ZMLUVA O KLINICKOM SKUSANI

uzatvorena podla § 269 ods. 2 a nasl. zakona
¢. 513/1991 Zb. Obchodny zékonnik
v platnom zneni (dalej len ,,obchodny
zakonnik”) Zmluva o0 klinickom skua$ani
(d’alej len ,,Zmluva)

uzatvorend medzi:
EXELIXIS, INC., sregistrovym sidlom at

1851 Harbor Bay Parkway Alameda,
California 94502, USA (dalej len
“Zadavatel™)

zastupend spolo¢nostou:

IQVIA RDS Slovakia, s.r.o. so sidlom na
adrese Vajnorska 100/B, 831 04 Bratislava,
Slovenska republika (d’alej ,,IQVIA alebo

CRO ”) ICO: 45942269, Zapisana v
Obchodnom  registri  Okresného  sudu
Bratislava 1., oddiel: Sro, vl.¢: 69023/B

v zastupeni: MVDr. Jarmila Wagnerova, na
zéklade Splnomocnenia zo dia 9.2.2022

a Vychodoslovensky onkologicky ustav, a.s.,
Rastislavove} 43, 041 91 Kosice, Slovenska
republika, ICO: 36 603 350

(d’alej len “Centrum alebo Zdravotnicke
zariadenie”)

I s pracoviskom

Vychodoslovensky onkologicky ustav, a.s.,
Oddelenie klinickej onkologie, Rastislavova
43, 041 91 Kosice, Slovenska republika
(d’alej len “Hlavny skasajaci”)

(Centrum a Hlavny skusajuci spolu d’alej len
“Zmluvni partneri”, Zadavatel’ s Centrom
a Hlavnym skuSajucim spolu dalej len
»Zmluvné strany*)

Preambul]

CLINICAL TRIAL AGREEMENT

concluded pursuant to Section 269 (2) of Act
no. 513/1991 of Coll., the Commercial Code,
as amended (hereinafter referred to as the
“Commercial Code”) this Clinical Trial
Agreement (the “Agreement”) is,

made by and between:

EXELIXIS, INC., with its registered office at 1851
Harbor Bay

Parkway Alameda, California 94502, USA
(hereinafter referred to as the “Sponsor”)

V zastUpeni:

IQVIA RDS Slovakia, s.r.o. having a place of
business at Vajnorska 100/B, 831 04
Bratislava, Slovak Republic (“IQVIA” or
“CRO”), Organisation No: 45942269, Filed in
the Companies register of the District Court
Bratislava 1, section: Sro, File no: 69023/B
represented by MVDr. Jarmila Wagnerova, on
the base of Power of attorney issued on
9.2.2022

And Vychodoslovensky onkologicky ustav,
a.s.,,  Oddelenie  klinickej  onkologie,
Rastislavova 43, 041 91 Kaosice, Slovak
Republic, Org No: 36 603 350

(hereinafter referred to as the “Center or
Institution™)

I /D with working place

Vychodoslovensky onkologicky ustav, a.s.,
Oddelenie klinickej onkologie, Rastislavova
43, 041 91 Kosice, Slovak Republic
(hereinafter referred to as the “Principal
Investigator”)

(the Center and the Principal Investigator
hereinafter collectively referred to as the
“Contracting Partners”, the Sponsor with
the CRO, Centre and the Principal
Investigator hereinafter collectively referred
to as the “Contracting Parties”)

Preamble
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VZHICADOM K TOMU, ZE Zadavatel
poziadal Zmluvnych partnerov, aby vykonali
klinické skusanie: : Randomizované otvorené
klinické skusanie fazy 3 sledujuce kombinaciu
XL092 + nivolumabu v porovnani so
sunitinibom u ucastnikov s pokrocilym alebo
metastatickym nesvetlobunkovym
karcinomom oblicky (d’alej len ,,Klinické
sktiSanie*), ktord je blizSie popisand v

protokole ¢.  XL092-304, ktory bude
Zmluvnym partnerom odovzdany
Zadavatelom a ktory modze byt Zadavatel'om
jednostranne  dopliiovany  (dalej  len

,Protokol®).

VZHCADOM K TOMU, ZE Zmluvni
partneri disponuji znalostami, skiisenost'ami
a zdrojmi potrebnymi na vykonanie
Klinického skusania podla ich najlepSiecho
vedomia maju pristup k pozadovanému poctu
subjektov skuiSania podl'a kritérii pre zaradenie
alebo vyradenie tak, ako sU vymedzené v
Protokole, a su ochotni Klinické skuSanie
vykonat'.

Zadavatel' uzatvoril samostatni zmluvu so
spolo¢nostou  CRO* o  poskytovani
podpornych sluzieb, ktoré maju zadavatelovi
ul’ah¢it’ dozor nad skuSanim, monitorovanie a
riadenie skuSania v sulade s Castou 312.52
hlavy 21 Zbierky federalnych nariadeni (CFR)
Spojenych statov americkych a touto zmluvou.
Zadavatel poveril CRO vybavovanim
komunikacie medzi zadavatelom, Centrom
a Hlavhym sktsajucim v savislosti  so
skiSanim a touto zmluvou a po pisomnom
vyrozumeni Centra a Hlavného skusajticeho
moze zadavatel ur¢it dalSie takéto
organizacie, aby CRO nahradili alebo s fiou
spolupracovali pri vykonavani tychto sluzieb
pre zadavatela, a Centrum a Hlavny skasajuci
maju takymto d’al§im organizaciam umoznit
vykonavat’"  ktorékol'vek alebo  vSetky
povinnosti zadavatel’a podl'a tejto zmluvy.

WHEREAS, the Sponsor asked the Contracting
Partners to conduct a clinical trial: “A Randomized
Open-Label Phase 3 Study of XL092 + Nivolumab
vs Sunitinib in  Subjects with Advanced or
Metastatic Non-Clear Cell Renal Cell Carcinoma”,
Protocol Number XL092-304

(hereinafter referred to as the “Clinical
Trial”) as described in more detail in protocol
no. XL092-304, which will be provided to the
Contracting Partners by the Sponsor and
which may be unilaterally updated by the
Sponsor (hereinafter referred to as the
“Protocol”).

WHEREAS, the Contracting Partners possess
knowledge, experience and  resources
necessary for conducting the Clinical Trial,
have - to the best of their knowledge - access
to the required number of trial subjects based
on the inclusion or exclusion criteria as laid
down in the Protocol and are willing to
conduct the Clinical Trial.

Sponsor has entered into a separate agreement
with CRO to provide support services to
facilitate Sponsor’s oversight, monitoring, and
administration of the Study in accordance with
21 CFR Part 312.52 and with this Agreement;
Sponsor has authorized CRO to handle
Sponsor communications with the Center and
the Principal Investigator with respect to the
Clinical Trial and this Agreement; and, upon
written notice to Institution and Investigator,
Sponsor may designate  other such
organizations to replace or work with CRO in
the performance of such services for Sponsor,
and Institution and Investigator shall permit
such other organizations to perform any or all
of Sponsor’s obligations under this
Agreement;
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Cl. 1 - Predmet Zmluvy

1.1 Predmetom tejto Zmluvy je vykonanie
Klinického skusania v Centre a rozdelenie
prav a povinnosti suvisiacich s Klinickym
skaSanim medzi Zadavatela, CRO a
Zmluvnych partnerov. Predmetom tejto
Zmluvy su zavazky Zmluvnych partnerov
tykajuce sa vykonania Klinického
skiisania  za podmienok dohodnutych v
tejto Zmluve a zavazok CRO na zéklade
splnomocnenia od Zadavatela k thrade
odmeny za spravne vykonanie Klinického
sktiSsania.  Akékolvek odchylky od
Protokolu a dodatky k Protokolu, vratane
avSak nielen akéhokol'vek vySetrovania
alebo sktiSania dopliujtcich klinickych ¢i

laboratornych ~ parametrov, vyzaduja
predchadzajuci pisomny sthlas
Zadavatela.

1.2 Klinické skusanie liekov sa vykonava
podla § 29 az 44 zakona ¢. 362/2011 Z. z.
0 liekoch a zdravotnickych pomdckach a o
zmene a doplneni niektorych zékonov (dalej
len “zakon o liekoch™).

Cl. 2 - Povinnosti Zmluvnych partnerov

2.1 Zmluvni partneri sa zavdzuju vykonat’ a
zdokumentovat’ Klinické  skusSanie
hospodarne a s nalezitou odbornou
starostlivostou v prisnom sulade s (a)
Protokolom; (b) podmienkami tejto
Zmluvy; (©) Harmonizovanym
trojstrannym usmernenim ICH pre spravnu
klinickl prax vratane jeho naslednych

zmien a vSeobecne akceptovanymi
normami spravnej Klinickej praxe; (d)
vSetkymi prislusnymi pravnymi
predpismi;  (e) vSetkymi prikazmi a

smernicami prislusnych orgénov verejnej
moci a spravy, zdravotnych poistovni a
etickych komisii, ak také existuju; (f)
akymikol'vek inStrukciami Zadavaterla,
okrem iného vratane, ,Priru¢ky pre

Article 1 — Subject of the Agreement

1.1 The subject of the Agreement is the
performance of the Clinical Trial at the
Center and the division of Clinical Trial-
related rights and obligations among the
Sponsor, CRO and the Contracting
Partners. The subject of the Agreement are
covenants of the Contracting Partners to
conduct the Clinical Trial under the terms
and conditions agreed herein and the
covenant of the CRO on behalf of Sponsor
to pay remuneration in consideration for
the Clinical Trial. Any deviations from the
Protocol or amendments of the Protocol,
including  without  limitation, any
investigation or evaluation of additional
clinical or laboratory parameters, require
the prior written approval of the Sponsor.

1.2 The Clinical Trial is performed pursuant to
Sections 29 to 44 of No. 362/2011 Coll.,
on pharmaceuticals and medical devices
and on amendments to certain acts
(hereinafter the “Pharmaceuticals Act”).

Article 2 — Obligations of the Contracting
Partners

2.1 The Contracting Partners undertake to
conduct and document the Clinical Trial
economically and with due professional
care in strict accordance with (a) the
Protocol; (b) the terms of this Agreement;
(c) the Harmonized Tripartite ICH
Guideline on Good Clinical Practice,
including its subsequent amendments, and
generally accepted standards of good
clinical practice; (d) any applicable law;
(e) all orders and directives of the relevant
public authorities and administrations,
health insurers and ethics committees, if
any; (f) any instructions from the Sponsor,
including  without  limitation,  the
"Investigator's Brochure™ containing all
currently known information about the

SVK_en_CTA INST Sﬁonsored Clinical Trial Agreement Institution Project code HAB96097 Protocol No

XL092-304

4855-5044-3667, v. 2

Page 3 of 75



2.2 Klinické

sktSajuceho (Investigator’s Brochure)
obsahujucej vSetky v si¢asnej dobe zname
informécie o produkte / lieku pouZitom

v Klinickom skasani a jeho
vlastnostiach,tak(to priru¢ku Zadavatel
prilozi k dokumentécii  Klinického
skusania a  poskytne  Hlavnému

sktiSajucemu a bude ju aktualizovat v
periodicite vyZzadujicej stavom Stadie
alebo stanovej pravnymi predpismi; a (g)
so v§eobecnymi podmienkami Zadavatel'a
(pokial’ ich Zadavatel' vydal a poskytol
Centru) o vykonavani klinickych sktsani,
s vynimkou tych podmienok, ktoré su
modifikované touto Zmluvou. Centrum sa
zavizuje poskytnit’ primerané zdroje a
vybavenie na vykonavanie Klinického
sktiSania

skiisanie bude v Centre
vykonavané pod dohl'adom Hlavného
sktiSajuceho, ktory je zodpovedny za jej
riadny priebeh. Hlavny skuaSajaci je
zodpovedny za celkovd pohodu subjektov
skuSania zacastiiujucich sa Klinického
skaSania z  hladiska  poskytovania
zdravotnickych sluzieb na primeranej
odbornej urovni. Zodpovedny skusajuci
zodpoveda za vykonavanie klinického
sktiSania a za vSetky osoby, ktoré pracuju
na klinickom skuSani ako zamestnanci
pracoviska skusania.

2.3 Hlavny skusajuci su¢asne moze sluzit’ pre

Zadavatel'a ako kontaktna osoba v Centre
vo vztahu ku  Klinickému sktSaniu,
pokial nie je nizSie v tejto Zmluve
stanovené¢ inak. Hlavny  skuSajuci
vykonava  Klinické skuSanie v ramci
svojho pracovného pomeru k Centru.

product / medicinal product used in the
Clinical Trial and its properties, such
handbook to be attached to the Clinical
Trial documentation and provided by the
Sponsor to the Principal Investigator and
will be updated in the periodicity required
by the status of the Clinical Trial or
stipulated by legal regulations; and (g) the
General Terms and Conditions of the
Sponsor (if issued by the Sponsor and
provided to the Center) for the conduct of
clinical trials, with the exception of those
conditions which are modified by this
Agreement. The Center is committed to
providing adequate  resources and
equipment to conduct the Clinical Trial.

2.2 The Clinical Trial at the Center shall be

conducted under the supervision of the
Principal Investigator who shall be
responsible for due course of the Clinical
Trial. The Principal Investigator is
responsible for the well-being of the trial
subjects participating in the Clinical Trial
in terms of professional medical services
provided. The Principal Investigator is
responsible for the performance and
execution of the Clinical Trial and all those
who are assigned to work on the Clinical
Trial as employees of the Center.

2.3 The Principal Investigator may also serve

as the contact person for Sponsor with
regard to the Clinical Trial at the Center,
unless this Agreement specifies otherwise.
The Principal Investigator shall conduct
the Clinical Trial as part of his or her
employment at the Center.
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2.4 Centrum umozni a hlavny skuSajuci
zabezpe¢i, aby hlavny skuaSajici a dalSie
osoby zapojené do klinického skusania (d’alej
len ,,¢lenovia timu Klinického sktusania*)
dodrziavali podmienky tejto dohody. Centrum
prostrednictvom  hlavného  skusSajuceho
zabezpeci, aby povodni a novi ¢lenovia timu
klinického sktSania boli primerane vyskoleni,
kvalifikovani a vzdelani, a najmd, aby sa
zucastnili na vSetkych Skoleniach tykajicich
sa klinického skusania, vratane akéhokol'vek
Skolenia o spravnej klinickej praxi, ktoré
pozaduje a organizuje Zadavatel. (Clenovia
timu  klinického skusania, ktori maju
osvedcéenie o spravnej klinickej praxi, ktoré
nie je k prvému dnu klinického skuSania
starSie ako 3 roky, sa nemusia zUcastnit’
Skolenia spravnej klinickej praxe). Na zaklade
primeraného predchadzajuceho pisomného
upozornenia, zadavatel ma pravo odmietnut’
konkrétnych ¢lenov timu klinického skuSania
za predpokladu, Ze tito nespliajui troven
kvalifikacie, ktord sa primerane vyzaduje na
vykonavanie klinického skuSania v stlade s
podmienkami tejto zmluvy; alebo inak
porusila podstatnii povinnost’ obsiahnutu v
Zmluve. Clenovia klinického skugobného
timu sl zamestnancami centra. Clenovia timu
klinického skusania a hlavny skutsSajici sa
zucastnia Skoleni, ktoré pre nich organizuje
zadavatel’ v suvislosti s klinickym sktSanim, a
centrum umoZni takymto osobam ucast.
Zadavatel’ uhradi primerané cestovné naklady
a néklady na ubytovanie v sulade s touto
Zmluvou, ak sa to vztahuje na Skolenia podla
tohto ¢lanku, ale G€astnikom ani inym osobam
za ucast na takychto Skoleniach nebude
poskytnutéd ziadna odmena.

2.5 Centrum sa zavdzuje umoznit’ Hlavnému
sktisajucemu, a Clenom $tudijného timu,
zucastiovat’ sa podla potreby stretnutia
skusajacich a telekonferencii
uskutoc¢novanych v priebehu Klinického

2.4 The Center shall allow, and the Principal
Investigator shall ensure, that the Principal
Investigator and other persons involved
with the Clinical Trial (hereinafter referred
to as “Clinical Trial Team Members”)
comply with the terms and conditions of
this Agreement. The Center shall ensure
through the Principal Investigator that
original and new Clinical Trial Team
Members are appropriately trained,
qualified and educated, and in particular,
that they participate in all training sessions
regarding the Clinical Trial, including any
good clinical practice training required and
organized by the Sponsor (Clinical Trial
Team Members, who have a good clinical
practice certificate that is not older than 3
years as of the first day of the Clinical
Trial, are not required to participate in
good clinical practice training). Subject to
reasonable prior notice, the Sponsor may
dismiss a Clinical Trial Team Member
provided the latter does not meet the level
of qualification that is reasonably required
to conduct the Clinical Trial in accordance
with the terms hereof; or has otherwise
breached a material obligation contained in
the Agreement. Clinical Trial Team
Members are employees of the Center.
Clinical Trial Team Members and the
Principal Investigator shall attend trainings
organized for them by the Sponsor in
connection with the Clinical Trial, and the
Center shall allow such persons to attend.
The Sponsor shall reimburse reasonable
travel and accommodation costs in
accordance with this Agreement, if
applicable related to the trainings under
this article, but no remuneration shall be
provided to participants or any other
persons for attending such trainings.

2.5 The Center shall make it possible for the
Principal Investigator and Clinical Trial
Team Members, as required, to participate
in investigator meetings and
teleconferences held in the course of the
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skiSania v  rozsahu poZadovanom
Zadavatel'om.
2.6 Kazdé uzatvorenie subdodavatel'skej

zmluvy, ktorej predmet plnenia tretej
strany sa bude tykat ktorejkol'vek z
povinnosti Centra na zéklade tejto Zmluvy
si vyzaduje predchadzajuci pisomny
stihlas Zadavatela. Udelenie takéhoto
sthlasu je na vyluénom rozhodnuti
Zadavatela. V pripade udelenia takéhoto
sthlasu zo strany Zadavatela Centrum:

2.6.1je povinné zabezpecit u subjektu, na

ktorého svoju povinnost’ prenasa,
dodrziavanie a spifianie podmienok, (a)
ktor¢ su vzhladom k charakteru
pozadovanej sluzby relevantné¢ a
podobné podmienkam tejto Zmluvy
vratane, avSak nielen, lehdt na plnenie
povinnosti a ustanovenia o ochrane
dévernych udajov, publikaciach
a dusevnom vlastnictve uvedenom v
tomto dokumente, (b) na zéklade ktorych
tretia strana postupi vsetky prava k
vysledkom svojej ¢innosti / Studie
Zadavatelovi a (c) podla ktorych tretia
strana umozni Zadavatel'ovi alebo tretim
stranam Zmluvne opravnenym
Zadéavatel'om a prisluSnym regulacnym
uradom vykonanie auditov a inspekcii u
takejto tretej strany, Co sUcasne
neznamend obmedzenie  povinnosti
Centra vo vzt'ahu k auditom a inSpekcie;
a

2.6.2bude niest’ pInd zodpovednost’ za riadne

plnenie vSetkych povinnosti, ktoré buda
predmetom subdodavatel'skych zmlav.

