nost  IQVIA ani  zadavatel  nerucia
zdravotnickemu zariadeniu za Ziadny uSly zisk,
stratu prilezitosti ani iné nasledné $kody, ani
zdravotnicke zariadenie neruci spolo¢nosti IQVIA a
zadavatelovi za Ziadny usly zisk, stratu prileZitosti
ani iné nasledné Skody.

Platnost' tohto &lanku 10 ,Nasledné Skody” pretrva
vypovedanie alebo vyprSanie tejto zmluvy.

Institution will ensure that Institution, its trustees,
officers and directors, Investigator and Study Staff:
(a) are under no contractual or other obligation or
restriction that would limit or prevent Institution or
Investigator from performing any of their respective
obligations under this Agreement; (b) do not have a
financial or other interest in Sponsor or the
outcome of the Study that might interfere with their
independent judgment; (c) will not use in any
capacity the services of any person debarred by
any regulatory authority or restricted from
conducting clinical research under applicable law or
regulations in connection with the conduct of the
Study; and (d) have not been, and are not under
consideration to be (i) debarred by any regulatory
authority or restricted from conducting clinical
research under applicable law or regulations; or (ii)
convicted of a criminal offense related to the
provision of health care items or services. During
the Study and for a period of two (2) years following
completion or early termination of the Study,
Institution will notify BeiGene immediately if
Institution, its trustees, officers or directors,
Investigator or any Study Staff are subject to the
foregoing, or if any action, suit, claim, investigation,
or proceeding relating to the foregoing is pending,
or to the best of Institution’s knowledge, is

threatened.
This Section 11 “No Conflicts; Debarment;
Disqualification” shall survive termination or

expiration of this Agreement.
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11. KONFLIKT ZAuJmov, VYLUCENIE
A DISKVALIFIKACIA

Zdravotnicke zariadenie zabezpeci, aby
zdravotnicke zariadenie, jeho spravcovia,
funkcionari  ariaditelia, skuSajuci a personal

skusania: (a) neboli viazani ziadnou zmluvnou ani
inou povinnostou ¢i  vyhradou, ktora by
zdravotnicke  zariadenie alebo  sku$ajuceho
obmedzovala pri plneni alebo im zabranovala si
plnit’ ktordkolvek z ich prislusnych povinnosti podla
tejto zmluvy; (b) nemali financné ani iné zaujmy
tykajuce sa zadavatela alebo vysledku skudSania,
ktoré by mohli ovplyvnit ich nezavisly Usudok; (c)
v suvislosti s vykonavanim skudSania nevyuZili
v zZiadnej funkcii sluzby akejkolvek osoby, vylucenej
niektorym  kontrolnym uradom z vykonavania
klinického vyskumu alebo osoby so zakazom
vykonavania klinického vyskumu podla platnych
pravnych predpisov; a (d) neboli aani sa vich
pripade neuvazovalo o (i) vylu€eni niektorym
kontrolnym dUradom z vykonavania klinického
vyskumu alebo zdkaze vykonavania Klinického
vyskumu podfa platnych pravnych predpisov; alebo

(i) odsudeni za trestny ¢€in  suvisiaci
s poskytovanim predmetov alebo sluzieb
zdravotne;j starostlivosti. Pocas skuSania

a v priebehu dvoch (2) rokov od dokonc&enia alebo
predéasného ukonéenia skuSania bude
zdravotnicke zariadenie spolo¢nost BeiGene ihned
informovat, ak sa na zdravotnicke zariadenie, jeho
spravcov, funkcionarov alebo riaditelov,
skusajuceho alebo personal skuSania bude
vztahovat €okolvek z vy$Sie uvedeného, alebo ak
voC¢i nim akykolvek pravny krok, proces, Zaloba,
vySetrovanie alebo konanie suvisiace s vy3Sie
uvedenym prave prebieha alebo im podfa
najlepSieho vedomia zdravotnickeho zariadenia
hrozi.

Platnost tohto ¢lanku 11
vylu€enie a diskvalifikacia”
alebo vyprSanie tejto zmluvy.

.Konflikt  zaujmov,
pretrva vypovedanie
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12. FINANCIAL DISCLOSURE AND CONFLICT OF

12. FINANCNE PRIZNANIA A KONFLIKT ZAUJMOV

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

13. ANTI-KICKBACK AND ANTI FRAUD

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

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

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

14. ANTI-BRIBERY

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

Institution further represents and warrants that
neither Institution, its trustees, officers and
directors, Investigator, Study Staff nor any Payee
under this Agreement, will, in order to assist
Sponsor or IQVIA to secure an improper advantage
or obtain or retain business, directly or indirectly
pay, offer or promise to pay, or give any Iltems of
Value to any person or entity for purposes of (i)
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Zdravotnicke zariadenie sa zavazuje zabezpedit,
aby skusSajuci a spoluskusajuci poskytli finanéné
priznania.

13. USTANOVENIA NAMIERENE PROTI PROVIZIAM A
PODVODOM

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

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

Zdravotnicke zariadenie sa zavazuje neuctovat
Ziadnemu subjektu sku$ania, poistovni, Stathemu
uradu ani akejkolvek inej tretej strane Ziadne
navstevy, sluzby alebo vydavky, ktoré mu vzniknu
poCas skuSania a za ktoré dostalo uhradu od
spoloCnosti IQVIA, zadavatela, alebo ktoré nie su
suCastou beznej starostlivosti, ktoru by subjektu
skuSania za normalnych okolnosti poskytlo a zZe
zdravotnicke zariadenie nebude platit Ziadnemu
inému lekarovi za poukazovanie subjektov do
skusania.

14. USTANOVENIA NAMIERENE PROTI UPLATKARSTVU

Zdravotnicke zariadenie potvrdzuje, Ze poplatky,
ktoré maju byt vyplatené podfa tejto zmluvy,
predstavuju spravodlivi odmenu za sluzby, ktoré
ma poskytnut. Zdravotnicke zariadenie vyhlasuje
a zaruCuje, ze platby a hodnotné veci, ktoré
dostane podfa tejto zmluvy v suvislosti so
skusanim, neovplyvnia ziadne rozhodnutie, ktoré
zdravotnicke zariadenie, jeho spravcovia,
funkcionari a riaditelia, personal skusania alebo
niektory prijemca platieb podla tejto zmluvy méze
prijat ako Statny predstavitel alebo v inej funkcii,
aby pomohol zadavatelovi alebo spolo¢nosti IQVIA
zabezpelit si nendlezitu vyhodu alebo ziskat Ci
udrzat’ si obchodné prileZitosti.

Zdravotnicke zariadenie vyhlasuje a zaruluje, Ze
zdravotnicke zariadenie, jeho spravcovia,
funkcionari  ariaditelia,  sku$ajuci, personal
skuSania ani zZiadny prijemca platieb podla tejto
zmluvy nebude za to, aby, zadavatelovi alebo
spolo¢nosti  IQVIA  pomohol zabezpe€it si
nenalezity vyhodu alebo ziskat ¢i udrzat si
obchodné prileZitosti, priamo ani nepriamo platit,
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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, Sponsor may terminate this
Agreement if Institution breaches any of the terms
in this Section or if IQVIA or Sponsor learns that
improper payments are being or have been made
to or by Institution or Investigator or any individual
or entity acting on its or their behalf.