2.7Zmluvni partneri sa zavézuju zaradit

subjekty skusania do Klinického sktiSania
v sulade s poziadavkami na zarad’ovanie a
lehotami  ustanovenymi v  Protokole.
Sucasné lehoty vztahujice sa k
vykonavaniu Klinického skusania su
nasledovné:

Clinical Trial to the extent requested by the
Sponsor.

2.6 Any subcontracting of any of the Center’s

obligations under this Agreement to a third
party requires the prior written consent of
the Sponsor. Granting of such consent
shall be within the Sponsor’s sole
discretion. If applicable, in the case that
such Sponsor’s consent is granted, the
Center shall:

2.6.1make sure that such subcontractors

observe and comply with the terms and
conditions (a) that are relevant to the
nature of requested services and
substantially similar to the terms and
conditions of this Agreement, including —
without limitation - the timelines for
fulfilling obligations, and the
confidentiality, publications, and
intellectual property provisions herein,
(b) based on which the third party shall
assign all rights with regard to the results
of its performance/the Clinical Trial to
the Sponsor and (c) based on which the
third party shall allow the Sponsor or
third parties contracted by the Sponsor
and competent regulatory authorities to
perform audits and inspections at such a
third party’ site, whereas this shall not
limit the Center’s obligations with
respect to audits and inspections; and

2.6.2be fully liable for due performance of all

subcontracted duties.

2.7 The Contracting Partners agree to enroll

trial subjects in the Clinical Trial in
accordance with the inclusion
requirements and timelines set forth in the
Protocol. The current timelines for
conducting the Clinical Trial are as
follows:
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2.7.1  Predpokladany

2.8 Hlavny

zaCiatok  naboru
subjektov skuSania je november 2023
predpokladané ukoncenie 31 december
2027. Nabor subjektov skusania sa vzdy
riadi aktualnymi podmienkami Protokolu.

2.7.2 Hlavny skusSajuci a Centrum suhlasia, ze

Zadavatel’ moze jednostranne na zéklade
predchadzajuceho upozornenia
kedykol'vek zmenit pocet subjektov
sktsania, ktorych Hlavny skuSajuci do
Stadie modze zaradit a/alebo &asovy
harmonogram naboru, a to
prostrednictvom  vydania  prislusného
pokynu ku Klinickému sktSaniu . Takyto
pokyn sa nebude vztahovat na uz
zaradenych subjektov skuSania.

sktSajuci sa zavédzuje do
Klinického sku$ania zaradit’ iba objektivne
spOsobilé subjekty skusania v sulade s
Protokolom a ozndmit’ zaradenie subjektu
skiSania do  Klinického skuSania s
uvedenim cisla rozhodnutia o Klinickom
skasani a datumu zaradenia subjektu
sktsania do Klinického skuSania
zdravotnej  poistovni  vykonavajicej
verejné zdravotné poistenie subjektu
skiSania  bezodkladne po  zaradeni
subjektu skusania do Klinického skusania
v sulade s ustanovenim 8§ 44 pism. 0)
zakona o liekoch a akékol'vek dalsie
prislusné pravne predpisy a nariadenia
platné v Slovenskej republike.

2.9 Zmluvni partneri sa zavizuji zabezpecit,

ze Klinické skuSanie bude vykonavané v
sulade s povolenim alebo suhlasom k
ohlaseniu vydanym Statnym tstavom pre
kontrolu lieCiv a sthlasmi prislusnych
etickych komisii. Zmluvni partneri sa
zavazuju poskytnut’ Zadavatel'ovi
sucinnost’” pri  priprave dokumentov
tykajicich sa Klinického sktSania a
odovzdat’ Zadavatelovi alebo tretej strane
urcenej Zadavatelom bezodkladne vSetky

2.7.1 Recruitment of trial subjects is expected

to begin on November 2023 and to be
completed by 31st December 2027
Recruitment of trial subjects is always
governed by current terms and
conditions of the Protocol.

2.7.2 The Principal Investigator and Center

agree that the Sponsor may with prior
reasonable notice unilaterally change the
number of trial subjects that the
Principal Investigator shall include in
the Clinical Trial and/or the recruitment
timeframe Dby issuing a relevant
instruction for the Clinical Trial. Such an
instruction shall not concern the already
included trial subjects.

2.8The Principal Investigator agrees to

include in the Clinical Trial only such trial
subjects that are objectively suitable for
the Clinical Trial in compliance with the
Protocol and announce the inclusion of the
trial subject to the Clinical Trial
specifying the decision number of the
Clinical Trial and the date of inclusion of
the trial subject in the Clinical Trial to the
health insurance company conducting the
Public Health Insurance of trial subject
promptly after inclusion of the trial subject
to Clinical Trial in accordance with the
provisions of Section 44 letter o) of the
Pharmaceuticals Act and any other
applicable law and regulation in Slovak
Republic.

2.9 The Contracting Partners agree to ensure

that the Clinical Trial shall be conducted
in compliance with the approval or
consent with notification issued by the
State Institute for Drug Control and
approvals of the competent ethics
committees. The Contracting Partners
agree to cooperate with the Sponsor in
preparing documents concerning the
Clinical Trial and to immediately provide
the Sponsor or a third party designated by
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vyhlasenia  potrebné na  povolenie
Klinického skusania regulacénymi orgdnmi
a / alebo etickymi komisiami, vratane
avsak nielen (i) Vyhlasenie o finan¢nych
zaujmoch, (ii) resume a (iii) potvrdenie o
zodpovedajicom vybaveni miesta
skiSania. Zmluvni partneri sa zavizuju
zabezpeCit, ze poskytnut¢ dokumenty
tykajice sa Klinického sktiSania su tplné
a spravne. Napriklad, Vyhlasenie o
finanénych zdujmoch musi obsahovat
vSetky finanéné vztahy medzi Hlavnym
skigajicim a ktorymkolvek Clenom
Studijného timu, a ich financné zaujmy, na
jednej strane a Zadavatelom alebo
ktoroukol'vek spolo¢nostou prepojenou so
Zadavatel'om, na strane druhej, vratane -
avSak nielen - odmeny alebo iného
finan¢ného prospechu prijatého kazdym z
nich od Zadavatela alebo ktorejkol'vek zo
spolo¢nosti prepojenych so Zadavatelom
za konzultacné Cinnosti alebo iné sluzby
nepokryté touto Zmluvou. Potvrdenia o
finanénych zaujmoch by mali byt
predlozené v priebehu Klinického
skuSania, pri jeho zmene a jeden rok po
skonceni Klinického sktiSania.

"Prepojenou osobou" je akakolvek
pravnicka osoba alebo spolo¢nost’, ktora
priamo alebo nepriamo kontroluje niektord
zmluvnu stranu, je iou kontrolovana alebo
je s nou pod spolo¢nou kontrolou za
predpokladu, ze ,kontrola® znamena
vlastnictvo viac nez 50 % inej pravnickej
osoby alebo pravomoc usmernovat
rozhodnutia inej pravnickej osoby vratane
pravomoci riadit’ vedenie a stratégiu inej
pravnickej osoby, ¢i uz z dovodu
vlastnictva, na zaklade zmluvy alebo inak.

2.10 Hlavny skusajuci sa zavazuje vsetky

subjekty skuSania zodpovedajucim
sposobom  informovat o  ciel'och,
metodach, predpokladanych prinosoch a
potencidlnych  rizikach Klinického
skuSania a o okolnostiach, za ktorych by
ich osobné udaje mohli byt spristupnené

the Sponsor with all declarations
necessary for the approval of the Clinical
Trial by regulatory authorities and/or
ethics committees, including without
limitation, if applicable, (i) Financial
Interest Declarations, (ii) resumes and
(iif) confirmation of adequate trial site
facilities. The Contracting Partners shall
ensure that the provided Clinical Trial
documents are complete and correct. For
example, the Financial Interest
Declarations shall contain all financial
relations between, and financial interests
of, the Principal Investigator and any
Clinical Trial Team Member, on one
hand, and the Sponsor or any of the
Sponsor’s affiliates, on the other hand,
including - but not limited to -
remuneration or other financial benefits
received by each of them from the
Sponsor or any of the Sponsor’s affiliates
for consultations or other services not
covered in this Agreement. The Financial
Interest Declarations should be submitted
in the course of the Clinical Trial, upon a
change in the Clinical Trial and one year
after completion of the Clinical Trial.

“Affiliate” shall mean any legal entity or
company, that directly or indirectly is
controlled by, controls or is under
common control with a Party, provided
that “control” shall mean ownership as to
more than 50% of another legal entity or
the power to direct decisions of another
legal entity, including the power to direct
management and policies of another legal
entity, whether by reason of ownership,
by contract or otherwise.

2.10 The Principal Investigator agrees to

inform all trial subjects of the aims,
methods, expected benefits and potential
risks of the Clinical Trial and the
circumstances under which their personal
data might be disclosed to the Sponsor,
its Affiliates, competent authorities, third
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Zadavatel'ovi, jeho Prepojenym osobam,
prisluSnym orgénom, tretim stranam, ktoré
poskytuju sluzby Zadavatel'ovi a / alebo
etickym komisiam ako je uvedené
v dokumente o informovanom suhlase.
Hlavny skuSajuci sa zavézuje zabezpecit,
ze subjekty skaSania sa zUCastnia
Klinického sktSania az potom, ¢o podpisu
informovany suhlas subjektu skaSania
poskytnuty Zadavatel'om. Hlavny
skusajuci uchova original takého suhlasu v
zdravotnickej  dokumentacii  subjektu
skuSania. Ak subjekt skiSania svoj suhlas
v priebehu Klinického skusania odvola,
Zmluvni partneri nesmi vo vztahu k
tomuto subjektu vykonat ziadne dalSie
postupy v ramci Klinického skuSania
okrem pripadnych opatreni tykajucich sa
d’alsieho sledovania predpisanych
Protokolom, s ktorymi subjekt sktSania
sthlasil. Nasledna liecba subjektu, ktora
priamo alebo nepriamo suvisi s Klinickym
skiSanim, je  vyhradnou lekdrsku
zodpovednostou a pravnou
zodpovednost'ou Zmluvnych partnerov.

2.11 Zmluvni partneri sa zavdzuji zabezpecit’,

ze subjektom skuSania zaradenym do

211

parties providing services for the Sponsor
and/or ethics committees as outlined in
the informed consent document. The
Principal Investigator agrees to ensure
that the trial subjects shall not participate
in the Clinical Trial until after they have
signed their informed consent provided
by the Sponsor. The Principal
Investigator shall keep the original copy
of such consent in the trial subjects’
medical records. If such consent is
revoked in the course of the Clinical
Trial, no further Clinical Trial-related
procedures may be performed by the
Contracting Partners with regard to the
respective trial subject, except for any
Clinical Trial-related follow-up
monitoring laid down in the Protocol and
consented to beforehand by the trial
subject. Subsequent treatment of the trial
subject, which is not directly or indirectly
connected to the Clinical Trial, lies in the
sole medical responsibility and legal
liability of the Contracting Partners.

The Contracting Partners shall ensure
that the trial subjects included in the

Klinického skusania sa v Centre nebudu Clinical Trial do not receive other
podavat’ iné neregistrované lieky podla § unregistered medicinal products
46 zékona o liekoch a v zmysle Vyhlasky according to  Section 46  of

Ministerstva  zdravotnictva SR ¢.
507/2005 Z.z., ktorou sa upravujl
podrobnosti o povolovani terapeutického
pouzitia hromadne vyrdbanych liekov,
ktoré  nepodliehaju  registracii, a
podrobnosti o ich Uhrade na zéaklade
verejneho zdravotného poistenia, ani sa
nebudu zucastnovat' iného klinického
skusSania v priebehu Klinického skusania
bez  predchadzajuceho  pisomného
suhlasu Zadavatela.

Pharmaceuticals Act and within the
meaning of Decree of Ministry of Health
of the SR no. 507/2005 Coll., regulating
details on authorization of the
therapeutic use of mass-produced
medicines which are not subject to
registration and details of their payment
on the basis of public health insurance,
nor shall they participate in any other
clinical trial in the course of the Clinical
Trial without the prior written consent of
the Sponsor.

2.12 Ifin the course of the Clinical Trial at the
Center trial subjects' health is harmed,
the Contracting Partners shall inform the

Sponsor of any such event (i) in case of

212 Ak pocas Klinického skuSania v
Centre dojde k poskodeniu zdravia subjektu
skuSania, Zmluvni partneri sa zavizujl
informovat o kazdej takejto udalosti
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Zadavatela (i) v pripade zéavazného
neziaduceho ucinku a/alebo zavaznej
neziaducej udalosti a/alebo v pripadoch
tehotenstva, ak také existuju, najneskor do
24 hodin a (ii) v pripade neziaduceho
ucinku  a/alebo  neziaducej prihody
bezodkladne v rdmci leh6t stanovenych v
Protokole a inych pokynoch danych
Zadavatelom o hlaseni udajov tykajucich
sa bezpecnosti. Sucastou takého hlasenia
musi byt tieZ posudenie pricinnej
stvislosti. O akomkol'vek inom poskodeni
zdravia subjektu sktiSania alebo
akomkol'vek zavaznom poruseni Protokolu
alebo pokynov spravnej klinickej praxe,
musia Zmluvni partneri informovat
Zadavatela bez zbyto¢ného odkladu.
Zmluvni partneri budu vzdy spolupracovat’
so Zadavatelom pri jeho hlaseniach
vSetkych zavaznych neziaducich udalosti a
podozreni na neziaduce ucinky produktov
alebo liekov SUKL, Etickej komisii,
prislusnej zdravotne;j poistovni
vykonavajlicu verejné zdravotné poistenie
subjektu skasania, pripadne prisluSnym
organom clenskych $tatov, na ktorych
Uzemi sa vykonava multicentrické klinické
skuSanie, a v pripade ak to stanovujl pravne
predpisy alebo o to poziada Zadavatel,
poskytni  prisluSnym  orgdnom  gj
poZadované informacie. Zmluvni partneri
su povinni poskytovat Zadavatelovi
sucinnost’ s plnenim povinnosti tykajicich
sa hlaseni neziaducich uc¢inkov.

2.13  Zmluvni partneri sa zavézuju bez

zbyto¢ného odkladu zodpovedat’ vsSetky
otazky Zadavatela alebo os6b poverenych
Zadavatelom tykajuce sa dokumentacie
neziaducej udalosti. Toto zahfna najmi
aktivne nasledné sledovanie a objasnenie
prislusnych nezrovnalosti v hlaseniach
neziaducich udalosti a udalosti tehotenstva.
Na tucel hlasenia neziaducich udalosti a
udalosti tehotenstva su Zmluvni partneri
povinni pouzivat formulare poskytnuté
Zadavatel'om, ak také existuju.

2.13

any serious adverse effect and/or serious
adverse events and/or, if applicable, in
case of pregnancy, within 24 hours at the
latest and (ii) in case of any adverse
effect and/or adverse event immediately
within the timelines specified in the
Protocol and other instructions on safety-
related data reporting provided by the
Sponsor.  Such reporting must also
include an assessment of causality. Any
other harm to health of trial subjects or
any serious breach of the Protocol or
good clinical practice guidelines must be
reported to the Sponsor without undue
delay. The Contracting Partners will
always cooperate with Sponsor in its
reports of all serious adverse events and
adverse effect suspected of products or
medicines to SUKL, the Ethics
Committee, the relevant health insurance
company performing public health
insurance of Study Subjects, or the
competent authorities of the Member
States in whose territory is performed the
multicenter Clinical Trial, and in case it
is stipulated by the legislation or required
by Sponsor, will provide to the relevant
authorities also requested information.
The Contracting Partners are mandated
to cooperate with Sponsor with the
reporting of adverse effects.

The Contracting Partners agree to
promptly answer any questions of the
Sponsor or persons authorized by the
Sponsor  regarding adverse event
documentation. This includes - but is not
limited to - active follow-up monitoring
and clarification of relevant
inconsistencies in adverse event and
pregnancy reports. For the purposes of
adverse event and pregnancy reporting,
the Contracting Partners must use the
forms provided by the Sponsor, if
applicable.
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2.14 Pocas a po skonCeni Klinického

skuSania sa zavdzuji Zmluvni partneri
predlozit’ Zadavatelovi vSetky dokumenty
prijat¢ od Statnych organov, etickych
komisii a/alebo prislusnych regulacnych
organov tykajuce sa akychkol'vek suhlasov
alebo povoleni alebo prislusnej
komunikacie o bezpec¢nosti vo vzt'ahu ku
Klinickému skuasaniu do 24 hodin od ich
obdrzania.

2.15 Zmluvni partneri sa zavdzuju pouzivat

Skusany liek vylu¢ne na ucely vykonavania
Klinického skuSania a iba spdsobom
Specifikovanym v Protokole. Zmluvni
partneri  sG zodpovedni za riadne
prijimanie, pouzivanie, nakladanie,
skladovanie a vedenie dokladnej a presnej
evidencie zaobchadzania so SkuSanym
lickom v priebehu Klinického skuSania v
stlade s poziadavkami spravnej klinickej
praxe, spravnej lekarenskej praxe a
Protokolom. Naviac sa Zmluvni partneri
zavdzuju vratit alebo zabezpecit' riadnu
likvidaciu nepouzitého Skusaného lieku,
ak si Zadavatel' likvidaciu vyziadal (na
nadklady Zadavatela), a tuto likvidaciu
riadne zdokumentovat’. V pripade nacatého
a nespotrebovaného  Skusaného lieku,
ktorého forma podania je inflzia, zaistia
Zmluvni partneri likvidaciu ihned’ po
priprave ¢1 Uprave SkuSané¢ho lieku.

2.16 Centrum sa tymto zavizuje zabezpeCit

uskladnenie,  pripravu,  kontrolu a
distribuciu  SkuSaného lieku v sulade s
ustanovenim Protokolu, ako aj v sulade so
vSeobecne zadviznymi pravnymi predpismi
a v sulade so vSetkymi ustanoveniami
pokynov pre klinické skuSanie liekov
Statneho tstavu pre kontrolu liediv.
Zmluvni partneri nebudd vyzadovat
zaplatenie Skusaného lieku alebo

2.14 During and after completion of the

Clinical Trial, the Contracting Partners
shall submit to the Sponsor all documents
received from authorities, ethics
committee/s, and/or competent
regulatory authorities regarding any
consent or authorization or safety- related
communication with respect to the
Clinical Trial within 24 hours following
their receipt.