15. INDEPENDENT CONTRACTORS

Institution is independent contractor and, as such,
none of Institution, Institution’s employees will be
entitled to any benefits applicable to employees of
Sponsor or IQVIA. No Party is authorized or
empowered to act as agent for any other Party for
any purpose and will not, on behalf of another
Party, enter into any contract, warranty or
representation as to any matter. No Party will be
bound by the acts or conduct of any other Party.

16. TERM & TERMINATION

16.1 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.gov.sk, as these Contracts must be
disclosed in accordance with § 5(a)(1) of Act No.
211/2000, the Freedom of Information Act as
Amended.

16.2 Termination

The Study may be terminated (a) by any Party
immediately upon written notice to the other Parties
if necessary to protect the safety, health or welfare
of Study Subjects; or (b) by BeiGene upon thirty
(30) days prior written notice to Institution and
Investigator. In addition, either BeiGene or
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ponukat alebo sfubovat platbu, ani nedaruje Ziadnu
hodnotnu vec Ziadnej fyzickej alebo pravnickej
osobe za u€elom (i) ovplyvnenia akéhokolvek
Ukonu alebo rozhodnutia, (i) nabadania takejto
fyzickej alebo pravnickej osoby na vykonanie alebo
nevykonanie akéhokolvek skutku vrozpore s jej
zakonnymi povinnostami; (iii) zabezpecenia si
nenalezitej vyhody alebo (iv) nabadania takejto
fyzickej alebo pravnickej osoby, aby ovplyvnila
nejaky Ukon alebo rozhodnutie Statneho uradu
alebo iného organu vlady.

Okrem inych prav a opravnych prostriedkov podla
tejto zmluvy alebo podfa zakona, méze zadavatel
tuto zmluvu vypovedat, ak zdravotnicke zariadenie
porusi niektord z podmienok tohto ¢lanku, alebo ak
sa spoloc¢nost IQVIA alebo zadavatel dozvie, ze
zdravotnicke zariadenie alebo sku$ajuci takeéto
nenalezité platby vykonali bud osobne alebo

prostrednictvom inej osoby alebo spoloCnosti
konajucej v ich mene, alebo takéto platby
prostrednictvom akejkolvek osoby alebo

spolo&nosti prijali.
15. NEZAVISLY ZMLUVNY DODAVATEL

Zdravotnicke zariadenie je nezavisly zmluvny
dodavatel, aako taky nema zdravotnicke
zariadenie ani Ziadny z jeho zamestnancov narok
na ziadne zamestnanecké vyhody, dostupné
zamestnancom spolo¢nosti BeiGene, zadavatela
alebo spolognosti IQVIA. Ziadna zo zmluvnych
stran nie je opravnena ani splnomocnena konat
ako zastupca ktorejkolvek inej zmluvnej strany na
Ziadne ucCely, a v mene inej zmluvnej strany alebo
vijej zastupeni neuzatvori Ziadnu zmluvu
a neposkytne Ziadnu zaruku ani vyhlasenie
v akejkolvek veci. Ziadna zo zmluvnych stran nie je
viazana konanim alebo spravanim inej zmluvnej
strany

16. DOBA PLATNOSTI A VYPOVEDANIE

16.1 Doba platnosti

Tato zmluva nadobuda platnost driom jej
podpisania vSetkymi zmluvnymi stranami a
uéinnost’ diom nasledujicim po dni jej
zverejnenia v zmysle § 47a ods. 1 zakona ¢.
40/1964 Zb. Obciansky zakonnik v zneni
neskorSich predpisov v centralnom registri zmluv
na www.crz.qgov.sk, nakolko ide o povinne
zverejiiovanu zmluvu v zmysle § 5a ods. 1 zakona
¢. 211/2000 Z.z. o slobodnom pristupe k
informaciam v zneni neskorsich predpisov.

16.2. Vypovedanie

Skusanie mdze ukoncit (a) ktorakolvek zmluvna
strana s okamZitou ucinnostou pisomnou
vypovedou ostatnym zmluvnym stranam, ak to
bude nevyhnutné na ochranu bezpecénosti, zdravia
alebo blaha subjektov skuSania; alebo (b)
spolo¢nost  BeiGene  pisomnou  vypovedou
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Institution (the “Non-Breaching Party’) may
terminate this Agreement for a material breach of a
provision of this Agreement by the other Party (the
“Breaching Party”) including, if Institution is the
Breaching Party, any such breach by Investigator, if
such breach is not cured within thirty (30) days
following the Breaching Party’s receipt of written
notice of such breach from the Non-Breaching
Party.

16.3 Effects of Termination or Study Completion

Upon an early termination under Section 16.2: (a)
this Agreement will terminate; (b) Investigator will
immediately stop enrolling subjects into the Study
and cease administering the Investigational
Product or Temozolomide, as the case may be, to
Study Subjects and conducting Study procedures
on Study Subjects, to the extent medically
advisable and cooperate with IQVIA to ensure a
plan for the health, safety or well-being of any
Study Subject enrolled in the Study; (c) IQVIA shall
make a final payment for visits or milestones
properly performed pursuant to this Agreement in
the amounts specified in Attachment A - Budget &
Payment Schedule; (d) any funds not due under
the foregoing calculation but already paid by IQVIA
to Institution will be promptly returned to IQVIA; and
(e) Institution will furnish to IQVIA or Sponsor,
within thirty (30) days of the effective date of
termination, all Study Data, including completed or
partially completed CRFs; and (ii) return or destroy
all Investigational Product, Temozolomide, and
Confidential Information as described under
Section 1 of this Agreement. Upon completion of
the Study, the terms of Sections 16.3(a), 16.3(c),
16.3(d) and 16.3(e) will apply as of the Study
completion date. Within thirty (30) days of
termination of this Agreement, Investigator will
submit final written reports to Sponsor as specified
in the Protocol.

17. NOTICE

Any notices required or permitted to be given
hereunder will be effective upon receipt (or a later
date specified in the notice), shall be given in
writing and shall be delivered
a) in person,
b) by certified mail, postage prepaid, return
receipt requested,
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s tridsat (30) dfiovou vypovednou lehotou,
adresovanou zdravotnickemu zariadeniu
a skusajucemu. Okrem toho mdze bud' spolo¢nost’
BeiGene, alebo zdravotnicke zariadenie
(,neporusujuca zmluvna strana“) vypovedat
tato zmluvu po podstatnom poruseni niektorého
z ustanoveni tejto zmluvy druhou zmluvnou
stranou (,porusujica zmluvna strana“), vratane
akéhokolvek takéhoto poruSenia skusajucim, ak je
poruSujucou zmluvnou stranou zdravotnicke
zariadenie, ak sa takéto poruSenie nenapravi do
tridsiatich (30) dni od prevzatia pisomného
oznamenia o takomto poruSeni od neporusujicej
zmluvnej strany poruSujucou zmluvnou stranou.

16.3  Uginky preddasného ukondéenia alebo

dokoncenia skusSania

Po pred€asnom ukonceni skuSania podfa ¢lanku
16.2: (a) sa skonc&i platnost tejto zmluvy; (b)
sku$ajuci ihned ukonéi zaradovanie subjektov do
sku$ania, podavanie skuSaného produktu alebo
temozolomidu (podla toho, o ktory pripad pdjde)
subjektom skuSania avykonavanie postupov
skuSania na subjektoch skuSania vrozsahu,
vakom to bude zklinického hladiska vhodné,
a bude so spolo€nostou IQVIA spolupracovat, aby
zaistil plan na ochranu zdravia, bezpecnosti
a blaha kazdého subjektu sku$ania zaradeného do
skuSania; (c) spolo¢nost IQVIA poukaze poslednu
platbu za navstevy alebo vykony riadne vykonané
v sulade s touto zmluvou vo vySke stanovenej v
Prilohe A, Rozpocet arozpis platieb; (d) vSetky
finanéné prostriedky, ktoré podla vy$Sie uvedenej
kalkulacie nebudu splatné, ale spolo¢nost IQVIA
ich uz zdravotnickemu zariadeniu vyplatila, sa
urychlene vratia spoloCnosti IQVIA; a (e) do
tridsiatich  (30) dni od datumu G&innosti
vypovedania zdravotnicke zariadenie doda
spolo¢nosti IQVIA alebo zadavatelovi vSetky udaje
skuSania, vratane vyplnenych alebo CciastoCne
vyplnenych CRF; a (ii) vrati alebo zlikviduje vSetok
skusany liek, temozolomid a déverné informacie,
ako sa uvadza v élanku 1 tejto zmluvy. Po
dokon&eni skuSania budu podmienky clankov
16.3(a), 16.3(c), 16.3(d) a 16.3(e) platit od datumu
dokonCenia skuSania. Do tridsiatich (30) dni od
vypovedania tejto zmluvy skuSajaci zaSle
zadavatelovi zaveretné pisomné spravy
definované v protokole.

17. OZNAMENIA

V3etky oznamenia pozadované alebo povolené
podla tejto zmluvy budu ucinné od ich prevzatia
(alebo neskorsieho datumu uvedeného
v oznameni), vyhotovené pisomne a doru¢ené
a) osobne;
b) doporu€enou posStou s
postovnym a doru€enkou;

uhradenym
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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, and such notices
shall be addressed as follows:

c) e-mailom ako .pdf subor alebo skenovany
dokument, alebo v inom needitovatelnom

formate s poZadovanym potvrdenim
dorucenia;
d) komerénou kuriérskou sluzbou, ktora

zaruCuje doru€enie na nasledujuci def a
poskytuje potvrdenie dorucenia, a takéto
oznamenia budu adresované nasledovne:

Name/Nazov:
BeiGene Ltd.
BeiGene Ltd.

Address/Adresa:
To Sponsor:

Pre zadavatela:
Tel:

Tel.:

Attention: Scott A. Samuels, Esq., General Counsel
c/o BeiGene USA,
Cambridge, MA 02142 USA

Do pozornosti: Pan Scott A. Samuels, hlavny pravny poradca
na adrese BeiGene USA, Inc., 55 Cambridge Parkway, Suite 700W,
Cambridge, MA 02142 Spojené Staty americké

Inc., 55 Cambridge Parkway, Suite 700W,

P.O. Box 13979

Name/Nazov: IQVIA RDS Slovakia, s. r. 0.
Address/Adresa: Vajnorska 100/B,

83104 Bratislava, Slovak Republic

Office of the General Counsel

Research Triangle Park, North Carolina 27709-3979

USA
To IQVIA Attention: General Counsel
Pre IQVIA Email: officeofgeneralcounsel@iqvia.com

IQVIA Inc.

P.O. Box 13979

Urad hlavného pravneho poradcu

Research Triangle Park, North Carolina 27709-3979
Spojené Staty americké

Do pozornosti: Hlavny pravny poradca

E-mail: officeofgeneralcounsel@igvia.com

To Institution
Pre zdravotnicke

zariadenie Slovak Republic

Name/Nazov: Fakultna nemocnica s poliklinikou
F. D. Roosevelta Banska Bystrica
Nam. L. Svobodu 1, 975 17 Banska Bystrica,

To Investigator
Pre skusajuceho

Slovak Republic

Name/Nazov: Michal Urda, MD
Pneumologicka a ftizeologicka ambulancia
Fakultna nemocnica s poliklinikou

F. D. Roosevelta Banska Bystrica

Nam. L. Svobodu 1, 975 17 Banska Bystrica,

18. MISCELLANEOUS

18.1 Certain Disclosures; Transparency

Institution acknowledges that Sponsor is required
to abide by federal and state disclosure laws and
certain transparency policies governing their
activities, including providing reports to the
government and to the public concerning financial
or other relationships with healthcare providers.
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18. OSTATNE DOJEDNANIA

18.1 Poskytovanie
transparentnost’

Zdravotnicke zariadenie akceptuje, Ze spolo¢nost
zadavatel musia dodrziavat federalne a Statne
pravne predpisy o poskytovani informacii a urcité
zasady transparentnosti, vztahujuce sa na ich

urcitych informacii,
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Institution agrees that Sponsor may, in their sole
discretion, disclose information about the
Agreement and about the Study, including relating
to any transfers of value pursuant to this
Agreement. Institution agrees to  supply
information reasonably requested by Sponsor for
disclosure purposes. To the extent that Institution
is independently obligated to disclose specific
information concerning the Study, including
relating to transfers of value from IQVIA pursuant
to this Agreement, Institution will make timely and
accurate required disclosures.

18.2 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.

18.3 No Waiver/Enforceability

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

18.4 Assignment, Subcontracting
This Agreement shall be binding upon the Parties
and their successors and assigns.

The Institution shall not assign or transfer this
Agreement or any rights or obligations under this
Agreement without the written consent of Sponsor.
Sponsor may assign or transfer this Agreement or
any rights or obligations under this Agreement
without the written consent of the Institution.

With Sponsor’s or IQVIA prior written consent in
each instance, Institution may subcontract the
performance of certain of its activities under this
Agreement to qualified third parties; provided, that
(a) such permitted third parties perform such
activities in a manner consistent with the terms and
conditions in this Agreement; (b) Institution causes
such permitted third parties to be bound by and
comply with the terms of this Agreement; (c)
Institution remains liable for such permitted third
parties’ performance; and (d) neither Investigator
nor any sub-investigator has any direct or indirect
financial interest in any such permitted third parties.
For the avoidance of doubt, all permitted third
parties used to perform the Study are included in
the definition of Study Staff.

PYA17785 CTA Template Slovakia INST v1.0 25May2018

Slovakia Clinical Trial Agreement template-INSTITUTION
based on IQVIA Global template — 15 April 2013 PI: Michal
Urda MD

CONFIDENTIAL Page 21 of 34

Cinnosti, vratane poskytovania sprav a hlaseni
Statnym organom a verejnosti, tykajucich sa
finan€nych alebo inych vztahov s poskytovatelmi
zdravotnej starostlivosti. Zdravotnicke zariadenie
akceptuje, Ze zadavatel moézu vylu€ne podla
vlastného uvazenia poskytovat informacie o tejto
zmluve a skuSani, vratane informacii o vSetkych
hodnotovych prevodoch podfa tejto zmluvy.
Zdravotnicke zariadenie sa zavazuje poskytovat na
tieto ucely informacie, ktoré bude zadavatel
primerane poZadovat. V rozsahu, vktorom je
zdravotnicke  zariadenie  nezavisle  povinné
poskytovat' urcité informacie tykajuce sa skuSania,
vratane informéacii tykajucich sa hodnotovych
prevodov od spolognosti IQVIA podla tejto zmluvy,
bude zdravotnicke zariadenie v€as a spravne
poskytovat pozadované informacie.