2.15 The Contracting Partners agree to use the

Investigational medicinal product
exclusively for the purposes of
conducting the Clinical Trial and only as
specified in the Protocol. The
Contracting Partners are responsible for
the proper receipt, use, handling, storage
and keeping detailed and accurate records
of handling of the Investigational
medicinal product in the course of the
Clinical ~ Trial pursuant to the
requirements of good clinical practice,
good pharmacy practice and Protocol.
The Contracting Partners agree to return
any unused Investigational medicinal
product or properly discard any unused
Investigational ~ medicinal  product,
provided that the Sponsor requested such
disposal (at the expense of the Sponsor),
and properly document the same. The
Contracting Partners shall immediately
discard any unfinished or unused
Investigational medicinal product
administered by infusion immediately
after its preparation or modification.

2.16 The Center hereby agrees to ensure that

the Investigational medicinal product is
stored, prepared, inspected and
distributed in compliance with the
Protocol, the applicable law and all
instructions for the clinical trials of drugs
issued by the State Institute for Drug
Control. The Contracting Partners shall
not charge any trial subject or third party,
such as a health insurance company, for
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2.17

akejkol'vek sluzby hradenej Zadavatel'om
podla tejto Zmluvy od subjektu skusania
alebo od tretej strany, ako je napriklad
zdravotna poistovna.

Centrum sa zavdzuje menovat
dostatocny pocet zastupcov, ktori splnaju

2.17

the Investigational medicinal product or
for any services paid for by the Sponsor
under this Agreement.

The Center agrees to appoint a sufficient
number of representatives who meet

kvalifikatné poziadavky na  vykon qualification requirements for the
povolania farmaceuta alebo position of a pharmacist and pharmacist
farmaceutického laboranta v zmysle laboratory assistance pursuant to Act no.

zakona €. 578/2004 Z.z, o poskytovatel'och
zdravotnej starostlivosti, zdravotnickych
pracovnikoch, stavovskych organizaciach v
zdravotnictve a o zmene a doplneni
niektorych zakonov, v zneni neskorSich
predpisov a v zmysle nariadenia vlady ¢.
296/2010 Z.z. o odbornej spdsobilosti na
vykon zdravotnickeho povolania, sp6sobe

578/2004 Coll., on healthcare providers,
healthcare workers, health
organizations, and amendments to
certain acts, as amended, and within the
Government Decree no. 296/2010 Coll.
on the professional competence for the
performance of the medical profession,
on the training method of health

dalsicho  vzdeldvania  zdravotnickych workers, on the system of specialized
pracovnikov, sustave  Specializa¢nych branches and on the system of certified
odborov a sustave certifikovanych work activities, as amended. These

pracovnych cCinnosti, v zneni neskorSich
predpisov. Tito  z&stupcovia  budd
zodpovedni za nakladanie so SkuSanym
liekom a za vedenie stvisiacich zéznamov
a dokumentacie. Thned po vymenovani
tohto zastupcu alebo zastupcov, oznami
Centrum Zadéavatelovi pisomne meno a
priezvisko poverenych o0sdb  spolu s
prisluSnymi kontaktnymi informéaciami.

2.18 Hlavny skusajuci sa zavézuje odoberat’

SkuSany liek v stilade s Protokolom, a to v
davkovani potrebnom pre kazdu jednotliva
navstevu subjektu skusania.

2.19 Kedykol'vek o to Zadavatel' poziada,

zavdzuji sa Zmluvni partneri podat
hlasenie o postupe v Klinickom skusani v
Centre vratane tudajov o zaradovani
subjektov skusania v stlade s protokolom.

2.18

2.19

representatives shall be responsible for
handling the Investigational medicinal
product and for keeping related records
and documentation. Immediately after
the appointment of the representative(s),
the Center shall notify the Sponsor in
writing about the first and last name and
contact details of such appointees.

The Principal Investigator agrees to draw
the Investigational medicinal product in
compliance with the Protocol and in
doses required for every visit of the trial
subject.

The Contracting Partners agree to report
on the progress of the Clinical Trial at the
Center, including information about the
enrolment of trial subjects, in accordance
with the Protocol and upon the Sponsor’s
request.

220 Hlavny skuSajuci je  povinny | 2.20 The Principal Investigator must collect
zhromazd'ovat' udaje a vkladat ich do data and enter them within five (5)
piatich (5) pracovnych dni od ich working days of their generation in the

vytvorenia do elektronickych zaznamovych

electronic case report forms (hereinafter
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listov ALEBO zéznamovych listov v
listinnej podobe] (dalej len “CRF”) v
sulade s nalezitostami stanovenymi v
Protokole. Hlavny skuaSajuci sa zavézuje
pravidelne odovzdavat’ Zadéavatel'ovi CRF
a vSetku dokumenticiu vyzadovanu
Protokolom, aby ich Zadavate mohol
priamo alebo prostrednictvom iného
subjektu priebezne spracovavat’. V pripade
omeSkania dlh§om ako desat (10)
pracovnych dni s vkladanim udajov je

Zadavatel  opravneny, na  zaklade
pisomného oznamenia dorucen¢ho
Hlavnému sktsajicemu, zastavit

zarad’'ovanie subjektov skuSania Hlavnym
skiiSajucim az do doby, kedy bude
vkladanie tdajov aktualizované. Pokial
bude mat’ toto za nasledok omeskanie v
zarad’'ovani subjektov skusania,
Zadavatel'ovi prinalezia prava stanovené v
¢l. 12.4 tejto Zmluvy. V lehote piatich (5)
pracovnych dni po oSetreni posledného zo
subjektov skuSania musi byt dokoncené
vlozenie vSetkych zostavajicich CRF,
slvisiacej  dokumentacie a  takisto
nepouzité CRF v listinnej podobe, ak také
existuju, musia byt odovzdané
Zadavatelovi alebo na  poZiadanie
Zadavatela zniCené. Zmluvni partneri sa
zavdzuju  poskytovat’”  suinnost’  pri
bezodkladnom objasiiovani akychkol'vek
otazok tykajucich sa udajov v CRF a
venovat’ sa tymto otdzkam a zodpovedat’
ich  najneskdr v lehote piatich (5)
pracovnych  dni.  Zadavatel @ moze
pozadovat odpovede aj v kratSom ¢asovom
useku s ohladom na klGcové Stadia
Klinického skuSania, ako napr. Cdista
databaza. Zmluvni partneri sa dalej na
ziadost' Zadavatel'a zavizuju poskytovat
primeranu suc¢innost’ pri priprave celkovej
spravy o Klinickom skuSani. Centrum
zabezpeci, ze CRF nebudl pristupné
nikomu inému ako Clenom $tudijného timu
a Hlavnému skuSajucemu a pristup k nim,
ak budu v elektronickej podobe, bude
chraneny pristupovym menom a heslom.

referred to as “CRFS”) in accordance
with the requirements set forth in the
Protocol. The Principal Investigator
agrees to regularly forward CRFs and
any documentation required in the
Protocol to the Sponsor so that the
Sponsor could process them directly or
through another entity on a continuous
basis. In case of a delay with data
entering for more than ten (10) working
days, the Sponsor shall have the right by
giving written notice to the Principal
Investigator to stop the recruitment of
trial  subjects by the Principal
Investigator until data entering is up to
date. If this results in a delay with
recruiting trial subjects, the Sponsor
shall have the rights set forth in Article
12.4 of this Agreement. Within five (5)
working days of the last trial subject’s
treatment, all outstanding CRFs must be
entered and related documentation as
well as unused paper CRFs, if applicable,
must be forwarded to the Sponsor or
destroyed upon the Sponsor’s request.
The Contracting Partners agree to assist
in promptly clarifying any questions
concerning CRF data and to address and
answer such questions within five (5)
working days. The Sponsor may request
answers sooner than that due to key
Clinical Trial milestones, such as a clean
database. Furthermore, the Contracting
Partners agree to reasonably assist in
preparing the overall Clinical Trial
report upon the Sponsor’s request. The
Center shall ensure that CRFs shall not
be available to any persons other than
Clinical Trial Team Members and the
Principal Investigator and that access to
CRFs, if they are in electronic form, shall
be protected by username and password.
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2.21 Hlavny skuSajuci je  povinny
zabezpecCit, ze vSetky CRF poskytnuté
Zadavatelovi st Uplne a riadne vyplnené a ze
su vernym odrazom skuto¢nych vysledkov
Klinického skusania. Hlavny skasajici sa tiez
zavizuje odovzdat Zadavatelovi kopie
vSetkych sprav, vratane vsetkych aktualizacii
a zmien, ktoré si vyziadala etickd komisia.

2.22 Centrum sa zavdzuje uchovavat vsetku
elektronicku aj inGd dokumentaciu, vratane
zdrojovej  dokumentacie a  zlozky
Skusajuceho, zoznamu identifika¢nych
kédov subjektov skusSania a zdravotnej
dokumentacie subjektov skuSania
vztahujicej sa ku Klinickému skuSaniu,
ktor¢ su vyzadované na ziklade ICH
predpisov a  ostatnych  prisluSnych
pravnych predpisov upravujdcich
vykonavanie  Klinického skusania, po
dlhSej z nasledujucich dvoch dob: 1)
patnast’ (15) rokov po skonceni alebo
preruseni Klinického sktsania na vsetkych
pracoviskach klinického skusania alebo 2)
akukol'vek dlhS§iu dobu pre archivaciu
dokumentacie  stanoventl  prisluSnymi
pravnymi predpismi.  Dokumentacia o
Klinickom skt$ani musi byt uchovavana
na vhodnom mieste a vhodnym sp6sobom
a Centrum je povinné viest' zdznamy o
mieste, kde je dokumentacia o Klinickom
skiiSani uchovavana, aby tito bola
okamzite k dispozicii na poziadanie
poveren¢ho zastupcu Zadavatela, etickej
komisie, auditora alebo prislusnych
Statnych organov. Centrum je povinné
Zadavatel'a informovat’ najmenej
Sestdesiat (60) dni vopred Vv pripade, ze
planuje zlikvidovat' alebo inak archivovat’
dokumentaciu o Klinickom skuSani v inych
priestoroch ako su tie, ku ktorym ma
Centrum vlastnicke alebo iné uZivacie
pravo.

2.23 Zmluvni partneri si si vedomi, ze
Zadavatel’ alebo v jeho mene tretia strana
dbkladne monitoruje vykonavanie

2.21

2.22

2.23

The Principal Investigator shall ensure
that all CRFs submitted to the Sponsor
are complete and accurate and reflect the
actual results of the Clinical Trial. The
Principal Investigator also agrees to
provide the Sponsor with copies of all
reports, including all updates and
changes, that were requested by the
ethics committee.

The Center shall keep all electronic and
other documents, including without
limitation, source documents and the
investigator’s files, list of the trial
subjects identification numbers and trial
subjects health documentation related to
the Clinical Trial required by ICH
guidelines and  applicable  laws
regulating Clinical Trial performance for
the longer of the two following periods:
1) fifteen (15) years after the end or
suspension of the Clinical Trial at all
clinical sites, or 2) any longer
documentation archiving period laid
down in applicable legal regulations.
Clinical Trial documentation must be
kept in a suitable location and manner,
and the Center must keep record of the
location where Clinical Trial
documentation is stored to ensure that it
is readily available upon the request of
the Sponsor’s appointed representative,
the ethics committee, an auditor or
competent authorities. The Center must
notify the Sponsor at least sixty (60)
days’ in advance in the event that the
Center plans to dispose of or otherwise
archive Clinical Trial documentation
outside of its own premises to which the
Center has proprietary or other right of
use.

The Contracting Partners understand that
the Sponsor or a third party on behalf of
the Sponsor closely monitors the
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Klinického skusania a pravidelne
navstevuje Centrum. Zmluvni partneri sa
zaviazuji primerane podporovat’ tieto
monitorovacie aktivity, vratane ale bez
obmedzenia, poskytnutim pristupu
poverenému zastupcovi Zadavatel'a a alebo
CRO do priestorov aktdajom podla
potreby a d’alej sa zavézuju spolupracovat’
so Zadavatel'om alebo prislusnou tretou
stranou Vvtomto ohlade. Na ziadost
Zadavatela alebo CRO st Hlavny sktsajici
a Clenovia $tudijného timu povinni sa
zucastnit’ osobnej diskusie.

2.24 Zadavatel’ a Statne organy, ako je napr.

Urad Spojenych $tatov americkych pre
potraviny a lieky (d’alej len “FDA”) maja
pravo vykonavat audit alebo kontrolu
zaznamov Zmluvnych partnerov,
ktorychkol'vek inych dokumentacii
a priestorov  savisiacich s vykonavanim
Klinického skusania, ato kedykol'vek
v priebehu a / alebo po dobu 25 rokov po
skonceni Klinického skusania a bez
akychkol'vek narokov Zmluvnych
partnerov na zvlastne financné plnenie
Takyto audit alebo kontrolu je Zadéavatel
povinny  primerane vopred  ohlasit
Vv pripade, Ze je vykonavany Zadavatel'om
alebo nim poverenou osobou. Zmluvni
partneri st povinni  poskytovat’
Zadavatel'ovi, nim poverenym zastupcom
alebo vsetkym Statnym orgédnom sucinnost’
pri plneni ich Gloh v stlade s Protokolom
a podniknut” vsSetky primerané kroky
poZadované Zadavatel'om alebo Statnymi
organmi na ucely odstranenia nedostatkov
zistenych pocas auditu alebo kontroly.

2.25 Zmluvni partneri sa zavidzuja, Ze pocas

a po skonceni  Klinického skusania
umoznia a budi podporovat vSetky
kontroly regula¢nych alebo vladnych
Statnych organov bez akychkol'vek narokov
na osobitni odmenu ¢i ndhradu. Zmluvni
partneri su povinni informovat’ Zadéavatel'a
aalebo CRO okamzite o kazdej takejto

2.24

2.25

performance of the Clinical Trial and
regularly visits the Center. The
Contracting Partners agree to
appropriately support such monitoring
activities, including without limitation,
by providing the Sponsor’s and/or
CRO’s appointed representative with
access to the facilities and data as
necessary and further agree to cooperate
with the Sponsor or the relevant third
party in this regard. The Principal
Investigator and Clinical Trial Team
Members must participate in personal
discussions upon the request of the
Sponsor or CRO.

The  Sponsor and  government
authorities, such as for example the
United States of America Food and Drug
Administration (the “FDA”) have the
right to audit or inspect the Contracting
Partners’ records, any and all other
documentation and the facility relating to
the Clinical Trial at any time during the
Clinical Trial and/or for another 25 years
after completion of the Clinical Trial and
without the Contracting Partners’ right to
special payment. The Sponsor must
announce such audit or inspection
sufficiently in advance, provided that it
is carried out by the Sponsor or its
designee. The Contracting Partners must
assist the Sponsor, its designated
representatives or all government
authorities in performing their tasks
pursuant to the Protocol and take any and
all reasonable actions requested by the
Sponsor or government authorities to
remedy deficiencies noted during an
audit or inspection.

The Contracting Partners shall, during
and after the Clinical Trial, allow and
support any inspections of regulatory or
governmental authorities without any
right to  special payment or
reimbursement. The Contracting Partners
must inform the Sponsor and CRO
immediately about any such inspection or
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kontrole ¢i zamere takato  kontrolu
vykonat' ihned” potom, ¢o sa o nich
Zmluvny partner dozvie. Zmluvni partneri
sa zavédzuju umoznit, aby Zadavatel’a CRO
mohli byt pritomni na kazdej kontrole
vykonavanej  Statnymi organmi alebo
podobnymi institiciami. Pred vyjadrenim
sa k vysledkom takejto kontroly , ak nejaké
budu, su Zmluvni partneri povinni odpoved’
posudit’ a prediskutovat’ so Zadavatelom a
CRO. Zmluvni partneri bez zbyto¢ného
odkladu poskytni Zadavatelovi kopie
akychkol'vek  zisteni alebo  kontrol
zodpovednych turadov vo vztahu ku
Klinickému skuSaniu.

2.26  Zmluvni partneri sa nesmu spolichat

alebo vyuzivat’ sluzby, bez ohl'adu na ich
rozsah, ziadnej osoby alebo subjektu,
ktorym bolo poskytovanie tychto sluzieb
zakézané FDA alebo ktorymkol'vek inym
prisluSnym  orgdnom v  priebehu
vykondvania Klinického  sktSania.
Zmluvni partneri d’alej zavézne vyhlasuju,
ze ani im ani ich zamestnancom,
splnomocnencom alebo zastupcom, ktori sa
zucastiiuju  vykondavania Klinického
sktiSania, nebolo zakdzané vykondvat
¢innosti, ktoré sa budu vykonavat’ v ramci
Klinického skusania, zo strany FDA alebo
iného organu, ani podla ich najlepSieho
vedomia po nalezitom presetreni V
sucasnosti neprebicha Zziadne konanie
tykajice sa takéhoto zakazu vo vztahu k
tymto osobam, najmd& na zéklade
nasledujicich pravnych predpisov: (i)
United States 21 USC 8§ 335a a/alebo (ii)
Hlavy 21 Code of Federal Regulation §
312.70. Zmluvni partneri sa zavézuju v
priebehu Klinického sktsania a po dobu 3
rokov po jeho ukonceni ihned” informovat’
Zadavatel'a, ak sa dozvedia, 7e sa zacne
takéto konanie vo vztahu k Hlavnému
sktiSajucemu, Centru ¢i jeho
zamestnancovi. Zmluvni partneri dalej
zarucuju a zavdzuju sa, ze podla ich
najlepsieho vedomia a nalezitom presSetreni
nie st subjektom predchadzajdcich ani

the intent to conduct such inspection as
soon as the Contracting Partner learns
about it. The Contracting Partners shall
allow the Sponsor and CRO to be present
at any inspection conducted by
authorities or similar institutions. Prior to
responding to the findings of any such
inspection, if any, the Contracting
Partners must review and discuss such
response with the Sponsor and CRO. The
Contracting Partners shall promptly
provide the Sponsor with copies of any
findings or inspections of responsible
authorities in relation to the Clinical
Trial.