18.2. Uplnost zmluvy

Tato zmluva vratane priloh predstavuje jediné
auplné ujednanie medzi zmluvnymi stranami
vtejto veci a nahrddza vSetky dalSie pisomné
alebo ustne dohody o tomto skusani.

18.3. Nezrieknutie sa/VymozZitelnost

Nevymahanie akejkolvek podmienky tejto zmluvy
nema byt interpretované ako zrieknutie sa tejto
podmienky. Ak sa ktorakolvek Cast tejto zmluvy
ukaze ako nevymahatelna, zostava zvysSok tejto
zmluvy platny a ucinny.

18.4. Postupenie a vyuZitie subdodavatelov
Tato zmluva je zavazna pre zmluvné strany a ich
naslednikov a nastupcov.

Zdravotnicke zariadenie nesmie postupit ani
presunut tuto zmluvu ani Ziadne zo svojich prav a
povinnosti podla tejto zmluvy bez
predchadzajuceho pisomného suhlasu zadavatefa.
Zadavatel moéze tuto zmluvu alebo akékolvek
prava Ci povinnosti podla tejto zmluvy postupit
alebo presunut bez pisomného suhlasu
zdravotnickeho zariadenia.

Na zaklade predchadzajuceho pisomného
suhlasu zadavatela alebo spoloCnosti IQVIA,
ziskaného pre kazdy pripad samostatne, mdze
zdravotnicke zariadenie vyuzit na vykonavanie
urgitych svojich ¢&innosti podfa tejto zmluvy
kvalifikované tretie strany ako subdodavatelov; za
predpokladu, Ze (a) tieto povolené tretie strany

vykonaju takéto Cinnosti spdsobom
zodpovedajucim podmienkam tejto zmluvy;  (b)
zdravotnicke zariadenie zabezpeci, aby tieto

povolené ftretie strany boli viazané podmienkami
tejto zmluvy a dodrziavali ich; (c) za plnenie
takymito povolenymi tretimi stranami zostava
zodpovedné zdravotnicke zariadenie; a (d)
sku$ajuci ani ziadny spoluskuSajuci nebude mat
v tychto povolenych tretich stranach Ziadne
priame ani nepriame finanéné zaujmy. Aby sa
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18.5. Governing Law

This Agreement and any disputes arising out of or
relating to this Agreement will be governed by,
construed and be interpreted under the laws of the
state or province and country in which Site
conducts the Study without regard to any choice of
law principle that would require the application of
the law of another jurisdiction.

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.
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prediSlo pochybnostiam, vSetky povolené tretie
strany vyuzivané na vykonavanie skuSania
spadaju pod definiciu personalu skusania.

18.5. Rozhodné pravo

Tato zmluva a vSetky spory z nej vzniknuté alebo
s fiou suvisiace, sa riadi, vyklada a interpretuje
podla pravnych predpisov krajiny, v ktorej
pracovisko skusania vykonava sku$anie, bez
moznosti vyuzitia koliznych noriem, ktoré by
vyZzadovali uplatnenie  pravnych predpisov
spadajucich do sudnej pravomoci iného Statu.

18.6. Pretrvanie

Podmienky tejto zmluvy obsahujuce povinnosti
alebo prava, ktoré pokraduju po dokonceni
skuSania, budu pretrvavat aj po vypovedani
alebo splneni tejto zmluvy, aj ked to v tejto
zmluve nie je vyslovne uvedené.
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ACKNOWLEDGED AND AGREED BY IQVIA RDS Slovakia s.r.o. on
its own behalf and on behalf of BeiGene, Ltd. /

Za spolo¢nost’ IQVIA Slovakia, s. r. 0. v jej vlasthom mene

a v mene spolo¢nosti BeiGene, Ltd., svojim podpisom potvrdzuije:
By/Meno:

Title/Funkcia:

Signature/Podpis:

Date/Datum:

ACKNOWLEDGED AND AGREED Fakultna nemocnica s poliklinikou F.D.Roosevelta Banska
Bystrica:

Za Fakultni nemocnicu s poliklinikou F. D. Roosevelta Banska Bystrica svojim podpisom potvrdzuje:

By/Meno:

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

Signature/Podpis:

Date/Datum:

READ AND UNDERSTOOD BY THE INVESTIGATOR:
SkuSajuci svojim podpisom potvrdzuje, Ze si zmluvu precital a porozumel jej:

Name/Meno: Michal Urda MD/ MUDr. Michal Urda

Signature/Podpis:

Date/Datum:
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EXHIBIT A
BUDGET & PAYMENT SCHEDULE

A. PAYEE DETAILS

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

PRILOHA A
ROZPOCET A ROZPIS PLATIEB

A. UDAJE O PRIJEMCOVI PLATIEB

Zmluvné strany potvrdzuju, Ze menovany prijemca
platieb je riadnym prijemcom platieb podla tejto
zmluvy aze platby podla tejto zmluvy sa budu
poukazovat len nasledujucemu prijemcovi platieb
(dalej ,prilemca platieb):

Adresa prijemcu

Payee Name

Meno/nazov prijemcu Fakultna nemocnica s poliklinikou F.D.Roosevelta
platieb Banska Bystrica

Payee Address

Nam. L. Svobodu 1, 975 17 Banska Bystrica,
Slovak Republic

Bank Name

Nazov banky Bratislava

Bank Co-ordinates:

Statna pokladnica, Radlinskeho 32,

Bank Account

Account No.: 7000278282 / 8180

Cislo Ggtu IBAN: SK35 8180 0000 0070 0027 8282
SWIFT Code SWIFT: SUBASKBX
SWIFT kéd

VAJ'/QST/Tax ID Number
DIC/IC DPH

Organisation Identification No.: 165549
Tax Identification No.: 202 109 56 70

Payments will be made to the site on BeiGene’s
behalf by the CRO (the “CRO/”).

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

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

PAYMENT TERM

IQVIA will pay the Payee biannually, on a
completed visit per subject basis in accordance
with the attached budget. Each payment due,
including any Screening Failure that may be
payable under the terms of this Agreement, will be
made based upon prior 6 months enroliment data
confirmed by subject CRFs received from the Site
supporting subject visitation. The monies earned
will be pro-rated upon verification of actual subject
visits, and will be paid by IQVIA to the Payee upon
final acceptance by Sponsor of all CRFs pages, all
data clarifications issued, the receipt and approval
of any outstanding regulatory documents as
required by IQVIA and/or Sponsor, the return of all
unused supplies to IQVIA, and upon satisfaction of
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V mene spolo¢nosti BeiGene a v jej zastupeni bude
platby pracovisku skuSania uhradzat klinicka
vyskumna organizacia (CRO) (dalej ,CRO/

V pripade zmeny v udajoch o bankovom spojeni
prijemcu platieb je zdravotnicke zariadenie povinné
informovat otom spoloc¢nost IQVIA 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 vSetky platby za sluzby
vykonané podla tejto zmluvy.