2.26 The Contracting Partners may not rely

upon or use the services, regardless of
their volume, of any person or entity
prohibited to provide such services by the
FDA or any other competent authority in
the course of the Clinical Trial.
Furthermore, the Contracting Partners
represent and warrant that neither them
nor their employees, agents or
representatives, who are involved in the
Clinical Trial, have been prohibited by
the FDA or any other competent
authority to perform the activities that are
to be performed during the Clinical Trial,
nor that they are currently, to the best of
their knowledge after due inquiry, the
subject of proceedings concerning such
prohibition by the FDA or any other
authority, in particular on the basis of
following legislative acts (i) United
States 21 U.S.C. Section 335a and (ii)
Title 21 Code of Federal Regulation,
Section 312.70. During the Clinical Trial
and for a period of 3 years after its
completion, the Contracting Partners
agree to promptly notify the Sponsor
about any such proceedings initiated
against the Principal Investigator, the
Center or its employees. Furthermore, the
Contracting Partners represent and
warrant that, to the best of their
knowledge after due inquiry, they are not
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prebiehajicich ~ vySetrovani,  vyziev,
upozorneni alebo nepodliehaju vykonu
rozhodnuti  orgédnov  Statnej  spravy

vzt'ahujtcich sa K ich schopnosti zucastnit’
sa klinického skusania,, ktoré  neboli
oznamené Zadavatelovi. V pripade, zZe
nastane skuto¢nost’ podl'a predchadzajuce;
vety vo vztahu ku Klinickému skusaniu,
Zmluvni partneri to bez zbytocného
odkladu ozndmia Zadavatel'ovi.

2.27 'V pripade, ze Hlavny skuSajuci v
priebehu Klinického skusania ukonci
pracovnopravny vztah s Centrom, Centrum
je povinné o tejto skutocnosti informovat’
Zadavatel'aa CRO bezodkladne potom, ako
sa o tom dozvie, a suc¢asne navrhnut riadne
kvalifikovanu osobu, ktora prevezme tlohu
nového hlavného skusajuceho. Zadavatel
ma pravo podat’ namietku voc¢i novému
Hlavnému sktsajucemu. Centrum sa
zavdzuje s vynaloZzenim maximalneho
usilia pozadovat po novom hlavnom
skasajucom, aby sa pisomne zaviazal k
dodrziavaniu podmienok dohodnutych v
tejto Zmluve a zabezpeci, aby byvaly
hlavny skuasajuci nad’alej dodrziaval svoje
povinnosti vyplyvajace z tejto Zmluvy,
okrem iného vratane povinnosti tykajlcich
sa dovemosti, publikacii a duSevného
vlastnictva. . Ak Centrum a Zadavatel’ nie
su schopni dohodnut’ sa na osobe nového
hlavného sktsajiceho alebo ak novy
hlavny skusajuci nie je ochotny zaviazat sa
k podmienkam stanovenym v tejto Zmluve,
Zadavatel' je opravneny vypovedat tuto
Zmluvu v sulade s ¢l. 12.5 tejto Zmluvy.
Centrum a Hlavny skuSajuci st povinni
bezodkladne pisomne informovat’
Zadavatel'a o vSetkych zmenach, ktoré
maju vplyv na dostupnost’ zdrojov a / alebo
Clenov $tudijného timu vykonavajicich
Klinické sktsanie.

2.28  Zmluvni partneri sa zavazuja priamo a
bezodkladne informovat Zadavatela v
pripade, Ze subjekt skiiSania zucastiujici sa
Klinického sktSania oznami ¢i vyjadri nazor,

the subject of any past or current
investigations, inquiries, warnings or
enforced decisions of public
administration authorities that concern
their ability to participate in a clinical
trial and that have not been disclosed to
the Sponsor. The Contracting Partners
shall notify the Sponsor about the fact
described in the previous sentence
without undue delay.

227 In the event that the Principal
Investigator terminates his or her
employment at the Center, the Center
shall inform the Sponsor and CRO as
soon as it learns about it and shall
propose a duly qualified person to take
over as a new principal investigator. The
Sponsor shall have the right to object to
such replacement. The Center shall
require the new principal investigator to
agree in writing to the terms and
conditions stipulated in this Agreement
and shall ensure that the former principal
investigator continues to abide by his/her
continuing  obligations under this
Agreement, including without limitation,
those regarding confidentiality,
publications, and intellectual property. If
the Center and the Sponsor are unable to
agree on the new principal investigator or
if the new principal investigator is
unwilling to agree to the terms and
conditions stipulated in this Agreement,
the Sponsor shall have the right to
terminate this Agreement in accordance
with Article 12.5. The Center and the
Principal Investigator must immediately
inform the Sponsor in writing about any
and all changes having an impact on the
availability of resources and/or Clinical
Trial Team Members conducting the
Clinical Trial.

2.28 The Contracting Partners agree to
inform the Sponsor
directly and immediately in the case that
a trial subject participating in the
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ze doSlo k poskodeniu jeho zdravia v dosledku
ucasti na Klinickom skus$ani , a ze ma preto
pravo na finan¢né odskodnenie .

2.29 Zmluvni partneri sa zavdzuju umoznit’
vyskumnym organizaciam, ktoré maju
uzatvorenu zmluvu so Zadavatelom alebo
ktorejkol'vek z Prepojenych osob, aby v
mene Zadavatel'a vykonavali ktorékol'vek z
prav a povinnosti Zadavatel'a na zaklade
takejto Zmluvy, v pripade, ze sa preukazu
poverenim ¢i plnomocenstvom, z ktorého
vyplyva ich opravnenie vykonavat’ prava a
povinnosti Zadavatel'a. Zmluvni partneri sa

zavdzuji  spolupracovat s takymito
vyskumnymi organizaciami.
2.30  Zmluvni  partneri sa  zavazuju

poskytovat’ zdravotné sluzby subjektom,
ktorych ucast v na Klinickom skuSani
neskoncila, v  pripade ciastocného
uzatvorenia Klinického skuSania, a d’alej
tiez subjektom zaradenym do nésledného
sledovania po skonceni Klinického
sktsania, v sulade s etickymi pravidlami.

2.31 'V pripade, ze pri Klinickom skusani
pouziva Centrum, Hlavny skusSajuci alebo
Clenovia $tudijného timu  pristrojové
vybavenie, ktoré vyzaduje  servis,
kalibraciu alebo int osobitnu starostlivost’,
Centrum sa zavdzuje udrziavat také
pristrojové vybavenie spdsobilé riadnej
prevadzky, o ¢om je povinné Zadavatelovi
na vyziadanie poskytnit’ zodpovedajicu
dokumentaciu.

CL 3 - Povinnosti Zadavatela

3.1  Kontaktnymi osobami Zadavatela vo
vztahu ku Klinickému sktSaniu st:

Nina Krifuks, zastupkyina riaditela pre
klinické ¢innosti
Alameda, Kalifornia, USA

Clinical Trial announces or opines that
his or her health has been damaged due
to his or her participation in the Clinical
Trial and that he/she is therefore entitled
to financial compensation.

2.29 The Contracting Partners agree to allow
research organizations contracted by the
Sponsor or any of its Affiliates to
exercise any of the Sponsor’s rights and
to perform any of the Sponsor’s
obligations under this Agreement on
behalf of the Sponsor, provided that they
have authorization or a power of attorney
to exercise the Sponsor’s rights and to
perform the Sponsor’s obligations. The
Contracting Partners agree to cooperate
with such research organizations.

2.30 The Contracting Partners undertake to
provide medical services to trial subjects
whose participation in the Clinical Trial
has not yet ended, in the case of a partial
closure of the Clinical Trial, as well as to
subjects included in the post Clinical
Trial follow-up in compliance with ethics
rules.

2.31 In the case that the Center, the Principal
Investigator or Clinical Trial Team
Members use in the course of the Clinical
Trial devices that require servicing,
calibration or any other special care, the
Center agrees to maintain such devices in
due operational condition and to provide
relevant documentation thereof to the
Sponsor upon the request of the Sponsor.

Article 3 — Obligations of the Sponsor

3.1 The Sponsor’s contact persons regarding
the Clinical Trial are:

Nina Krifuks, Associate Director, Clinical
Operations.
Alameda, California, USA
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Kancelaria: 650-837-7075
Mobil: 415-609-3962
E-mail: nkrifuks@exelixis.com

a

Kontaktna adresa CRO:

Nazov: IQVIA RDS Slovakia, s.r.o.

Adresa:  Vajnorskd  100/B, 831 04

Bratislava, Slovak Republic

alebo ktorékol'vek d’alSie osoby oznamené
Hlavnému sktisajicemu.

3.2 Zadavatel' sa zavizuje Zmluvnym
partnerom poskytnut’ bezplatne v mnozstve
a cCasovych intervaloch na riadne
vykonanie Klinického skuiSania SkuSany
liek, nevyhnutné vzory CRF a dalSie
informacie a dalSie lieCivo / placebo
vyzadované na vykonavanie Klinického
skusania.

3.3 Skusany liek (ako aj dalSie liecivo,
placebo, ak je vyzadované Protokolom)
bude dodavané na nasledujicu adresu:
Nemocni¢na lekaren.

3.4 Skusany liek, nevyhnutné vzory CRF a
dalsie  informécie  vyzadované na
vykonavanie Klinického  skuSania
poskytnuté Centru s0 a zostavajl
vlastnictvom  Zadavatela. = Zadavatel
prehlasuje, Ze su splnené vsetky podmienky
stanovené prislusnymi pravnymi predpismi
na vyrobu a dovoz dodavaného SkuSaného
lieku a jeho distribdciu do Centra.

3.5  Zadavatel sa zavidzuje poskytovat
Hlavnému skuSajucemu prislusné nové
informacie o bezpecnosti tykajice sa
Skasaného lieku bez neprimeraného odkladu.

Office: 650-837-7075
Mobile: 415-609-3962
E-mail: nkrifuks@exelixis.com

The CRO’s contact information are:

Name: IQVIA RDS Slovakia, s.r.o.

Address:  Vajnorska  100/B,

Bratislava, Slovak Republic

or any other person announced to the Principal
Investigator.

831 04

3.2 The Sponsor agrees to provide the
Contracting Partners  with  the
Investigational  medicinal  product,
necessary CRF  templates, other
information and other drugs/placebo
required for the performance of the
Clinical Trial free of charge and in the
quantity and frequency necessary for the
proper performance of the Clinical Trial.
3.3 The Investigational medicinal product
(as well as any other drugs, placebo, if
required by the Protocol) shall be
delivered to the following address:
Institutional pharmacy.

3.4 The Investigational medicinal product,
necessary CRF templates and other
information required for the performance
of the Clinical Trial and provided to the
Center are and shall remain the
Sponsor’s  property. The Sponsor
declares that all conditions stipulated in
applicable  laws  regulating  the
production and import of the provided
Investigational medicinal product and
the distribution of the Investigational
medicinal product to the Center have
been met.

35 The Sponsor agrees to provide the
Principal  Investigator ~ with  new
information regarding the safety of the
Investigational ~ medicinal  product
without unreasonable delay.

SVK_en_CTA INST Sﬁonsored Clinical Trial Agreement Institution Project code HAB96097 Protocol No

XL092-304

4855-5044-3667, v. 2

Page 19 of 75


mailto:nkrifuks@exelixis.com
mailto:nkrifuks@exelixis.com

4.1

4.2

4.3

Cl. 4 - Odmena

Zadavatel' prostrednictvom CRO sa
zavazuje zaplatit Centru za riadne
vykonané cinnosti na zdklade tejto
Zmluvy, vratane prevodu prav podla ¢l
5 tejto Zmluvy, odmenu vo vyske,
spdsobom a za podmienok uvedenych v
tomto ¢lanku Zmluvy a v prilohe €. 1.
Podmienky odmeny a jej vyplaty
Hlavnému sktSajicemu su upravené v
Dohode o odmene uzatvorenej medzi
Hlavnym skuSajucim a Zadavatelom a
CRO. Hlavny skusajuci a Zadavatel
oznami Centru uzavretie takejto dohody.

Zmluvni partneri nemaju narok na
ziadnu in odmenu ¢i ndhradu okrem
tych, ktoré su uvedené v tejto Zmluve
alebo v prilohe ¢. 1 alebo inych
zmluvéch uzatvorenych S0
Zadavatel'om, ibaZe ich vopred pisomne
schvali Zadavatel’.

Vsetky odmeny a finanéné naklady,
ktor¢ maju byt zaplatené Centru, su
splatné v lehote sest'desiat (60) dni odo
dna, kedy bude Zadavatel'ovi doruceny
zodpovedajuci, nespochybnitelny
danovy doklad (faktura) so vSetkymi
nalezitost'ami podla prislusnych
pravnych predpisov upravujucich dan z
pridanej  hodnoty.  Platba  bude
uskutocnena v prospech bankového uctu
Centra:

Ako variabilny symbol bude pouzité
¢islo faktiry Centra na zaklade
odsthlasenych podkladov doruc¢enych do
Centra.

Platby budu realizované v penaznej mene
EURO. a vSetky pripadné bankové
poplatky znésa Zadavatel .

Article 4 —- Remuneration

4.1 For the activities properly performed

4.2

4.3

based on this Agreement and for the
transfer of rights under Article 5 of this
Agreement, the CRO on behalf of the
Sponsor agrees to provide the Center
with remuneration in the amount, by
means and under the terms stated below
herein and in Appendix 1. Remuneration
conditions and payment to the Principal
Investigator are stipulated in the
Remuneration Agreement concluded
between the Principal Investigator, CRO
and the Sponsor. The Principal
Investigator and the Sponsor shall notify
the Center about such agreement.

The Contracting Partners are not entitled
to any remuneration or reimbursement
other than that set forth in this Agreement
and its Appendix 1 or other agreements
concluded with the Sponsor, unless
approved in advance by the Sponsor in
writing.

Any payment and reimbursement will be
paid to the Center sixty (60) days from
the date of receipt of the applicable,
undisputed invoice, which shall meet all
requirements stipulated in applicable
laws regulating value-add tax.

The invoice number of the Center will be
used as a variable symbol on the basis of

agreed documents delivered to the
Center.
Payments will be made in EURO

currency and all potential bank fees are
borne by the Sponsor.
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Pokial sa nedohodne inak, bude za
preberanie faktir pracoviska skuSania a
spracovanie platieb zodpovedat CRO.
Vsetky otazky tykajice sa faktar centra
skuSania alebo platieb sa maju adresovat
spolo¢nosti CRO na kontaktné Udaje
uvedené v Prilohe 1.

V pripade, ze CRO nezasle Centru vyssie
uvedeny prehlad (névrh faktiry) na
odsuhlasenie v lehote 30 dni odo dna
ukoncenia kalendarneho pol roka, zasle
Centrum CRO a ak CRO uvedeny
prehlad (navrh faktary) ani v lehote 30
dni od dorucenia takejto vyzvy, je
Centrum opravnené vystavit' faktaru a
CRO je povinny uhradit’ Centru odmenu
a finan¢né nahrady za vSetky fakturované
Ukony vykonané v obdobi kalendarneho
pol roka, Hlavnym skuSajucim a/alebo
inymi Clenmi $tudijného timu.

V pripade, ze Centrum zisti, ze st v
prehlade (navrhu faktiry) nedostatky
tieto ozndmi CRO, ktory je povinny ich
odstranit. Ak ma CRO zato, Zze v
prehlade (ndvrhu faktiry) Ziadne
nedostatky nie su, oznami toto Centru.
Centrum a CRO su nasledne povinni si
navzajom poskytnut’ sucinnost’
nevyhnutnd na odstranenie pripadnych
rozporov.

Ak neodstrdni CRO nedostatky v
prehlade (navrhu faktary) ani v lehote 45
dni odo diia dorucenia oznamenia podla
predchadzajuceho odseku, alebo v tej
istej lehote neoznami Centru, ze V
prehlade (navrhu faktiry) Ziadne
nedostatky nevidi, plati, Ze rozhodny pre
vystavenie faktiry je prehlad (navrh
faktary) v zneni pripomienok Centra, na
zaklade ktorého je Centrum opravnené
vystavit' faktaru a CRO je povinny

CRO will receive the Center invoices and
process payments unless otherwise
agreed. Any queries regarding Center
invoices or payments should be directed
to CRO at the contact details outlined in
Appendix 1.

In the case that the CRO does not send
the Center the aforesaid overview (draft
invoice) for approval within 30 days of
the end of the calendar half a year the
Center shall send the CRO a written
reminder and if the CRO does not send
the aforesaid overview (draft invoice)
within 30 days of receipt of the reminder,
the Center shall have the right to issue an
invoice and the CRO shall pay the Center
the  remuneration and  financial
reimbursement for all invoiced activities
performed during the calendar half a
year, by the Principal Investigator and/or
other Clinical Trial Team Members.

The Center will promptly report any
potential deficiencies in the overview
(draft invoice) to the CRO, and the CRO
must remedy such deficiencies. In the
case that the CRO believes that the
overview (draft invoice) has no
deficiencies, the CRO shall announce it
to the Center. The Center and the CRO
must then cooperate as necessary to
rectify such discrepancies.

In the case that the CRO fails to remedy
deficiencies in the overview (draft
invoice), or fails to inform the Center that
the CRO believes that the overview (draft
invoice) has no deficiencies, within 45
days of announcement based on the
previous paragraph, the Center shall use
its version of the overview (draft
invoice), based on which the Center shall
issue an invoice and the CRO shall have
to pay the remuneration and financial
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odmenu a finanéné nahrady za
fakturovaneé vykony vykonané v obdobi
kalendarneho  polroka, Hlavnym
skuajucim a / alebo inymi Clenmi
Studijného timu centru uhradit’.
44 CRO ma pravo zadrzat az 10% z
prisluSnej sumy odmeny za obdobie
kalenddrneho pol  roka (dalej len
"zadrzné“). CRO sa zavizuje uhradit’
Centru z&drzné potom, c¢o budu
predlozené vsetky prislusné CRF, budu
zodpovedané vsetky otazky s ohladom
na data obsiahnuté v tychto CRF a budu
odstranené vSetky nespravnosti a
nedostatky v Udajoch v databaze.
Pokial’ tato Zmluva neustanovi inak,
vSetky sumy uvedené v tejto Zmluve a v
ich priloh&ch si uvedené bez DPH. Ak
niektoré platby za sluzby podliehaju
DPH, CRO zaplati prislusni sumu DPH
vo vyske podla pravnych predpisov
u¢innych ku diu  uskutocnenia
zdanitelného plnenia na zaklade
prislusného dafiového dokladu
(faktary), ktora bude spinat vsetky
nalezitosti  predpisané  prislusSnymi
pravnymi predpismi. Centrum nesie
zodpovednost’ za uhradenie vSetkych
ostatnych dani v savislosti s platbami na
zaklade tejto Zmluvy.