PLATOBNE TERMINY

Spolo¢nost  IQVIA bude poukazovat platby
priiemcovi platieb polroéne na =zaklade poctu
absolvovanych navstev na jeden subjekt skuSania v
stlade s pripojenym rozpoétom. Kazda splatna
suma, vratane platieb za neuspesné vstupné
vySetrenia, ktoré mézu byt splatné podla podmienok
tejto zmluvy, sa poukaze na zaklade udajov o
zaradovani za predchadzajucich 6 mesiacov,
potvrdenych pacientskymi zaznamovymi harkami
(CRF) prijatymi od pracoviska skuSania, ktoré
dokladaju navstevnost subjektov. Splatné financéné
prostriedky sa budu vyplacat pomernym spdsobom
po overeni skuto€nej navstevnosti subjektov a
spolo¢nost’ IQVIA ich vyplati prijemcovi platieb po
zadavatelovom kone&nom prevzati vSetkych stranok
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all other applicable conditions set forth in the
Agreement.

All government taxes are the sole responsibility of
the Payee.

Major, disqualifying Protocol violations are not
payable under this Agreement

Payments will only be made for evaluable, eligible
Study Subjects. An eligible subject is one who
meets all of the inclusion requirements and does
not meet any of the exclusion criteria of the
Protocol, who was enrolled by Investigator, and
from whom informed consent has been obtained.
An evaluable patient is one who has completed the
appropriate Study procedures and evaluations as
set forth in the Protocol for whom CRFs have been
properly completed and submitted in accordance
with the Protocol.

PAYMENT DISPUTE

Institution will have thirty (30) days from the receipt
of final payment to dispute any payment
discrepancies during the course of the Study.
Sponsor shall have thirty (30) days from the later
of 1) receipt of final invoice or 2) receipt of Site’s
dispute of payment discrepancies after final
payment, to dispute any payments made to Site.

In the event that the final accounting for the Study
identifies any overpayment made to the Institution,
Institution shall refund said overpayment with
thirty (30) days from the receipt notice of
overpayment.

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

INVOICES

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

CRF, v3etkych vydanych vysvetliviek k udajom, po
prevzati a schvéleni vSetkych chybajucich
dokumentov pre kontrolné uUrady pozadovanych
spolocnostou IQVIA alebo zadavatelom, vrateni
vSetkych nepouzitych materialov spolo¢nosti IQVIA
a po splneni dalSich podmienok uvedenych
v zmluve.

Za vsetky dane zodpoveda vyhradne prijemca
platieb.

Zavazné, diskvalifikujice porusenia protokolu
nie su podrla tejto zmluvy splatné.

Platby sa uhradia len za hodnotitefné subjekty
skudania  vyhovujuce  podmienkam.  Subjekt
vyhovujuci podmienkam je taky, ktory spifia vSetky
vstupné poziadavky a nespina Ziadne vylucovacie
kritéria podfa protokolu, ktory bol zaradeny
skuSajucim aod ktorého sa ziskal informovany
suhlas. Hodnotitelny pacient je taky, ktory
absolvoval prislusné postupy a hodnotenia skusania
uvedené v protokole aktorého CRF sa riadne
vyplnili a odoslali podla protokolu.

PLATOBNE NEZROVNALOSTI

Zdravotnicke zariadenie méZe namietat proti
akymkolvek platobnym nezrovnalostiam, ktoré sa
vyskytnu v priebehu skdSania, do tridsiatich (30) dni
od prijatia poslednej platby. Zadavatel méze
namietat proti akymkolvek platbam uhradenym
pracovisku skusania do tridsiatich (30) dni od 1)
prevzatia poslednej faktury alebo 2) prevzatia
namietky pracoviska skuSania proti platobnym
nezrovnalostiam po poslednej platbe, podla toho, ¢o
nastane neskor.

V pripade, Ze sa po kone€¢nom vyuc&tovani skuSania
zisti nejaky preplatok uhradeny zdravotnickemu
zariadeniu,  zdravotnicke  zariadenie  takyto
preplatok vrati do tridsiatich (30) dni od prevzatia
oznamenia o preplatku.

PREDCASNE VYRADENIE ALEBO VYSTUPENIE

Uhrady za subjekty, ktoré boli zo skusania vyradené
alebo z neho predCasne vystupili, budu vyplatené
pomernym spésobom podla poctu potvrdenych
absolvovanych navstev.

FAKTURY

Originaly faktur suvisiacich so skuSanim za
nasledujuce poloZky musia byt zaslané spolo&nosti
IQVIA na uhradu na nasledujucu adresu:

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

Please note that invoices will not be processed
unless they reference the Sponsor name,
Protocol number and Investigator name and
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Upozoriiujeme, ze faktury nebudu spracované,
ak nebudu obsahovat’' nazov zadavatela, cislo
protokolu, meno skusajuceho a ¢islo pracoviska
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Review and approval will
procedures activities that have been entered in EDC.

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

SCREENING FAILURE

A screen failure is a Subject who signs the
informed consent form and completes screening
but fails under inclusion/exclusion criteria and will
not be randomized into the active treatment period
due to failure to meet the inclusion/exclusion
criteria as specified in the Protocol.

Reimbursement for screen failures will be at the
amount indicated on the screening visit of the
attached budget, not to exceed one (1) screen
failure(s) paid per three (3) subject(s)randomized,
up to a maximum of three (3) screen failure(s). Any
additional screen failures will require Sponsor’s
approval.

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

UNSCHEDULED VISITS

The following Unscheduled Visit procedure costs will
be reimbursed on a pass-through basis upon receipt of
an invoice up to the amount indicated in the table
below [which includes overhead]. Subject numbers and
procedure date must be included on an original
invoice.

be based on subject

skusania. Po prevzati a overeni bude uhrada

faktar zahrnutda do najblizSej planovanej
pravidelnej platby za aktivitu subjektov
skusania.

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

NEUSPESNE VSTUPNE VYSETRENIA

Za neuspesné vstupné vySetrenie sa povazuje take,
ked subjekt, ktory podpiSe informovany suhlas
a dokondi skrining, nesplni inkluzne ¢&i exkluzne
kritéria a nebude randomizovany do aktivnej Casti
skuSania z dévodu nesplnenia inkluznych i
exkluznych kritérii definovanych protokolom.

Uhrady za subjekty, ktorych vstupné vySetrenia boli
neuspesSné, sa budu poukazovat v sumach
uvedenych za vstupnu navstevu v priloZzenom
rozpocte, priom nemaju presiahnut jedno (1)
preplatené neuspesné vstupné vySetrenie na kazdé
tri (3) randomizované subjekty, maximalne vSak tri
(3) neuspedné vstupné vySetrenia. Preplatenie
kazdého  dalSieho neuspesného  vstupného
vySetrenia si vyZzaduje suhlas zadavatela.