4.5

4.6  Zmluvni partneri su si vedomi, ze
Zadavatel mobze zverejnit na centralnej
webovej stranke koncernu
https://clinicaltrials.gov/ platby a iné plnenia
tykajuce sa vyskumu a vyvoja, tj. (1) platby
vykonané zo strany Zadavatela na zadklade
tejto Zmluvy a (2) vSetky vydavky na
ubytovanie, suvisiace vydavky na
obcCerstveniec a na dopravu Zmluvnych
partnerov, ktoré Zadavatel’ uhradi na zaklade
tejto Zmluvy a (3) vSetky kongresové
registracné poplatky, ucCastnicke poplatky
alebo obdobné poplatky, ktoré Zadavatel
uhradi na zaklade tejto Zmluvy, a to
anonymnym spbsobom, (t. j. na agregovanej
arovni). Tieto informacie moézu byt tiez

reimbursement for invoiced activities
performed during the calendar half an
year by the Principal Investigator and/or
other Clinical Trial Team Members.

4.4 The CRO has the right to retain up to
10% of the remuneration for the calendar
half a year, (hereinafter referred to as the
“Retainer”). The CRO agrees to pay the
Center the Retainer after all relevant
CRFs were submitted, all questions
concerning CRF data were answered, and
all incorrect or incomplete data in the
database were rectified.

45 Unless otherwise stated in this
Agreement, no amounts specified in this
Agreement and its Appendices include
VAT. In the case that any payment for
services is subject to VAT, the CRO
shall pay the relevant VAT amount
stipulated in legal regulations effective
as of the date of taxable supply based on
the relevant tax document (invoice) that
shall meet the requirements laid down in
applicable legal regulations. The Center
shall be responsible for paying any other
tax with respect to the payments made
based on this Agreement.

4.6 The Contracting Partners understand that
the Sponsor may disclose on the central
website of the https://clinicaltrials.gov/
any payment and any transfer of value
relating to research and development, i.e.
(1) payments made by Sponsor under this
Agreement and (2) any cost of
accommodation, refreshments and
travel of the Contracting Partners, which
Sponsor covers under this Agreement
and (3) any congress registration or
participation fees or similar fees, which
Sponsor covers under this Agreement, all
this in an anonymized way (i.e., on
aggregated level). This information may
also be disclosed as a part of this
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publikované ako sucast’ tejto Zmluvy v registri
zmliv na zéklade ustanovenia 85a a § 5b
zékona ¢.211/2000 Z.z., o slobodnom pristupe
k informaciam a o zmene a doplneni
niektorych zdkonov v zneni zikona ¢.
546/2010 Z.z. (zakon o slobode informécii) .
Bez ohladu na vysSie uvedené moze
Zadavatel' zverejnit prevod akejkol'vek
hodnoty poskytnutej v ramci tejto Zmluvy.

4.7 Nahrady subjektu skusania st vyplacané
Centrom v sulade s touto Zmluvou a
Protokolom. Pravidla pre vyplacanie su
bliz§ie upravené v prilohe ¢. 7 k tejto
Zmluve.

Cl. 5 - Prava k vysledkom

5.1 Zadavatelovi patria vyhradné prava ku
vSetkym vysledkom, tdajom zisteniam,
objavom, vyndlezom a Specifikacidm,
bez ohladu na to ¢i st sposobilé byt
predmetom patentovej ochrany alebo nie,
ktoré vznikli, boli vytvorené, odvodené,
vyprodukované, objavené, vymyslené
alebo inak urobené Centrom, Hlavnym
sktiSajucim a/alebo Clenmi $tudijného
timu v suvislosti s vykonavanim Studie,
skaSanym liekom alebo ddvernou
informaciou(dalej len “Vysledky”).
Zmluvni partneri tymto vopred postupujd
vSetky svoje majetkové prava k
Vysledkom na Zadavatel'a a Zadavatel
tieto postUpené prava prijima. Odmena za
tento prevod je uz zahrnuta v odmene
Zmluvnych partnerov podla ¢l. 4 tejto
Zmluvy. Zmluvné partneri neziskavaju k
Vysledkom plnenim tejto Zmluvy Ziadne
prava.

5.2 VSetky zdravotnicke dokumenticie a
povodna zdrojova dokumentécia zostanu
majetkom Centra; avSak, Zadavatel je
opravneny ich pouzit' v sulade s touto
Zmluvou a ;na zaklade suhlasu, ktory
udelia subjekty skuSania. Spristupnenie

Agreement in the Agreements Register
pursuant to section 5a and section 5b of
Act No. 211/2000 Coll., on free access to
information and on amendments to
certain acts, as amended by Act No.
546/2010 Coll. (Freedom of Information
Act). Notwithstanding the
aforementioned, the Sponsor may also
disclose any transfer of value under this
Agreement.
4.7 Reimbursements to trial subjects shall be
made by the Center in compliance with
this Agreement and the Protocol.
Payment rules are specified in detail in
Appendix 7 to this Agreement.

Article 5 — Rights to Results

5.1 The Sponsor shall own the exclusive
rights to all results, data, findings,
discoveries, inventions and
specifications, whether patentable or not,
that were originated, conceived, derived,
produced, discovered, invented or
otherwise made by the Center, the
Principal Investigator and/or Clinical
Trial Team Members resulting from the
Clinical Trial, Investigational Medicinal
Product, or Confidential Information
(hereinafter referred to as “Results®).
The Contracting Partners hereby assign
all of their proprietary rights to Results to
the Sponsor in advance and the Sponsor
accepts such assigned rights. The royalty
fee for this assignment is already
included in the remuneration of the
Contracting Partners under Article 4 of
this  Agreement. The Contracting
Partners shall not acquire any rights to
Results by performing this Agreement.

5.2 All medical records and original source

documents shall remain the property of

the Center; however, the Sponsor shall
be permitted to use them in accordance
with this Agreement and based on the
consent of trial subjects. Disclosure of
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5.3

5.4

5.5

5.6 Zadavatel’

Vysledkov ~ akémukol'vek  subjektu,
vratane Zmluvnej vyskumnej organizacie
¢i etickej komisie alebo regulaéného
organu nebude povazované za udelenie
vlastnickeho prava k tymto informéaciam
tychto subjektov.

V rozsahu, v akom prava dusevného

5.3

Results to any subject, including a
contracted research organization, ethics
committee or regulatory authority, shall
not be deemed as granting the ownership
of such information to these entities.

To the extent intellectual property rights

vlastnictva k Vysledkom nie su to Results are legally not assignable, the
prevoditené, udelujii tymto Zmluvni Sponsor is hereby granted by the
partneri Zadavatelovi vyhradnt, Contracting Partners an exclusive,
neodvolatelnt v mieste a case worldwide, sub-licensable, time-
neobmedzent  licenciu s  pravom unlimited and irrevocable license for

udelovat’ sublicencie, a to na vSetky
spOsoby pouzitia tychto Vysledkov.
Naklady za tato licenciu su uz zahruté v
odmene Zmluvnych partnerov podl'a ¢l. 4
tejto Zmluvy. Centrum sa zavazuje
vyvinut maximalne usilie na to, aby
skuto¢ni vlastnici tychto prav dusevného
vlastnictva, t. j. zamestnanci Centra a /
alebo  zainteresované tretie strany,
umoznili Centru udelit’ vysSie uvedent
licenciu Zadavatel'ovi.

Pre odstranenie pochybnosti plati, Ze
zmluvné strany suhlasia stym, ze
vyndlezy, ktoré su vylepSeniami, alebo
novym pouzitim novym davkovanim c¢i
novymi liekovymi galenickymi formami
Skusaného  lieku  si  vyluénym
vlastnictvom Zadavatel'a a zaobchadza sa
s nim ako s VVysledkami.

Zmluvni partneri sa zavdzuji zabezpecit’,
ze vsetky Vysledky (dalej len
“Vynalezy”), dosiahnuté zamestnancami
Centra alebo inymi stranami zahrnutymi
Zmluvnymi partnermi do vykonavania
Klinického skuSania, budi bezodkladne
oznamen¢ Zadavatelovi.

alebo ktorakol'vek s nim
Prepojena osoba su v pripade potreby
opravneni podat’ prihlasku patentu pre
tieto Vysledky vo svojom mene alebo v
mene urcenej tretej strany, na vlastné
naklady. Zmluvni partneri zabezpecia,

5.4

5.5

5.6

unlimited use of these Results. The cost
of this license is already included in the
remuneration of the Contracting Partners
under Article 4 of this Agreement. The
Center shall make maximum efforts so
that the actual owners of the intellectual
property rights, i.e. employees of the
Center and/or involved third parties,
would allow the Center to grant the
aforementioned license to the Sponsor.

For avoidance of any doubts, the
Contracting Parties agree that an
invention that is an improvement, a new
treatment indication, a new posology or a
new drug galenic of the Investigational
medicinal product shall be the sole
property of the Sponsor and treated as if
it were Results.

The Contracting Partners agree to ensure
that all Results made by employees of the
Center or other parties included in the
Clinical Trial by the Contracting Partners
shall be disclosed and reported to the
Sponsor without undue delay.

The Sponsor or any of its Affiliates shall
have the right to file a patent application,
if applicable, for such Results under its
own name or under the name of a
designated third party and at its own
expense. The Contracting Partners shall
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5.7

aby vSetci zamestnanci zmluvného
partnera a jednotlivi subdodavatelia
(d’alej len ,,personal®) boli zamestnani
za podmienok, za ktorych vsSetky prava
duSevného vlastnictva vytvorené alebo
vytvorené takymto personalom
zmluvného partnera v suvislosti s
Klinickym sktSanim budd zverené
Zadavatelovi a ktorych sa — v rozsahu
povolenom prisluSnymi zdkonmi -
vzdava akékolvek moralne prava
vyplyvajuce z takychto prav dusevného
vlastnictva. Zmluvni partneri s povinni
(a zabezpecia, aby personal zmluvného
partnera a vSetci zmluvni partneri
dodrziavali odsek 13.17 s cielom
zdokonalit, potvrdit’, formalizovat’ alebo
dosiahnut' postapenie vSetkych prav
dusevného vlastnictva vo vysledkoch

Zadavatel’ a jeho Prepojené osoby mézu
uzivat, rozmnozovat a prevadzat
anonymizované radiologicke /
diagnostické  snimky zhotovené v
priebehu Klinického skusania v sulade s
ustanoveniami informovaného sdhlasu
na vSetky ucely, vedecké a/alebo
komerc¢né, v akejkolvek podobe a
akymkol'vek spdsobom, elektronickym
alebo mechanickym, vratane
vyhotovovania fotokdpii, elektronickych
zaznamov (napr. na CD-ROM), mikro-
kopii, alebo prostrednictvom systémov
uchovavania a obnovovania (dajov,
vratane databank a internetu. Na tento
ucel udelujd  Zmluvni  partneri
Zadavatel'ovi vyhradnu, miestom
neobmedzend, plne zaplatenq,
bezodplatnd a neodvolate'ni licenciu
vratane  prava udelit  sublicencie
Prepojenym osobam Zadavatela alebo
dodavatelov, na uzivanie vy$Sie
uvedenych snimok. Naklady za tuto
licenciu je uZz zahrnutd v odmene
Zmluvnych partnerov podla ¢l. 4 tejto
Zmluvy. Ak nie s Centrum alebo
Hlavny skuSajuci vlastnikmi prav k
tymto snimkam, Centrum a/alebo Hlavny

5.7

ensure that all Contracting Partner
employees and individual subcontractors
(“Personnel”) are employed on terms
under which all intellectual property
rights created or produced by such
Contracting  Partner  Personnel in
connection with the Clinical Trial shall
vest in the Sponsor and which -to the
extent permitted under applicable law-
waive any moral rights arising out of such
intellectual ~ property  rights.  The
Contracting Partners shall (and shall
procure that the Contracting Partner
Personnel and any contractors shall)
comply with Clause 13.17 in order to
perfect, confirm, formalize or achieve the
assignment of all intellectual property
rights in the Results.

The Sponsor and its Affiliates may
utilize, reproduce and transform
anonymized radiological/diagnostic
images made in the course of the Clinical
Trial, in compliance with the provisions
of the informed consent for any scientific
and/or commercial purposes, in any form
and by any means, electronic or
mechanical, including making
photocopies, electronic recordings (e.g.
on CD-ROM), micro-copies, or by any
data storage and retrieval systems,
including data banks and the Internet.
The Contracting Partners hereby grant to
the Sponsor an exclusive, worldwide,
fully paid up, royalty-free and
irrevocable license, with the right to grant
a sublicense to the Sponsor’s Affiliates or
contractors,  for the use  of
aforementioned images. The cost of this
license is already included in the
remuneration of the Contracting Partners
under Article 4 of this Agreement. In the
case that the Center or the Principal
Investigator is not the owner of these
rights to such images, the Center and/or
the Principal Investigator will procure
that the actual owner of these rights, i.e.
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skusSajuci sa zabezpeCi, aby skutocny
vlastnik tychto prav, tzn. zamestnanci
Centra a/alebo tretie osoby zahrnuté do
vykonavania  Klinického  skusania,
umoznili Zmluvnym strandm udelit’
vyssie uvedenu licenciu Zadavatelovi.
Zmluvni partneri potvrdzuju, ze vsetky
takéto snimky budu ziskané so suhlasom
subjektu skusania, spésobom, ktory bol
schvaleny Zadavatelom a odovzdany
Centru, a Zze nebudu obsahovat’ ziadne
informécie, prostrednictvom ktorych by
mohol byt identifikovany konkrétny
subjekt skusania.

CL 6 - Zachovavanie dévernosti

6.1  Zmluvni partneri sa  zavazuju
zaobchadzat so vSetkymi informaciami
prijatymi od Zadavatela alebo v jeho mene
alebo od Prepojenych osob Zadavatela v
suvislosti s Klinickym skaSanim , SkuSany
lieckom, Protokolom alebo touto Zmluvou
vratane bez obmedzenia s Vysledkami (d’alej
len ,,.DOverné informécie*) prisne doverne.
Zadavatel vynalozi primerané usilie na
oznacenie svojich Dovernych informécii ako
,Doverné®, avsak za predpokladu, ze Zmluvne
strany sa zaroven dohodli, zaobchadzat’ ako s
dévernymi aj s tymi informaciami, ktoré sice
ako ,,Doverné* nie su oznacené, ale mozu byt
povazované za Doverné informaécie, a to na
zaklade ich povahy alebo podmienok, ktoré sa
vztahovali k ich poskytnutiu alebo
spristupneniu, vratane vSetkych Udajov
tykajucich sa Klinického skusania, Gdajov pre
vnutornd potrebu,  alebo informacii
vytvorenych na zaklade Klinického skusania,
a to napriklad vratane Protokolu, stboru
informacii pre skusajuceho ¢i predbeznych
vysledkov Stiidie. Zmluvni partneri pouzivajl
Doéverné informacie iba na ucely plnenia tejto
Zmluvy nespristupnia takéto  Ddéverné
informécie ziadnej tretej pokial’ to nepovoli
Zadavatel. Zmluvni partneri mézu umoznit’
pristup k dévernym informaciam len osobam,

employees of the Center and/or third
parties involved in the Clinical Trial, will
grant the Contracting Partners the right to
license the aforementioned license rights
to the Sponsor. The Contracting Partners
warrant that all such images shall be
obtained with trial subjects’ consent, the
form of which shall be approved by the
Sponsor and submitted to the Center, and
that the images shall not contain any
information, through which the relevant
trial subject could be identified.

Article 6 — Confidentiality

6.1 The Contracting Partners agree to treat as
strictly confidential all information
received from or on behalf of the Sponsor
or any of its Affiliates in relation to the
Clinical Trial, the Investigational
medicinal product, the Protocol or this
Agreement, including without limitation
the Results (hereinafter referred to as
“Confidential  Information”). The
Sponsor shall use reasonable efforts to
mark its Confidential Information as
“Confidential”, provided, however, that
the Contracting Parties agree to also treat
as strictly confidential any information
that is not marked as “Confidential” but
can be considered Confidential
Information based on its nature or
conditions under which it was provided
or disclosed, including any data
concerning the Clinical Trial,
information for internal use only or
information created based on the Clinical
Trial, for example including the Protocol,
the dataset for the investigator or
preliminary results of the Clinical Trial.
The Contracting Partners shall only use
Confidential Information for the purpose
of performance of this Agreement and
will not  disclose Confidential
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ktoré sa s Dovernymi informaciami maju
potrebu zoznamovat'® na ucel poskytovania
sluzieb na zaklade tejto Zmluvy, a aj to len
vtedy, ak tieto osoby st viazané povinnostami
mlcanlivosti a nepouzivania, ktoré nie su
menej prisne ako tie, ktoré st uvedené v tomto
dokumente.

6.2 Povinnost na zachovavanie dovernosti sa
nevztahuje na vysledky Kilinického
skuSania vytvorené Zmluvnymi
partnermi, ktoré chci Zmluvni partneri
publikovat’ v sulade s ¢l. 7.

6.3 Pojem Doéverné informéacie, ako je
pouzivany v tejto Zmluve, sa nevzt'ahuje
na Gdaje a informécie v rozsahu, v akom
moézu Zmluvni partneri  preukézat
S prislusSnym pisomnym ddékazom, ze
takymto udajom ainformaciami (i)
Centrum alebo Hlavny skuSajtci
disponovali bez akejkol'vek povinnosti
zachovavat’ o nich ml¢anlivost’ v Case,
ked” boli spristupnené Zadavatelom
alebo jeho Prepojenymi osobami , alebo
menom niektorych z nich, (ii) st alebo sa
stanu sucast'ou verejnych informacii inak
ako konanim alebo opomenutim Centra
alebo Hlavného skuSajuceho, (ii1) ich
Centrum alebo Hlavny sktsajaci pravom
nadobudli od tretej strany, ktora nie je
voci Zadavatel'ovi alebo  jeho
Prepojenym osobam viazana vyslovnou
alebo implicitnou  povinnostou
mlcanlivosti, alebo (iv) boli vytvorené
nezavisle Centrom alebo Hlavnym
skasajucim bez odkazovania sa na
Doverné informacie alebo ich pouZitie.

6.4 NavySe su Zmluvni partneri opravneni
spristupnit’ Déverné informéacie v takom
rozsahu, v akom je takéto zverejnenie
vyzadované zakonom alebo
vykonatelnym sidnym rozhodnutim,

6.2

6.3

6.4

Information to any third party unless
otherwise permitted to do so beforehand
by the Sponsor. The Contracting Partners
may only provide access to Confidential
Information to persons that have a need
to know of the Confidential Information
for the purpose of providing services
based on this Agreement and only if such
persons are bound by confidentiality and
non-use obligations which are no less
stringent than the ones contained herein.

The confidentiality obligation shall not
apply to Clinical trial results generated by
the Contracting Partners which the
Contracting Partners desire to publish in
accordance with Article 7.

The term Confidential Information, as
used in this Agreement, does not apply to
data and information to the extent the
Contracting Partners can prove with
competent written evidence that such
data and information (i) were already in
possession of the Center or the Principal
Investigator without any confidentiality
obligation at the time of disclosure to
them by or on behalf of the Sponsor or
any of its Affiliates, (ii) are or become a
part of public information by means other
than by an act or omission on the part of
the Center or the Principal Investigator,
(iii) were legally acquired by the Center
or the Principal Investigator from a third
party not bound to the Sponsor or its
Affiliates by an explicit or implied
confidentiality obligation or (iv) were
created independently by the Center or
the Principal Investigator without
reference to Confidential Information or
its use.

Furthermore, the Contracting Partners
may disclose Confidential Information to
the extent required by law or an
enforceable court order, provided,
however, that the Contracting Partners
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avSak za podmienky, ze Zmluvni partneri
o tejto skutoCnosti v primeranom
c¢asovom predstihu informuju Zadavatel'a
a na jeho ziadost s nim budu
spolupracovatt v  snahe dosiahnut
opatrenia na ucely ochrany alebo iného
primeraného  pravneho  prostriedku.
Zmluvni partneri sa zavidzujui vyvinut
vSetko primerané Usilie, aby zabezpecili
dbverné zaobchadzanie s ktoroukol'vek z
Doévernych informacii, ktora bude
spristupnena.

shall give the Sponsor reasonable
advance notice and shall cooperate with
the Sponsor to seek a protective order or
any other appropriate remedy upon the
request of the Sponsor. The Contracting
Partners agree to make maximum
reasonable efforts to ensure confidential
treatment of any  Confidential
Information that shall be disclosed.

6.5 Tieto povinnosti zachovavat’ ml¢anlivost’ | 6.5 This confidentiality obligation and the
a zakaz  pouzivania  DOvernych prohibition to  use  Confidential
informacii podla tejto Zmluvy zostant v Information as specified in this

6.6

6.7

7.1

platnosti aj po skonéeni tejto Zmluvy.

Zmluvni partneri sa zavazuju po
ukonceni tejto Zmluvy alebo na Ziadost’
Zadavatela zlikvidovat a zmazat
Doverne informacie, ktorymi disponuju
alebo ich vratit’ Zadavatel'ovi.

Vsetky dohody existujtice pred uzavretim
tejto Zmluvy, ktoré sa tykaju dovernosti
vo vztahu k informéciam suvisiacim
s Klinickym skasanim, sa nahradzajd
touto Zmluvou a len pokial’ sa tykaju
Klinického skusania.

CL 7 - Publikovanie, tlatové spravy a
verejné oznamenia

Zadavatel' uznava zaujem Zmluvnych
partnerov na nekomerc¢nom vedeckom
publikovani Vysledkov, bez ohladu na
to, ¢i vysledok Klinického skusSania je
pozitivny alebo negativny. S ohl'adom na
opravnené zaujmy Zadavatela sa
Zmluvni partneri zavizuju dodrziavat

6.6

6.7

Agreement shall remain in effect even
after this Agreement is terminated.

The Contracting Partners agree to
liguidate and delete any Confidential
Information in their possession or to
return it to the Sponsor upon termination
of this Agreement or the request of the
Sponsor.

All pre-existing agreements regarding
confidentiality with regard to information
related to the Clinical Trial shall be
superseded by this Agreement and only
with regard to the Clinical Trial.

Article 7 — Publication, Press Releases and

7.1

Public Announcements

The Sponsor acknowledges the interest
of the Contracting Partners in the non-
commercial scientific publication of
Results, regardless of whether the
outcome of the Clinical Trial is positive
or negative. Considering the Sponsor’s
reasonable interests, the Contracting
Partners agree to comply with the
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nasledujuce povinnosti a podmienky na
publikovanie:

7.1.1Zmluvni partneri sa zaviazuju poskytovat

Zadavatelovi  vSetky  ndavrhy na
publikovanie alebo verejné prezentacie
tykajice sa Klinického skusSania alebo
Skusaného lieku alebo Vysledkov (dalej
len "Publikécie") najmenej Sestdesiat
(60) dni pred zamyslanym predlozenim
alebo prezentaciou Publikacie, aby ich
Zadavatel’ mohol skontrolovat'.

7.1.2Pokial’ Zadavatel' neoznami Zmluvnym

partnerom v ramci lehoty Styridsatpat’
(45) dni odo dna, ked’ mu bola doru¢ena
zamySlana Publikéacia, Zmluvni partneri
sa zavazuju pripomenut Zadavatelovi
predpokladany  datum  Publikacie.
Zmluvni partneri nie suU opravneni
publikovat’ Publikacie bez vyslovného
sthlasu Zadavatela.

7.1.3 Zmluvné strany berd na vedomie a

suhlasia, ze v pripade multicentrickych
stadii sa Vysledky Klinického skusania
publikuju iba prostrednictvom
koordinacie so Zadavatelom na ucel
kombinovania vysledkov zo vsetkych
centier zucastnenych Klinického
skusania. Zmluvni partneri st opravneni
publikovat” Vysledky z ich Centier za
podmienky, ze celkové vysledky neboli
publikované do osemnastich (18)
mesiacov od dokonéenia  Klinického
skiSania, a sucasne za podmienky
postupovania v sulade s podmienkami
stanovenymi v tomto ¢lanku 7.

7.1.4 Zadavatel a Zmluvni partneri sa zavazuju

prediskutovat vsetky rozdiely v nazoroch
na zamysl'any obsah Publikécie s ciel'om
ndjst’ rieSenie uspokojivé pre Zadavatela
aj pre Zmluvnych partnerov. Zadavatel je
opravneny navrhnut akékolvek zmeny
Publikacie, ktoré odoévodnene povazuje
za potrebné na vedecké ucely. Zmluvni

711

7.12

following publication obligations and
terms:

The Contracting Partners agree to
provide the Sponsor with all proposed
publications or public presentations
relating to the Clinical Trial or the
Investigational medicinal product or
Results (hereinafter referred to as the
“Publication”) at least sixty (60) days
prior to the intended submission or
presentation of the Publication in order to
allow the Sponsor to review it.

If the Sponsor does not notify the
Contracting Partners within forty-five
(45) days of the Sponsor's receipt of the
intended Publication, the Contracting
Partners agree to remind the Sponsor of
the intended date of the Publication. The
Contracting Partners are not allowed to
publish Publications without the explicit
consent of the Sponsor.

7.1.3The Contracting Parties acknowledge

7.1.4

and agree that, in case of multi-center
studies, Results of the Clinical Trial are
published only through coordination with
the Sponsor in order to combine the
results of all centers participating in the
Clinical Trial. The Contracting Partners
may publish Results from their Centers
on the condition that overall results were
not published within eighteen (18)
months of the completion of the Clinical
Trial, subject to the compliance with the
terms set forth in this Article 7.

The Sponsor and the Contracting
Partners agree to discuss any difference
of opinion with regard to the intended
content of the Publication in order to find
a solution satisfactory for the Sponsor
and the Contracting Partners. The
Sponsor may recommend any changes in
the Publication, which the Sponsor
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partneri sa zavdzuji, Ze implementacia
takychto odport¢anych zmien nebude
bezdbvodne odmietnuta.

7.1.5Ak mozno o¢akavat, ze takato Publikacia

by mohla mat neziaduci ucinok na
zachovanie dovernosti ktorejkol'vek z
Dovernych  informdacii ~ Zadavatela,
Zmluvni partneri sa zavizuju zabranit
takejto Publikacii, ibaze by predmetna
Doverna informéacia nemohla byt
odstranena alebo zredigovana
z Publikacie k spokojnosti Zadavatela,
bez ujmy vedeckej spravnosti Publikacie.

7.1.6 Ak by Publikacia z pohl'adu Zadavatela

mohla mat neziaduci Uc€inok na
schopnost’ ziskat’ patentovi ochranu pre
akékol'vek Vysledky, Zadavatel ma
pravo pozadovat' odklad Publikacie na
primerani dobu na ucel pripravy a
podania Ziadanej patentovej prihlasky
Zadavatel'om alebo v jeho mene, avSak
tdito doba nesmie presiahnut' Sest’ (6)
mesiacov.  od datumu, kedy bola
Zadavatelovi Publikdcia dorucend na
kontrolu. Zadavatel’ ma pravo pozadovat’
dalsi odklad Publikacie, ak patentova
prihlaSka bola podana a ak prihlaSka s
pravom prednosti je nedplna a v ramci 1
roka od podania prihlasky s pravom
prednosti musi byt do Ziadosti doplneny
predmet patentovej prihlasky. V tomto
pripade ma Zadavatel’ pravo pozadovat
odklad akejkol'vek Publikacie az do
doplnenia prihlasky s prdvom prednosti.
Zadavatel nebude zakazovat’ Publikaciu
na zaklade tohto ¢lanku 7.1.6 v pripade,
ked informacia, ktora je sposobila byt
predmetom patentovej ochrany, bola z
planovanej Publikacie odstranena.

7.1.7Zmluvni partneri sa zavdzuju zahmut' do

kazdej Publikécie ustanovenia
informujuce, Ze vytvorenie udajov bolo
podporené Zadévatelom a stcasne sa

7.15

7.16

reasonably deems necessary for scientific
purposes. The Contracting Partners agree
that the implementation of such
recommended changes shall not be
unreasonably refused.

If such Publication is expected to have an
adverse effect on the confidentiality of
any of the Sponsor’s Confidential
Information, the Contracting Partners
shall prevent such Publication, unless the
Confidential Information can be removed
or redacted from the Publication to
Sponsor’s satisfaction without detriment
to the scientific correctness of the
Publication.

If the Publication may - in the Sponsor’s
view - have an adverse effect on the
ability to obtain patent protection for any
Results, the Sponsor may request a delay
of the Publication for a reasonable period
of time in order to enable the preparation
and filing of any desired patent
application by, or on behalf of, the
Sponsor; such period, however, may not
to exceed six (6) months from the day the
Sponsor  received the intended
Publication for review. The Sponsor may
request a further delay of the Publication
in the case that the patent application has
been filed and the priority application is
incomplete, and the subject-matter must
be added to the application during the
priority year. In such case, the Sponsor
has the right to request a postponement of
any Publication until completion of the
priority application. The Sponsor shall
not prohibit the Publication on the basis
of this Article 7.1.6 if the patentable
information was removed from the
planned Publication.

7.1.7 The Contracting Partners agree to include

in every Publication information that the
creation of data was supported by the
Sponsor as well as information about
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7.2

7.3

7.4

Zmluvni partneri zavézuji informovat o
svojej miere angazovanosti na Klinickom
skiiSani 1 a prospechu, ktory im z
Klinického skusania plynul. Autorstvo a
uznanie za vedecké publikovanie by mali
byt v stlade s jednotnymi poziadavkami
na rukopisy vydanymi Medzinarodnym
vyborom redaktorov lekarskych
casopisov - ICMJE (Uniform
Requirements for Manuscripts).

Zmluvni partneri sa zavdzuji zaviazat
rovnakymi povinnostami a
poziadavkami na publikovanie, ktoré st
stanovené v ¢l. 7.1 tieZ vietkych Clenov
Studijného timu.

Povinnosti stanovené v ¢l. 7.1 zostant v
platnosti dalSich patnast’ (15) rokov po
pred¢asnom ukonceni alebo po ukonceni
tejto Zmluvy.

Zadavatel je opravneny zverejnit
vysledky Klinického  skuSania
spbsobom, ktory uzna za vhodny, a to ako
po celt dobu trvania tejto Zmluvy, tak aj
po jej ukonceni, dalej je Zadavatel
opravneny umiestnit informdcie o
Klinickom sktSani a o Vysledkoch na
internet, napr. na stranky
www.ClinicalTrials.gov (zverejnenie
registra) a na stranky pre zverejnenie
vysledkov, na  firemné  stranky
Zadavatela (zverejnenie registra a
vysledkov) a v ktorejkol'vek databaze
alalebo v registri v stlade s pravnymi
predpismi a s prislusnymi normami vo
vzt'ahu k rozsahu, forme a obsahu.

7.2

7.3

7.4

their involvement in the Clinical Trial
and their benefits from the Clinical Trial.
Authorship and acknowledgements for
scientific  publications  should be
consistent with the Uniform
Requirements for Manuscripts issued by
the International Committee of Medical
Journal Editors (ICMJE).

The Contracting Partners agree to impose
the same obligations and requirements
for publications as set forth in Article 7.1
on all Clinical Trial Team Members.

The obligations set forth in Article 7.1
shall remain in effect for another fifteen
(15) years after early termination or
expiration of this Agreement.

The Sponsor may publish Results of the
Clinical Trial in any manner it deems
appropriate, both during, and following
termination of this Agreement; the
Sponsor may also post information about
the Clinical Trial and Results on the
Internet, e.g. on www.ClinicalTrials.gov
(register posting) and on websites for
results posting, on the Sponsor’s
company website (register and results
posting) and in any other database and/or
registry required by laws in accordance
with applicable standards regarding
scope, form and content.

7.5 Zmluvni partneri sa zavazuju | 7.5 The Contracting Partners agree not to
nepublikovat’ Ziadne tlatové spravy publish any press release or any other
alebo iné verejné oznamenia o Klinickom public announcements about the Clinical
skusani, Vysledkoch Klinického Trial, Results of the Clinical Trial and/or

skusania a/alebo Skusanom lieku bez
predchadzajuceho pisomného sdhlasu
Zadavatela, s vynimkou informécii, ktoré
si  uz verejne  dostupné  na
www.clinicaltrials.gov alebo na

the Investigational medicinal product
without the Sponsor's prior written
consent, except for information already
publicly available on
www.clinicaltrials.gov or the academic
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7.6

8.1

8.2

akademickej webovej stranke inStitacie
za Ucelom zdpisu a informovanosti o
samotnej Studii, tak ako bolo v minulosti
schvélené Zadavatel'om.

Nézov Zadéavatel'a nesmie byt pouZivany
v ziadnom reklamnom, propaga¢nom
alebo inom materidli  Zmluvnych
partnerov bez predchadzajlceho
pisomného schvalenia Zadavatel'om.

Cl. 8 - Zodpovednost’ a odikodnenie

Zmluvni  partneri sa  zavazuju
Zadavatel'ovi nahradit’ akékol'vek naroky
alebo ujmu (vratane ujmy nemajetkovej a
smrti subjektu skuSania) vzniknutej z
dévodu (i)  nedbanlivého  alebo
umyselného protipravneho konania alebo
opomenutia; (ii) porusenia ktorejkol'vek
z povinnosti prijatych na zaklade tejto
Zmluvy, pisomnych pokynov
Zadavatela alebo  Protokolu;  (iii)
poruSenia platnych pravnych predpisov
ktorymkol'vek z nich, alebo
ktorymkol'vek zo zamestnancov Centra
alebo Zmluvnych partnerov, ktori budu
participovat’ na plneni tejto Zmluvy.
Zadavatel je Zmluvnym partnerom
(oznacovani len ,,OdSkodnovana
strana“ na ucely tohto clanku 8)
v pripade naroku subjektu sktisania, ked’
skasany liek alebo akykol'vek klinicky
zasah alebo postup vyzadovany a
vykonavany alebo podavany v sdlade s
protokolom priamo spésobil telesné
poskodenie alebo smrt uvedenému
subjektu skuSania, za predpokladu, Ze
takyto narok subjektu skuSania:

8.2.1 nevznikol z dévodu, ze Odskodnovana

strana nekonala v sulade (@) s
podmienkami  tejto  Zmluvy;  (b)
Protokolom; (c) vSetkymi prislusnymi
pravnymi  predpismi a pravidlami
upravujacimi vykonavanie Klinického
sktsania, a/alebo (d) bezpecnostnymi

7.6

website of the Institution for purposes of
enrollment and awareness of the Study
itself as previously approved by Sponsor.

The name of the Sponsor may not be used
in any advertising, promotion, or any
other material of the Contracting Partners
without the Sponsor's prior written
authorization.

Article 8 — Liability and Indemnity

8.1 The Contracting Partners agree to

8.2

indemnify the Sponsor for any claim or
damage  (including  non-pecuniary
damage and death of trial subject)
incurred as a result of (i) a negligent or
intentional act or omission to act; (ii) a
breach of any obligations assumed under
this Agreement, the Sponsor’s written
instructions, or the Protocol; or (iii)
breach of applicable laws or regulations
by either of them or any employee of the
Center or contractors used for the
purposes of this Agreement.

The Sponsor agrees to indemnify the
Contracting Partners (referred to as the
“Indemnified Party” for purposes of
this Article 8) for a trial subject claim that
the Investigational medicinal product or
any clinical intervention or procedure
required by and performed or
administered in accordance with the
Protocol has directly caused bodily injury
or death to the said trial subject, provided
that such trial subject claim:

8.2.1did not arise from the failure of the

Indemnified Party to comply with (a) the
terms of this Agreement; (b) the Protocol;
(c) all applicable laws and regulations
governing the performance of the
Clinical Trial; and/or (d) safety measures
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opatreniami a pisomnymi pokynmi
Zadavatel’a alebo jeho Prepojenych osob;

8.2.2 nevznikol z dévodu nedbanlivostného

alebo  Umyselného  konania alebo
opomenutia  Odskodnovanej  strany;
a/alebo

8.2.3 nie je plne hradend z poistenia
dohodnutého v sulade s pravnymi
predpismi v prospech Odskodnovanej
strany.

8.3 Dalej plati, Ze ak vznikne taky narok iba
sCasti z dovodov na strane
OdSkodnovanej strany uvedenych v ¢l
8.2.1, alebo 8.2.2, Odskodnovanej strane
vznikd narok na ndhradu ujmy voci
Zadavatel'ovi v rozsahu, v akom vznikol

narok mimo dévodov uvedenych v ¢L.
8.2.1 a/alebo 8.2.2.