Aby vznikol narok na uhradu za vstupnu navstevu, je
potrebné zaslat spolo¢nosti IQVIA vyplnené stranky
CRF pre vstupné vySetrenia a vSetky dalSie
informacie, ktoré mbéze spoloCnost IQVIA
pozadovat, aby dostatoéne zdokumentovala
vstupné vySetrenia subjektu.

NEPLANOVANE NAVSTEVY

Naklady na neplanované navstevy budu uhradzané ako
vedlajSie naklady na zaklade faktury, vo vySke uvedenej
v priloZzenej tabulke (platby uz obsahuju rezijné naklady).
Na originale faktury musi byt uvedené Cislo subjektu a
datum vySetrenia.

Kontrola a schvalenie platby prebehne na zaklade
vySetreni pacienta /aktivit zaznacenych v elektronickych
zaznamovych harkoch

Institutio
Procedures n
Vital signs/Height/Weight €4.80
Physical examination €21.30
ECOG performance status €4.80
Review/Adverse events €6.00
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Zdravotn

Postu icke
Py zariaden

ie

Vitalne znaky/Vyska/Vaha €4.80
Zdravotna prehliadka €21.30
ECOG vykon €4.80
Kontrola/Neziaduce udalosti €6.00
Sprievodna lie¢ba €5.40
EQ-5D-5L €4.20
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Concomitant medications €540 EORTC QLQ-C30 €3.90
EQ-5D-5L €4.20 EORTC QLQ-LC 13 €3.60
EORTC QLQ-C30 €3.90 Mdanilpuléci; s Iabt ylzorrl](ami
odoslanie do centalneho
EORTC QLQ-LC 13 € 3.60 laboratoria €8.10
Lab handling and/or Bezné vysetrenie krvi
shipping of specimen for (vratane CBC, Chemistry,
Central Lab €8.10 CK, CK-MB, Thyroid Funké&né
Routine Blood Draw testy, Kolaguacia, HBV/HVC
(includes CBC, Chemistry, tests) €360
CK, CK-MB, Thyroid _ Poplatok lekarovi za
Function Tests, Coagulation, navstevu €23.10
HBV/HVC tests) € 3.60 X, o . =
Physician's Fees per visit Studijna Svestr? y’a navstevu €19.20
€23.10 Poplatok Studijnému

— koordinatorovi za navstevu €17.70
Study Nurse per Visit €19.20 Zada i udai
Study Coordinator Fee per adavanie udajov € 11.10
Visit €17.70 € 136.80
Data Entry €11.10

€ 136.80
IEC FEES POPLATKY NEZAVISLYM ETICKYM KOMISIAM

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

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 IQVIA by wire transfer.

In the event an overpayment has been identified,

Sponsor or CRO/Payor will notify site of the
overpayment and Site shall promptly reimburse
Sponsor or CRO/Payor.

Changes to the invoicing address or instructions
provided above may be done by written notice in
accordance with section 15 of the Agreement and do
not require an amendment of this Agreement.

Poplatky nezavislym etickym komisiam sa budu
uhradzat' priebezne po prevzati a nie su zahrnuté
v pripojenom rozpocte. VSetky nasledujuce podania
alebo prediZzenia platnosti sa po schvaleni od
spolo¢nosti IQVIA a zadavatela budu uhradzat po
prevzati faktary.

ZIADNE DALSIE POZIADAVKY NA FINANCOVANIE
NEBUDU BRANE DO UVAHY

Tieto Ciastky zahffiaju vSetky platné dane.

Vsetky platby za skuSanie podla pripojeného rozpoctu
uhradi spolo¢nost IQVIA bankovym prevodom.

V pripade, Ze sa zisti nejaky preplatok, zadavatel alebo
CRO/platca budu pracovisko skuSania o takomto
preplatku informovat a pracovisko sku$ania ho
zadavatelovi alebo CRO/platcovi urychlene uhradi.

Zmeny fakturatnej adresy alebo vysSie uvedenych
pokynov sa mézu vykonat pisomnym oznamenim podla
Clanku 15 zmluvy a nevyzaduju uzatvorenie dodatku
tejto zmluvy.

BUDGET SUMMARY TABLE SUHRNNA ROZPOCTOVA TABULKA
Study visit Institution Zdravotnic
Navsteva ke

Screening €191.10 _ zariadenie
Cycle 1 Day 1 €212.10 Skrining & U0
Cycle 1 Day 8 €78.00 Cyklus 1 Devn 1 €212.10
Cycle 1 Day 15 £€78.00 Cyklus1 Denv8 €78.00
Cycle 2 Day 1 €192.30 Cyklus 1 Defi 15 €66.30
Cyklus 2 Den 1 € 192.30
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Cycle 2 Day 8 €78.00 Cyklus 2 Den 8 €78.00
Cycle 2 Day 15 €78.00 Cyklus 2 Den 15 €78.00
Cycle 3 Day 1 € 181.50 Cyklus 3 Defi 1 € 181.50
Cycle 3 Day 8 €78.00 Cyklus 3 Deri 8 €78.00
Cycle 3 Day 15 €78.00 Cyklus 3 Denl 15 €78.00
Cycle 4 Day 1 € 181.50 Cyklus 4 Den 1 € 181.50
Cycle 5 Day 1 € 203.10 Cyklus 5 Defi 1 € 203.10
Cycle 6 Day 1 € 181.50 Cyklus 6 Deni 1 € 181.50
Cycle 7 Day 1 € 181.50 Cyklus 7 Den 1 € 181.50
Cycle 8 Day 1 € 181.50 Cyklus 8 Den 1 € 181.50
Cycle 9 Day 1 € 192.30 Cyklus 9 Den 1 € 192.30
Cycle 10 Day 1 € 181.50 Cyklus 10 Deri 1 € 181.50
Cycle 11 Day 1 € 181.50 Cyklus 11 Den 1 € 181.50
Cycle 12 Day 1 € 181.50 Cyklus 12 Den 1 € 181.50
Cycle 13 Day 1 € 181.50 Cyklus 13 Den 1 € 181.50
Cycle 14 Day 1 € 181.50 Cyklus 14 Den 1 € 181.50
Cycle 15 Day 1 € 181.50 Cyklus 15 Defi 1 € 181.50
Cycle 16 Day 1 € 181.50 Cyklus 16 Deri 1 € 181.50
Cycle 1*7 Day 1 (and €181.50 Cyklus 17 Izeﬁ 1(a €181.50
beyond*) nasledujuci*)

End of Treatment €113.70 Ukoncenie lieCby €113.70
Safety follow up (SUP) €105.60 Kontrola (SUP) €105.60
Total Amount Spolu

Screening - C17D1, Skrining — C17D1,

(EOT, Safgty Follow- SR (Ukonéegie liegby, sup) | €4037,70
Up)

Survival Follow up Survival Follow up

TEL) / Kontrola TEL) / Kontrola

E)reZizlania (TEL)** €44.70 E)reZizlania (TEL)** €44.70
NOTE: NOTE:

*Cycle 18 and beyond will be paid at Cycle 17 rate *Cycle 18 and beyond will be paid at Cycle 17 rate
Poznamka: Cyklus 18 a nasledujuci budu platené Poznamka: Cyklus 18 a nasledujuci budu platené
ako Cyklus 17 ako Cyklus 17