8.4 Pravo Zmluvnych partnerov na nahradu
ujmy podla ¢l. 8.2 dalej nevznikne a
Zadavatel nebude mat povinnost
nahradu ujmy poskytnit, s vynimkou
ods. 8.4.3, len v rozsahu, v ktorom bude
mat’ poruSenie niektorej z niZSie
uvedenych povinnosti, zo strany
Zmluvnych partnerov:

8.4.1 Zmluvni partneri sa zavazuju pisomne
informovat’ Zadavatel'a o kazdom naroku
a/alebo zalobe v maximalnom moznom
rozsahu, podla tychto ustanoveni o
nahrade ujmy, ato do pat’ (5) dni odo dna,
ked’ sa o nich dozvedia, a stcasne sa
zaviazuji umoznit’ Zadavatelovi, aby
schval'oval vSetky ukony a obranu proti
takto uplatnenému naroku alebo zalobe
vratane rozhodovania o urovnani sporu;

8.4.2 Zmluvni partneri su povinni
spolupracovat’ so Zadavatelom a jeho
pravnymi zastupcami a poistovatel'mi pri
obrane proti takému naroku alebo zalobe,

and written instructions of the Sponsor or
its Affiliates;

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

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

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

8.4 The Contracting Partners shall not be

entitled to indemnification under Article

8.2 and the Sponsor shall not provide

indemnification, with the exception of

Paragraph 8.4.3, if the Contracting

Partners breach any of the following

obligations:

8.4.1 The Contracting Partners agree to notify
the Sponsor in writing and as much as
possible about a claim and/or lawsuit
according to these provisions on
indemnification within five (5) days of
learning about such a claim or lawsuit
and to allow the Sponsor to approve all
acts and defense against such a claim or
lawsuit, including the right to decide on
its settlement;

8.4.2 The Contracting Partners must cooperate

and require its employees to cooperate,

with the Sponsor and its attorneys and
insurers in the defense of such a claim or
lawsuit; and
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a zabezpecit' taktto spolupracu to strany
svojich zamestnancov; a

8.4.3 Zmluvni partneri nesmi uznat ani
uspokojit’  ziadny takyto ndrok mimo
alebo v ramci stdneho konania bez
predchadzajaceho pisomneho sthlasu

Zadavatela.
8.5 Zadavatel v najvicSom rozsahu
povolenom prisluSnymi zdkonmi nenesie

zodpovednost’ za ziadne (i) ndhodné Skody,
(i1) nésledné skody, (iii) nepriame Skody, (iv)
Specidlne Skody, (v) stratené obchody, (vi)
stratené alebo ocakdvané uspory, (vii) usly
zisk, (viii) stratené Udaje, (ix) stratene dobré
meno alebo (x) naroky tretich stran (okrem
tych, ktoré su uvedené v tejto Casti 8), €1 uz
predvidatelné alebo nepredvidatelné,
vyplyvajuce z alebo v suvislosti s klinickym
sktisanim alebo zmluvou, aj ked’ sponzor bol
informovany, vedel alebo mal vediet o
moznosti takychto $kdd a bez ohl'adu na formu
konania, ¢i uz v zmluve alebo v ramci deliktu,
vratane  nedbanlivosti a  objektivnej
zodpovednosti .

8.6 Zadavatel je povinny uradit vSetky
néklady spojené s

1.

klinickym skaG$anim vratane ndkladov na
skasané humanne produkty, skiSané humanne
lieky a huménne lieky uvedené v protokole a
nékladov  spojenych s  laboratornymi,
zobrazovacimi a  inymi  vySetreniami
uvedenymi v protokole a nakladov savisiacich
S poskytnutim Ustavnej zdravotnej
starostlivosti, ak je poskytnuta v savislosti s
klinickym sktSanim,

2.

lieCbou zdravotnych komplikacii a pripadnych
trvalych néasledkov na zdravi vzniknutych
ucastnikovi v dosledku klinického skusania,
3.

uzatvorenim zmluvy o poisteni zodpovednosti
zadavatela za Skodu sposobent ucastnikovi
klinického skusSania, ak by v suvislosti s

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

8.5 To the fullest extent permitted under
applicable law, Sponsor shall not be
liable for any (i) incidental damages, (ii)
consequential damages, (iii) indirect
damages, (iv) special damages, (v) lost
business, (vi) lost or anticipated savings,
(vii) lost profits, (viii) lost data, (ix) lost
goodwill, or (x) third party claims (except
for those set forth under this section 8),
whether foreseeable or not, arising out of
or in connection with the Clinical Trial or
the Agreement even if Sponsor has been
advised, knew, or should have known, of
the possibility of such damages and
regardless of the form of action, whether
in contract or in tort, including
negligence and strict liability.

8.6 The sponsor shall be responsible for
covering any costs associated with

1. the clinical trial, including the costs of
any investigational human products,
investigational human drugs, and
human drugs specified in the protocol,
the costs associated with any
laboratory, imaging, and other tests
and assessments specified in the
protocol, and the costs associated with
the provision of institutional health
care, if such institutional health care is
related to the clinical trial;

2. the treatment of medical
complications and possible persistent
negative health outcomes for the
subjects resulting from their
participation in the clinical trial;

3. conclusion of insurance policy
covering the liability of the sponsor
for damages that might be caused to
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klinickym skasanim doslo k poskodeniu
zdravia alebo tmrtiu ucastnika,

4.

uzatvorenim zmluvy o poisteni zodpovednosti
poskytovatela zdravotnej starostlivosti za
Skodu, ktorda moZze byt spdsobena ticastnikovi.

8.7 Nic¢ v tejto Zmluve nevylucuje ani nijakym
sposobom  neobmedzuje = zodpovednost’
zmluvnej strany za (i) podvod; (ii) smrt’ alebo
zranenie 0sOb spdsobené jeho nedbanlivostou;
(ii1) poruSenie akejkol'vek povinnosti, pokial
ide o vlastnicke pravo vyplyvajlce zo zadkona
alebo v suvislosti s ustanoveniami o0
dovernosti alebo duSevnom vlastnictve
uvedenymi v tomto dokumente; alebo (iv)
akukol'vek zodpovednost’ v rozsahu, v akom
ju nemozno vylac¢it alebo obmedzit na
zéklade platného préava.

8.8 CRO sa vyslovne zrieka akejkol'vek
zodpovednosti v suvislosti so skiSanym
liekom, vratane akejkol'vek zodpovednosti za
akykol'vek narok vyplyvajuci zo stavu
spbsobeného alebo (dajne spdsobeného
akymikol'vek postupmi klinického skuSania
spojeného s takymto vyrobkom, okrem
pripadov, ked je takdto zodpovednost
sposobena  nedbanlivostou,  umyselnym
nespravnym konanim alebo porusenim tejto
zmluvy zo strany CRO.

CL. 9 — Poistenie

9.1 CRO zabezpeci, ze Zadavatel zodpoveda
za zabezpeCenie poistenia na ucel
Klinického skuSania v sulade s
prisluSnymi pravnymi predpismi. Na
tento ucel CRO zabezpeci, ze Zadavatel’
ma poistenie zodpovednosti Zadavatela a
Centra za Skodu (vratane nemajetkove;j
ujmy, okrem nemajetkovej ujmy
sposobenej porusenim prav na ochranu
osobnosti ¢i mena, urazkou na cti,
ohovaranim, Sikanovanim, obt'azovanim,
nerovnakym zaobchadzanim ¢i inymi
spbsobmi diskriminacie),
prostrednictvom ktorého je zabezpecené
aj odskodnenie v pripade smrti subjektu
sktiSania alebo v pripade ujmy vzniknutej

the subjects, in the event that a subject
suffers physical injury or death related
to the clinical trial;

4. conclusion of insurance policy
covering the liability of the health care
provider for damages that might be
caused to the subjects;

8.7 Nothing in this Agreement shall exclude
or in any way limit a Contracting Party’s
liability for (i) fraud; (ii) death or
personal injury caused by its negligence;
(iii) breach of any obligation as to title
implied by statute or with respect to the
confidentiality or intellectual property
provisions herein; or (iv) any liability to
the extent the same may not be excluded
or limited as a matter of applicable law.

8.8 CRO expressly disclaims any liability in
connection with the Investigational
medicinal product, including any liability
for any claim arising out of a condition
caused by or allegedly caused by any
Clinical Trial 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 CRO.

Article 9 — Insurance

9.1 Sponsor takes out insurance for the
purposes of the Clinical Trial in
compliance  with  applicable legal
regulations. For these purposes, Sponsor
will take out insurance of liability of the
Sponsor and the Center for damage
(including the non-pecuniary damage,
with the exception of non-pecuniary
damage caused by violation of
personality or name protection rights, by
defamation, slander, bullying,
harassment, unequal treatment or by any
other way of discrimination), including
indemnification in case of death of a trial
subject or damage to health to a trial
subject due to the Clinical Trial
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10.1

na zdravi subjektu skusania v ddsledku
vykondvania  Klinického skuSania v
sulade s § 43 pism. h) bod 3 zakona o
liekoch. CRO rovnako zabezpeci, ze
Zadavatel Zze zabezpeCil poistenie
zodpovednosti Centra za $kodu, ktora
moze byt sposobend subjektu skusania v
sulade s § 43 pism. h) bod 4. zékona o
lieckoch. Pre wvylic¢enie pochybnosti
Zmluvné strany prehlasujl, Ze poistenie
podl'a tohto odseku nenahradza poistenie
vztahujuce sa k aktivitam, ktoré
nestvisia s Klinickym skuganim Studiou,
napr. bezné poskytovanie zdravotnych
sluzieb.

Cl. 10 - Ochrana a spristupnenie
osobnych udajov

Zmluvni partneri s si vedomi, Ze
Zadavatel alebo tretia osoba
Zadavatel'om poverena budu vkladat
Vysledky Klinického skusania a vSetky
spravy suvisiace s Klinickym sktSanim,
z4znamy o Skoleniach v mieste realizéacie
Klinického skusSania a vystupy =z
akychkolvek  auditov ~ vykonanych
Zadavatelom alebo v jeho mene podla
pravidiel spravnej klinickej praxe alebo
inSpekcii do internych elektronickych
databaz Zadévatel’a a / alebo tretich 0sob
poverenych Zadavatel'om. V ramci tejto
spravy udajov moézu byt v sulade s
poziadavkami pravidiel spravnej
klinickej praxe a prislusnych pravnych
predpisov na Useku ochrany osobnych
udajov uchovavané, spracované a pouzité
Zadavatel'om, jeho Prepojenymi osobami
a poverenymi tretimi stranami osobneé
udaje Hlavného skusajuceho, ako su
meno, priezvisko a adresa, financné
zaujmy podla Potvrdenia o finan¢nych
zaujmoch, a dalej tiez osobné udaje
inych zamestnancov Centra, Clenov
Studijné¢ho timu a ich zaangazovanie v
Klinickom sktSani a vystupy auditov
vykonanych Zadavatelom podla
pravidiel spravnej klinickej praxe alebo
in§pekcii (d’alej len ,,Udaje*) a pravnych
predpisov vztahujucich sa k ochrane

performance pursuant to Section 43,
letter h) point 3 of Pharmaceuticals Act.
Sponsor takes out insurance of liability of
the Centre for damage that may be caused
to the trial subject pursuant to Section 43
letter h) point 4 of Pharmaceuticals Act.
To eliminate any doubts, the Contracting
Parties acknowledge and agree that this
insurance does not replace insurance
covered activities which are not related to
the Clinical Trial, e.g. a regular provision
of medical services.

Article 10 — Personal Data Protection and
Disclosure

A.1 The Contracting Partners understand that
the Sponsor or a third party authorized by
the Sponsor shall enter Results of the
Clinical Trial, all reports related to the
Clinical Trial, site-training records and
outcomes of all audits performed by, or
on behalf of, the Sponsor into internal
electronic databases of the Sponsor
and/or third parties authorized by the
Sponsor in compliance with good clinical
practice rules or inspections. As part of
such data management, the personal data
of the Principal Investigator, such as first
and last name, address and financial
interests according to the Financial
Interests Declaration, as well as the
personal data of other employees of the
Center, Clinical Trial Team Members
and their involvement in the Clinical
Trial and outcomes of audits performed
by the Sponsor in compliance with good
clinical practice rules or inspections
(hereinafter referred to as “Data”) and
personal data protection laws may be
processed by the Sponsor, its Affiliates
and authorized third parties in abidance
with good clinical practice rules and
directly applicable personal data
protection laws. The Sponsor shall
provide Data to external public
databases, such as clinicaltrials.gov, as
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10.2

10.3 Zmluvni

osobnych udajov. Zadavatel bude
poskytovat  tieto Udaje externym
verejnym databdzam, ako je napr.
clinicaltrials.gov a v nevyhnutnom
rozsahu na zéklade prislusnych pravnych
predpisov tiez orgdnom verejnej moci.
Udaje budl spracovavané pre plnenie
pravnych povinnosti Zadavatela a pre
manazment klinickych skasok. Udaje
budu spracovavané po dobu neurditu,
najdlhsie vSak do naplnenia tcelu.

Zmluvni partneri sa zavdzuju zabezpecit,
ze do vykonavania Klinického skuSania
nebudll zaangazované ziadne fyzické
osoby, kym tieto osoby neudelia suhlas
so spracovanim svojich osobnych tejto
Zmluvy akym Zadavatelovi nezaSlu
kopie takéhoto vyslovného suhlasu.

partneri sa zavazuju
bezodkladne a pisomne informovat
Zadavatela o akomkolvek poruSeni
ustanoveni o bezpecnosti osobnych
udajov, v kazdom pripade vSak najneskor
do styridsatosem (48) dni od zistenia
takéhoto porusenia.

10.4 Zmluvni partneri a Zadéavatel’ sa zavdzuju

konat’ v stlade s prislusnymi pravnymi
predpismi na Useku ochrany osobnych
Gdajov, najmé s Nariadenim Eurdpskeho
parlamentu a Rady (EU) 2016/679 z 27.
aprila 2016 o ochrane fyzickych os6b pri
spracovani osobnych Gdajov a volnom
pohybe tychto udajov a o zruSeni
smernice 95/46/ES (vSeobecné
nariadenie o ochrane osobnych udajov
(GDPR)) , dalej so zakonom ¢. 18/2018
Z.z. o ochrane osobnych udajov a o
zmene a doplneni niektorych zakonov v
platnom zneni a v stlade s prislusSnymi
pokynmi Statneho Gstavu pre kontrolu
lie¢iv, najma pokynom MP 131/2018.

10.5 Zmluvni partneri suhlasia, ze kazdi z nich

bude dodrziavat svoje  prisluSné
povinnosti, ako sa vyzaduje podla
platnych pravnych predpisov o ochrane
sukromia a udajov, okrem iného vratane

10.2

well as, to the extent necessary under
applicable  law, to  government
authorities. Data shall be processed for
the purposes of compliance with the
Sponsor’s legal obligations and for the
purpose of the Clinical Trials. Data shall
be processed for so long the purpose for
which they are processed remains
outstanding.

The Contracting Partners agree not to
enroll any natural persons in the Clinical
Trial until such persons unambiguously
grant their consent to the processing of
their personal data and until the Sponsor
receives copies of such express consent.

10.3 The Contracting Partners agree to inform

the Sponsor in writing about any breach
of personal data protection provisions
without undue delay; however, no later
than 48 hours from discovering such
breach.

10.4 The Contracting Partners and the Sponsor

agree to adhere to applicable personal
data  protection laws, especially
Regulation (EU) 2016/679 of the
European Parliament and of the Council
of 27 April 2016 on the protection of
natural persons with regard to the
processing of personal data, and on the
free  movement of such data, and
repealing Directive 95/46/EC (General
Data Protection Regulation (GDPR)), the
Act. No. 18/2018 Coll. on Protection of
Personal Data and on Amendments to
Certain Laws, as amended and relevant
guidelines of the State Institute for Drugs
Control, in particular guideline MP
131/2018, as applicable.

10.5 The Contracting Parties agree that each

will comply with their respective
obligations as required under applicable
privacy and data protection
laws, including without limitation the
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platnych ustanoveni GDPR, s pouzitim
vhodnych technickych a organiza¢nych

opatreni na spracovanie, integritu,
dovernost a bezpecnost osobnych
informaécii, Udajov a Vysledkov.

Zmluvné strany suhlasia s dodrziavanim
so sudasnou verziou Standardnych
zmluvnych doloziek na prenos udajov
podl'a ,,Modulu 4: Sprostredkovatel' —
prevadzkovatel™, ktory je sti¢ast'ou tohto
dokumentu  prostrednictvom  tohto
odkazu.

[1 Centrum je vlastnikom zdrojovych
dokumentov (ako je definované ICH
Spravnej klinickej praxe) a zodpoveda
zane.

(1 Zadavatel' je vlastnikom vsetkych
Vysledkov (definovanych v ¢lanku 5)
a zodpoveda za ne.

[] Zadavatel  bude  prevadzkovatel
Gdajov v suvislosti s Vysledkami;
Centrum bude sprostredkovatel'om
Udajov pre vykon Klinického sktsania
v Centre a bude konat v sulade s
pokynmi zadavanymi Zadavatelom
alalebo CRO; a CRO konad ako
sprostredkovatel’ udajov pre
povinnosti riadenia a monitorovania
klinického skusania.

Centrum spristupni Zadavatelovi vSetky
pozadované informacie na preukazanie a
overenie dodrZiavania povinnosti.

Cl. 11 - Trvanie Zmluvy

11.1Tato Zmluva nadobuda platnost diiom
nasledujicim po podpise poslednej
zmluvnej strany a G¢innost dnom
nasledujicim po dni jej zverejnenia
v zmysle § 47a ods. 1 zakona ¢. 40/1964
Zb. Obciansky  zakonnik v zneni
neskorSich predpisov v centralnom
registri  zmldv na www.crz.gov.sk,
nakol’ko 1ide o povinne zverejiiovant
zmluvu v zmysle § 5a ods. 1 zakona ¢.
211/2000 Z. z. oslobodnom pristupe

applicable provisions of GDPR, using
appropriate technical and organizational
measures for the processing, integrity,
confidentiality and security of personal
information, Data, and Results. The
parties agree to comply with the current
version of the Standard Contractual
Clauses for data transfers pursuant to
“Module 4: Processor-to-Controller”,
which is incorporated herein by this
reference.

[0 Center owns and shall be responsible
for source documents (as defined by
ICH GCP).

(1 Sponsor owns and shall be responsible
for all Results (defined under Article
5).

[0 The Sponsor will be the data controller
with respect to Results; the Center will
be the data processor for Clinical Trial
performance at the Center and shall act
in accordance with instructions
provided by Sponsor and/or CRO; and
the CRO acts as data processor for
clinical  trial management and
monitoring duties.

The Center shall make available to Sponsor
and/or CRO, all information required to
demonstrate and verify compliance with
obligations.

Article 11 — Term of the Agreement

11.1 This Agreement shall become valid upon
the last signature hereof, and shall enter into
force and effect as of the Effective Date in
accordance with Section 47a(l) of Act
40/1964 of the Collection of Laws (Coll.), the
Civil Code, as amended, in the central register
of contracts on www.crz.gov.sk for it is a
compulsorily published Agreement under
Section 5a(1) of Act 211/2000 Coll., the
Freedom of Information Act, as amended. This
Agreement shall then expire on the day (a) the
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k informacidm v zneni  neskorSich
predpisov  Uginnost zmluvy uplynie
diiom kedy (a) bude dokoncena celkova
sprava o Klinickom skusani, alebo (b)
bude  vykonana posledna platha
Zadavatel'om, pricom rozhodujuca je ta z
tychto skutocnosti a) alebo b), ktora
nastane neskor.