**Survival follow-up visits are not included in the ** Navsteva - kontrola preZivania nie je obsiahnuta
total amount per patient. v celkovych nakladoch na pacienta

Institution /
Other payments: dalSie platby jednorazové InSitacia
Start up fee (one time paymeng)v . € 24000
uvodny poplatok na rozbeh skuSania
Archiving fee (one t|me.payment) € 40000
poplatok za uskladnenie
Close out fee (one time payment)
B . A € 150.00

poplatok plateny pri uzatvoreni centra skuSania
Pharmacy Maintenance Fee (yearly)

; - N € 400.00
Podporny poplatok lekarni (raz ro€ne)

PYA17785 CTA Template Slovakia INST v1.0 25May2018

PYA17785 CTA Template Slovakia INST v1.0 25May2018

Slovakia Clinical Trial Agreement template-INSTITUTION
based on IQVIA Global template — 15 April 2013 PI: Michal
Urda MD

CONFIDENTIAL Page 28 of 34

Slovakia Clinical Trial Agreement template-INSTITUTION based
on IQVIA Global template — 15 April 2013 PI: Michal Urda MD

DOVERNE Strana 28 z 34



One time Start-up payment covering initial costs borne by the Institution with respect of the Trial will be paid
to the Institution. Shall be made after SIV.

Zdravotnickemu zariadeniu sa poukaze jednorazova platba na rozbeh sku3ania pokryvajuca pociato¢né
naklady, ktoré vzniknu zdravotnickemu zariadeniu v suvislosti so skusanim. Bude uhradena po iniciacnej
navsteve.

One time Storage payment covering costs with storage borne by the Institution with respect of the Trial will
be paid to the Institution upon receipt of supporting invoices at the end of the Study (after the Close out
visit). In accordance with Sponsor’s Protocol requirements, Institution shall maintain all Site Study records
in a safe and secure location to allow easy and timely retrieval, when needed.

Jednorazova platba za uskladnenie dokumentacie suvisiacej s klinickym skuSanim sa poukaze
zdravotnickemu zariadeniu po obdrzani faktury na konci klinického skusania (po Ukon&ovacej navsteve) .
Zdravotnicke zariadenie bude uschovavat Studijné zaznamy v sulade s pozZiadavkami protokolu, na
bezpe&nom mieste, ktoré umoziuje jednoduché a v&asné vyhladavanie v pripade potreby.

One time Close out payment covering costs borne by the Institution with respect of the Trial will be paid to
the Institution upon completion and approval by CRO/Payor of any outstanding data documentation
(eCRFs and data clarifications issued and completion of data entry into EDC) and regulatory
documentation and upon receipt of original invoice, at the end of the Study (after the Close out visit).
Jednorazova platba pri uzatvoreni centra skuSania pokryvajuca naklady, ktoré vzniknu zdravotnickemu
zariadeniu v suvislosti SO skuSanim sa poukaze zdravotnickemu zariadeniu
po dokon&eni a schvaleni akejkolvek zostavajucej datovej dokumentacie IQVIA/zadavatefom (objasnenie
otazok k elektronickym z&znamovym harkom (eCRF) a datam, a dokonéenia zadavania udajov do
elektronickych zaznamovych harkov) a dokumentacie od organov dohladu, a po obdrzani originalu faktary
na konci Studie (po Ukon&ovacej navsteve).

Pharmacy Maintenance Fee covering costs borne by the Institution with respect of the Trial will be paid to
the Institution yearly.

Podporny poplatok lekarni pokryvajuci naklady, ktoré vzniknu zdravotnickemu zariadeniu v suvislosti so
skuSanim sa bude poukazovat zdravotnickemu zariadeniu ro¢ne.

CONDITIONAL/INVOICEABLE COSTS

Fakturovatelné polozky

The costs of medical procedures (conditional/Invoiceable procedures) are not included in the remuneration
of VISITS and where it may be required by the Protocol, will be reimbursed in the amounts as indicated. To
be eligible for payment an original invoice, issued under the terms of this Agreement, must be submitted to
CRO/Payor along with any additional information which may be requested by CRO/Payor to appropriately
document the procedure. Subject numbers and date of procedure must be included on an original invoice.
Platby za medicinske vySetrenia (vySetrenia podla potreby/fakturované vysSetrenia) nie su zahrnuté v
odmene za NAVSTEVY a v pripade potreby tychto vySetreni na zaklade protokolu bude za tieto navstevy
zaplatené suma uvedena nizSie. Original faktury na preplatenie podla tejto zmluvy musi byt predlozeny
CRO spolu s akymikolvek dodatoénymi informaciami, ktoré moézu byt vyziadané CRO pripadne dalSou
dokumentaciou. Na originale faktdry musi byt uvedené Cislo subjektu a datum vySetrenia.

Review and approval will be based on subject procedures activities that have been entered in EDC.
Kontrola a schvalenie platby prebehne na zaklade vySetreni pacienta /aktivit zaznacenych v elektronickych
zdznamovych harkoch.

PATIENT PROCEDURES (Subject Number L
and Day/Date of Visit must be documented | Cost Per | Institutio
on the invoice) Unit n Notes
12-lead ECG 40 € 12.00 €
Pulmonary function tests 50 € 15.00 €
SAE (Serious Adverse Event) 80 € 24.00 € Per Event
Pregnancy
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Urine Pregnancy Test 11€ 3.30 €

Serum Pregnancy Test 16 € 4.80 €

Central Lab
Blood Draw for Central Lab (Coagulation) 36 € 10.80 €

Urine collection 9€ 2.70 €

Tumor Biopsy

Punch Biopsy (Fresh if no Archival tumor
tissue) 120 € 36.00

Archival tumor tissue 80 € 24.00

Radiographic Imaging

139
Tumor Response Criteria, RECIST WHO € 41.70€

Patient Travel Reimbursement - Subject
Number and Day/Date of Visit must be
documented on the invoice along with
receipts/supporting documents

Per visit - Up to
(Visits:
Screening, C1D8,
C1D15, C2D8,
C2D15, C3D1,
C3D8, C3D15,
EOT, SUP,
Unscheduled
Patient Travel Reimbursement 16 € X visit)

Per visit - Up to
(Visits: C1D1,
C2D1, C4D1,
Patient Travel Reimbursement 33 € X C5D1)

PATIENT PROCEDURES (Subject Number and
Day/Date of Visit must be documented on the Cost Per
invoice) Unit Institution

Visual Acuity Test, (For Tislelizumab Arm only) 30 € 9.00 €

Optical coherence tomography, (For Tislelizumab
Arm only) 50 € 15.00 €

Ophthalmological Assessment, (For Tislelizumab
Arm only) 80 € 24.00 €

Radiographic Imaging

PATIENT PROCEDURES (Subject Number and Day/Date | Cost Per
of Visit must be documented on the invoice) Unit Institution

MRI Brain w/ Contrast 300 € 300 €

MRI Brain w/o Contrast 230 € 230 €

MRI Brain- interpretation and report 50 € X

MRI of Abdomen and Pelvis w Contrast 500 € 500 €

MRI of Abdomen and Pelvis w/o Contrast 380 € 380 €

MRI of Abdomen and Pelvis- Interpretation and Report 200 € X
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MRI of Abdomen w Contrast 300 € 300 €
MRI of Abdomen w/o Contrast 230 € 230 €
MRI of Abdomens - Interpretation and Report 150 € X
MRI of Pelvis w Contrast 300 € 300 €
MRI of Pelvis w/o Contrast 230 € 230 €
MRI of Pelvis- Interpretation and Report 150 € X
MRI Chest w/ Contrast 300 € 300 €
MRI Chest w/o Contrast 230 € 230 €
MRI Chest interpretation and report 150 € X
CT Brain or Head w/ Contrast 250 € 250 €
CT Brain or Head w/o Contrast 200 € 200 €
CT Brain or Head interpretation and report 150 € X
CT Scan - Abdomen and Pelvis w/ Contrast 400 € 400 €
CT Scan - Abdomen and Pelvis w/o Contrast 350 € 350 €
CT Scan Abdomen and Pelvis interpretation and report 150 € X
CT Scan - Abdomen w/ Contrast 300 € 300 €
CT Scan - Abdomen w/o Contrast 230 € 230 €
CT Scan - Abdomen interpretation and report 150 € X
CT Scan - Pelvis w/ Contrast 300 € 300 €
CT Scan - Pelvis w/o Contrast 230 € 230 €
CT Scan - Pelvis interpretation and report 150 € X
CT Scan - Chest w/ Contrast 400 € 400 €
CT Scan - Chest w/o Contrast 350 € 350 €
CT Chest Scan Interpretation Only 100 € X
CT Scan - Neck w/ Contrast 250 € 250 €
CT Scan - Neck w/o Contrast 200 € 200 €
CT Neck - Interpretation Only 100 € X
PATIENT PROCEDURES (Subject Cena za
Number and Day/Date of Visit must jednotku | Institicia Poznamky
be documented on the invoice) :
12-lead ECG 40 € 12.00 €
Funk&né vySetrenie pliuc 50 € 15.00 €
ZNU (Zavazny neziaduci uginok) 80 € 24.00 € Za 1 hlasenie
Tehotenstvo
Tehotensky test z mocu 11€ 3.30 €
Tehotensky test z krvi 16 € 4.80 €
Centralne laboratérium
Odber krvi pre centralne laboratérium
(Koagulacia) 36 € 10.80 €
Odber moc¢u 9€ 270 €
Biopsia nadoru
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Punch- biopsia (Nova vzorka, pokial nie
je k dispizicii archivna vzorka tkanivovej

kultury pre nadory) 120 €

36.00

Archivna vzorka tkanivovej kultary pre

nadory 80 €

24.00

Radiografické zobrazovanie

RECIST (Kritéria pre hodnotenie
odpovede solidnych nadorov)

139 €

41.70 €

Preplatenie cestovnych nakladov pacienta - Cislo pacienta a der / datum navstevy musi byt’ uvedeny
na fakture a spolu s i¢tami / sprievodnymi dokumentami

16 €
Za navstevu (Navstevy:
Skrining, C1D8, C1D15,
X C2D8, C2D15, C3D1,
C3D8, C3D15, EOT,
Preplatenie cestovnych nakladov SUP, Neplanovana
pacienta navsteva)
Za navstevu (Navstevy:
Preplatenie cestovnych nakladov 33€ X C1D1,C2D1, C4D1,
pacienta C5D1)
Cena za Inétltﬂcia
VySetrenie: jednotku:
VySetrenie zrakovej ostrosti , (Iba pre pacientov v ramene
Studie s Tislelizumabom) 30 € 9.00 €
Opticka koherentna tomografia (lba pre pacientov v ramene
Studie s Tislelizumabom) 50 € 15.00 €
Oftalmologické posudenie (lba pre pacientov v ramene
Studie s Tislelizumabom) 80 € 24.00 €
Cena za Institacia
Vysetrenie: jednotku:
Magneticka rezonancia (MRI) mozgu s kontrastom 300 € 300 €
MRI mozgu bez kontrastu 230 € 230 €
MRI Mozgu - Interpretacia a sprava 50 € X
MRI brucha a panvy s kontrastom 500 € 500 €
MRI brucha a panvy bez kontrastu 380 € 380 €
MRI brucha a panvy - Interpretacia a sprava 200 € X
MRI brucha s kontrastom 300 € 300 €
MRI brucha bez kontrastu 230 € 230 €
MRI brucha - Interpretacia a sprava 150 € X
MRI panvy s kontrastom 300 € 300 €
MRI panvy bez kontrastu 230 € 230 €
MRI panvy - Interpretacia a sprava 150 € X
MRI hrudnika s kontrastom 300 € 300 €
MRI hrudnika bez kontrastu 230 € 230 €
MRI hrudnika - interpretacia a sprava 150 € X

PYA17785 CTA Template Slovakia INST v1.0 25May2018

Slovakia Clinical Trial Agreement template-INSTITUTION
based on IQVIA Global template — 15 April 2013 PI: Michal
Urda MD

CONFIDENTIAL Page 32 of 34

PYA17785 CTA Template Slovakia INST v1.0 25May2018

Slovakia Clinical Trial Agreement template-INSTITUTION based
on IQVIA Global template — 15 April 2013 PI: Michal Urda MD

DOVERNE

Strana 32 z 34




PocitaCova tomografia (CT) mozgu alebo hlavy s kontrastom | 250 € 250 €

CT mozgu alebo hlavy bez kontrastu 200 € 200 €

CT mozgu alebo hlavy - interpretacia a sprava 150 € X

CT sken- brucho a panva s kontrastom 400 € 400 €

CT sken — brucho a panva bez kontrastu 350 € 350 €

CT sken — brucho a panva - interpretacia a sprava 150 € X

CT sken- brucho s kontrastom 300 € 300 €

CT sken — brucho bez kontrastu 230 € 230 €

CT sken brucho - interpretacia a sprava 150 € X

CT sken- panva s kontrastom 300 € 300 €

CT sken —panva bez kontrastu 230 € 230 €

CT sken —panva - interpretacia a sprava 150 € X

CT sken - hrudnik s kontrastom 400 € 400 €

CT sken - hrudnik bez kontrastu 350 € 350 €

CT sken - interpretacia a sprava 100 € X

CT sken - krku s kontrastom 250 € 250 €

CT sken - krku bez kontrastu 200 € 200 €

CT sken - interpretacia a sprava 100 € X
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Attachment B List of service providers
Priloha B Zoznam poskytovatelov

Examination: VySetrenie: Poskytovatel’

Agel diagnostic,

Bone Scan Gamagrafia kosti Pracovisko PET/CT

Banska Bystrica,
Whole body Pet scan PET sken celého tela adresa/address: Cesta k

nemocnici 1
975 17 Banska Bystrica

PET sken celého tela - interpretacia a
Whole body Pet, Interp & Report sprava

Radiolog / Radiologist:
MUDr. Michal Zilin¢an,
FNsP Banska Bystrica

MRI — Interpretation and report MRI - interpretacia a sprava
CT — Interpretation and report CT - interpretacia a sprava
Oftalmolog /
Ophthalmologist: MUDr.
Maria Mesarosova, .
O¢na klinika SZU, FNsP
Ophthalmology examinations Oftalmologické vySetrenia Banska Bystrica
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