11.2 Prava a povinnosti CRO a Zmluvnych

12.1

partnerov stanovené v tejto Zmluve, ktoré
vzhl'adom na svoju povahu maju pretrvat’
aj po skonceni tejto Zmluvy (vratane prav
s ohladom na vlastnictvo, Vysledky,
duSevné  vlastnictvo,  zachovavanie
mlcéanlivosti, publikacie,
protikorupénych ustanoventi,
zodpovednosti a odskodnenie), zostavaji
v platnosti aj po skonceni platnosti alebo
skonc¢eni G¢innosti tejto Zmluvy.

CL 12 - Ukon¢&enie

Bez ohladu na akékolvek iné pravo
ukon¢it’ tuto Zmluvu v tejto zmluve alebo
inak podla zdkona, ktoré moze byt
stanovené v tejto Zmluve alebo vyplyva
zo vSeobecne zavdznych pravnych
predpisov, Zadavatel' alebo CRO ma
pravo ukoncit’ tito Zmluvu kedykol'vek
aj bez uvedenia dovodu na zaklade
pisomnej vypovede s tridsatdiovou (30)
vypovednou dobou. Vypovedna doba
za¢ne plynat prvym dnom mesiaca
nasledujucom po mesiaci, v ktorom bola
pisomna vypoved dorucend ostatnym
zmluvnym stranam. Thned’ po doruceni
pisomnej vypovede tejto Zmluvy druhej
zmluvnej strane na zaklade
ktoréhokol'vek ustanovenia tejto
Zmluvy, sa Centrum a Hlavny skusajuci
zavazuju (i) zastavit' nabor a zarad’ovanie
subjektov sktsania do  Klinického
sktiSania, (il) zastavit vykondvanie
vSetkych postupov, u uz zahrnutych
jedincov skusania, a to v miere, v akej to
dovol'uje lekarske hl'adisko, a (iii) zdrzat
sa v maximalnej moZnej miere
vytvarania d’alSich nakladov a vydavkov.

final Clinical Trial report s finalised, or (b) the
final payment by the CRO is made whichever
a) or b) is the latest.

11.2 The rights and obligations of the Sponsor,
CRO and the Contracting Partners which
are intended to survive (including,
without limitation, rights with respect to
ownership, Results, intellectual property,
confidentiality, publication, anti-bribery,
liability and indemnification) shall
survive any termination or expiration of
this Agreement.

Article 12 — Termination

12.1 Notwithstanding any other termination
right available in this Agreement or
otherwise at law, the Sponsor and CRO
reserve the right to terminate this
Agreement at any time without cause
with a thirty (30) day prior written notice
to that effect. The notice period will
begin from the first day of the month
following the month during which the
written notice was dispatched to the other
Contracting Parties. Immediately upon
receipt of the written notice by another
Contracting Party based on any provision
of this Agreement, the Center and the
Principal Investigator agree to (i) cease
recruiting and enrolling trial subjects in
the Clinical Trial, (ii) cease all
procedures to the extent medically
permissible on trial subjects already
enrolled in the Clinical Trial and (iii)
refrain as much as possible from
incurring additional costs and expenses.
In the case that the Center or the Sponsor
announces that the thirty (30)-day notice
does not provide enough time to evaluate
risks for enrolled trial subjects who
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V pripade, ze Centrum alebo Zadavatel
oznami, 7e vypovedna doba v dizke
tridsiatich (30) dni je nedostatocne dlha
doba na vyhodnotenie rizik pre zaradené
subjekty sktsania, ktorym sa podava
Skusany liek, budi Zmluvné strany
spolupracovat’ na tom, aby bola bezpecne
ukoncena liecba tychto subjektov
sktSania tymto SkUSanym liekom v
priebehu vzajomne dohodnutej doby, ale
v ziadnom pripade nebude zavizok
Zadavatel'a dodavat’ Skusany liek podl'a
tejto Zmluvy trvat’ dlhsie ako primeranu
dobu.

12.2 Zmluvni partneri a Zadavatel’, kazdy z

nich, maji pravo ukoncit’ tito Zmluvu s
okamzitym UCinkom formou pisomne;j
vypovede dorucenej druhej Zmluvnej
strane v pripade, ze vykonavanie
Klinického skusania v Centre musi byt
ukoncené z lekarskych alebo etickych
dovodov. Uginky takejto vypovede
nastant dilom jej dorucenia poslednej zo
Zmluvnych stran. Ukonéenie Zmluvy
Zmluvnymi partnermi podla
predchadzajlcej vety si Zmluvni partneri
okrem iného vratane Centra a Hlavny
skusajuci povinni vopred prekonzultovat
so Zadavatelom a CRO. Thned po
doruceni pisomnej vypovede tejto
Zmluvy druhej zmluvnej strane na
zéklade ktoréhokol'vek ustanovenia tejto
Zmluvy, sa Centrum a Hlavny sktSajuci
zavazuju (i) zastavit' nabor a zarad’ovanie
subjektov skusania do Klinického
skuSania, (ii) zastavit vykonavanie
vSetkych postupov, u uz zahrnutych
subjektov skusania, a to v miere, v akej to
dovoluje lekarske hl'adisko, a (ii1) zdrzat’
sa v maximalnej] moznej miere
vytvarania d’alSich nakladov a vydavkov.
Zmluvné strany budu spolupracovat’ na
tom, aby bola bezpeéne ukoncena liecba
subjektov skuSania SkuSanym liekom v
priebehu vzajomne dohodnutej doby, ale
v ziadnom pripade nebude zéavizok
Zadavatel'a dodavat’ Skusany liek podl'a
tejto Zmluvy trvat’ dlhSie ako primerana

receive the Investigational medicinal
product, the Contracting Parties shall
cooperate so that the treatment of the trial
subjects with  the Investigational
medicinal product would be safely
terminated during a mutually agreed
period of time; however, the Sponsor
shall not be required to provide the
Investigational medicinal product based
on this Agreement for an unreasonable
period of time.

12.2 The Contracting Partners and the

Sponsor each have the right to terminate
this Agreement with immediate effect by
giving written notice to the other party in
the case that the Clinical Trial at the
Center needs to be terminated due to
medical or ethical reasons. Such
termination becomes effective on the
date of its receipt by the last of the
Contracting Parties. The Contracting
Partners, including but not limited to the
Center and Principal Investigator, must
consult termination of this Agreement by
the Contracting Partners under the
previous sentence with the Sponsor and
CRO beforehand. Immediately upon
receipt of the written notice by other
Contracting Party based on any provision
of this Agreement, the Center and the
Principal Investigator agree to (i) cease
recruiting and enrolling trial subjects in
the Clinical Trial, (ii)) cease all
procedures to the extent medically
permissible on trial subjects already
enrolled in the Clinical Trial and (iii)
refrain as much as possible from
incurring additional costs and expenses.
The Contracting Parties shall cooperate
so that the treatment of the trial subjects
with the investigational medicinal
product would be safely terminated
during a mutually agreed period of time;
however, the Sponsor shall not be
required to provide the Investigational
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dobu. Bez ohladu na predchadzajuce
ustanovenie, v pripade kritickych alebo
doélezitych zisteni v ramci auditu alebo
inSpekcie tykajucich sa spravnej klinicke;j
praxe, dohladu nad liekmi alebo
regulaénych zalezitosti, praxe alebo
postupu, ktoré maju nepriaznivy vplyv na
prava, bezpecnost, alebo celkovu
pohodu subjektov skuSania alebo ktoré
mozu predstavovat’ potencialne riziko
pre verejné zdravie alebo ktoré moézu mat’
za nasledok neprijatelnost udajov z
Klinického  skuSania  alebo  ktoré
predstavuju vazne porusenie prislusnych
pravnych predpisov a pravidiel, ma
Zadavatel’ pravo (podl'a svojej volby) s
okamzitym uc¢inkom docasne zastavit
nabor subjektov sktSania, kym nebudu
predmetné zistenia Uplne posudené alebo
s okamzitym ucinkom pisomne
vypovedat’ tuto Zmluvu.

12.3 V pripade, ze ktorékol'vek z povoleni

alebo  suhlasov  potrebnych  na
vykonéavanie Klinického skusania je (i) s
pravoplatne  zamietnuté alebo (i)
pravoplatne rusené, skonci tdto Zmluva
automaticky diiom dorucenia ozndmenia
(rozhodnutia) o takomto pravoplatnom
zamietnuti alebo pravoplatnom zruseni.

12.4 Ak sa Zadavatel’ primerane domnieva, Ze

Zmluvni partneri nebudu schopni zacat’
nabor alebo plnit svoje povinnosti
tykajlce sa ndboru v ramci dohodnutej
lehoty, ma Zadavatel' pravo na zaklade
ozndmenia  doruen¢ho  Zmluvnym
partnerom (a) s okamzitym uc¢inkom
znizit’ pocet subjektov skusania, ktori sa
maju zaradit do Klinického skuSania;
alebo (b) predizit’ dobu naboru; alebo (c)
ukoncit’ tito Zmluvu vypovedou. Podl'a
pismena c) moéze Zadavatel pisomne
vypovedat Zmluvu s okamzitym
uc¢inkom, avSak len ak vopred pisomne
upozornil Zmluvnych partnerov na ich
omeskania s naborom subjektov skuSania
a poziadal ich o napravu v dodatoc¢nej

12.3

12.4

medicinal product based on this
Agreement for an unreasonable period of
time. Without prejudice to the foregoing,
in the event of critical or important
findings from an audit or inspection
related to good clinical practice,
pharmacovigilance  or regulatory
matters, practice or procedure that have a
negative impact on the rights, safety or
well-being of trial subjects or that may
pose a potential risk to public health or
that may render Clinical Trial data
inadmissible or that violate applicable
legal regulation and rules, the Sponsor
reserves the right (at its own discretion)
to temporarily stop the recruitment of
trial subjects with immediate effect until
the relevant findings are fully assessed or
to terminate by written notice this
Agreement with immediate effect.

In the case that any authorization or
consent necessary for the performance of
the Clinical Trial is (i) finally rejected or
(if) withdrawn, this Agreement shall be
automatically terminated on the day of
receipt of notification (decision) of such
final rejection or withdrawal.

In the case that the Sponsor reasonably
believes that the Contracting Partners are
unable to start recruitment or to fulfil
their recruitment obligations by the
agreed deadline, the Sponsor shall have
the right, by sending written notice to the
Contracting Partners, to (a) decrease with
immediate effect the number of trial
subjects to be recruited; or (b) extend the
recruitment deadline; or (c) terminate this
Agreement. According to (c), the
Sponsor may terminate this Agreement
by written notice with immediate effect,
provided that the Sponsor informed the
Contracting Partners about their delay
with recruiting trial subjects in writing
beforehand and asked them to remedy
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primeranej lehote, ktort im na tento ucel
stanovuje, a Zmluvni partneri ani v takej
dodato¢nej lehote ndpravu neurobia.
Zmluvni partneri musia byt o moznosti
Zadavatela vypovedat’ tito Zmluvu s
okamzitym uc¢inkom v pripade, ak
Zmluvni partneri nezjednaji napravu ani
v dodatocne stanovenej lehote, nélezite
pisomne pouceni.

125V pripade, ze Zadavatel neschvali

nového Hlavného skusajuceho podrla cl.
2.27 alebo sa tento novy Hlavny
sktiSajuci  pisomne  nezaviaze k
povinnostiam podla tejto Zmluvy,
Zadavatel' je opravneny tato Zmluvu
ukonit’ vypoved'ou ku dilu dorucenia
vypovede Centru. V pripade, ze Hlavny
sktiSajuci a Zadavatel maji zaujem
pokracovat’ v spolupraci pri vykonavani
Klinického sktiSania \% inom
zdravotnickom zariadeni, Centrum sa
zavdzuje poskytnut’ sucinnost’  pri
prevedeni  relevantnych Gdajov,
informécii a materidlu, ktoré nie su
vlastnictvom Centra, v prospech nového
centra.

12.6V pripade, Ze pocas auditu alebo

inS§pekcie regulaénych orgénov bude
zistené porusenie ustanoveni tejto Zmluvy
alebo Protokolu zo strany Centra alebo
Hlavného skasajiceho (alebo
nedodrzanie ustanoveni tejto Zmluvy zo
strany  ktoréhokolvek iného Clena
Studijného timu), ma Zadavatel pravo tato
Zmluvu pisomne vypovedat’ s okamzitou
ucinnostou, priCom UCinky takejto
vypovede nastani dinom jej dorucenia
poslednej zo Zmluvnych stréan.

12.7 CRO je povinny uhradit’ vSetky dlzné

Ciastky za riadne poskytnuté sluzby
Zmluvnymi partnermi na zéaklade tejto
Zmluvy a naklady, ktoré im odévodnene
vznikli, ku diiu dorucenia vypovede
alebo v pripade ukoncenia tejto Zmluvy

this delay within an additional reasonable
time-limit and the Contracting Partners
failed to remedy this delay within such
additional reasonable time-limit. The
Contracting Parties must be duly
informed in writing about the Sponsor’s
possibility to terminate this Agreement
with immediate effect if the Contracting
Parties do not remedy the situation even
within an additional period of time.

12.5 In the case that the Sponsor does not

approve a new principal investigator
pursuant to Article 2.27 or a new
principal investigator does not accept in
writing the obligations under this
Agreement, the Sponsor may terminate
this Agreement as of the day of receipt of
the termination notice to the Center. In
the case that the Principal Investigator
and the Sponsor wish to continue to
cooperate with regard to the Clinical
Trial in another medical facility, the
Center agrees to cooperate with
transferring  relevant data, information
and materials that are not owned by the
Center to such a medical facility.

12.6 In the case that an audit or inspection of

supervising authorities  discovers a
breach of this Agreement or the Protocol
on the part of the Center or the Principal
Investigator (or failure by any Clinical
Trial Team Members to observe the
provisions of this Agreement), the
Sponsor shall have the right to terminate
this Agreement by written notice with
immediate effect, and such termination
becomes effective on the date of its
receipt to the last of the Contracting
Parties.

12.7 The CRO must pay all outstanding

amounts for the services properly
provided by the Contracting Partners
based on this Agreement and all
reasonably incurred costs, as of the day of
receipt of the notice or, in the case that
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podla ¢l. 12.1 k poslednému dnu
vypovednej lehoty alebo v pripade
ukoncenia tejto Zmluvy podla ¢l. 12.3 ku
dnu  dorucenia pravoplatného
zamietnutia. Ak Centrum preukazatelne
obdrzalo vy$§iu sumu odmeny a
nakladov, na ktor¢ mu podla skutocne
vykonanych c¢innosti vznikol narok v
sulade s touto Zmluvou, Centrum sa
prislusny rozdiel zavédzuje zaplatit’ spét
Zadavatel'ovi bez zbyto¢ného odkladu.

12.8 Pri skonc¢eni Zmluvy sa Zmluvni partneri
zavazuju vratit Zadavatelovi vSetok
nespotrebovany materidl a predmety,
vratane, bez obmedzenia, akychkol'vek
Dévernych informacii, ktoré im boli
poskytnuté v suvislosti s Klinickym
skiSanim, a to najneskor do tridsiatich
(30) pracovnych dni od datumu
ukoncenia Zmluvy.

Cl. 13 - Rdzne ustanovenia
13.1 Uzatvorenie tejto  Zmluvy nie je
podmienené ziadnym existujucim alebo
budicim obchodnym vztahom medzi
Zmluvnymi partnermi a Zadévatel'om ani
ziadnym obchodnym rozhodnutim, ktoré
Zmluvni partneri urobili alebo urobia
vo¢i Zadavatelovi alebo vyrobkom
obchodovanym Zadavatel'om.
13.2
Zmluvni partneri suhlasia s tym, ze budu plnit’
svoje povinnosti podla tejto Zmluvy
spdsobom, ktory bude v sulade s prislusnymi
pravnymi  predpismi  zameranymi  proti
korupcii a podplacaniu a v stlade s prilohou €.
2. Zmluvni partneri vyhlasujd a zarucuju, ze v
stvislosti s Klinickym skiSanim neposkytli
ani neposkytni Ziadnu platbu ani vyhodu,
priamo alebo nepriamo, U(radnej o0sobe,
zakaznikom, obchodnym partnerom,
odbornikom v zdravotnictve ani ziadnej inej
osobe na ucel ziskania  nedovolené¢ho
prospechu alebo nekalej obchodnej vyhody,
nebudi  ovplyvilovat  rozhodovanie v
sukromnej ani verejnej sfére, predpisovanie,
ani nebudu nikoho podnecovat’ k porusovaniu

this Agreement is terminated pursuant to
Article 12.1, as of the last day of the
termination period or, in the case that this
Agreement is terminated pursuant to
Article 12.3, as of the day of receipt of
the final rejection. In the case that the
Center  provably received higher
payments than the payments due
according to the work actually performed
based on this Agreement, the Center shall
refund the balance to the Sponsor without
undue delay.

12.8 Upon termination of this Agreement, the
Contracting Partners shall return to the
Sponsor all unused materials and items,
including  without  limitation  any
Confidential Information, provided to the
Contracting Partners in relation to the
Clinical Trial within thirty (30) working
days of the day of termination of this
Agreement.

Article 13 — Miscellaneous

13.1The conclusion of this Agreement is not
contingent on any existing or future
business  relationship  between the
Sponsor and the Contracting Partners or
on any business decision that the
Contracting Partners made or shall make
with respect to the Sponsor or the
products sold by the Sponsor.

13.2 The Contracting Partners agree to
perform their obligations under this
Agreement in compliance with applicable
anti-bribery and anti-corruption laws. The
Contracting  Partners represent and
warrant that in connection with the
Clinical Trial they did not provide and
shall not provide any payment or benefit,
directly or indirectly, to government
officials, customers, business partners,
healthcare professionals or any other
persons in order to secure an improper
benefit or unfair business advantage, shall
not influence private or official decision-
making, shall not influence prescribing
and shall not instigate anyone to breach
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profesijnych  povinnosti alebo pravidiel.
Zmluvni  partneri  sthlasia stym, ze
bezodkladne pisomne ozndmia Zadavatel'ovi a
CRO akékol'vek podozrenie ¢i  zistené
porusenie vyssie uvedenych zésad v stvislosti
s obchodnou cinnostou Zadavatela a Vv
takychto pripadoch budld spolupracovat so
Zadavatelom a CRO pri prevereni danej
zélezitosti. Zmluvni partneri suhlasia s tym, ze
poplatky, ktoré maju byt’ zaplatené v sulade s
touto zmluvou, predstavuja spravodlivi
kompenzaciu za sluzby, ktoré maju
poskytovat, a ze poplatky splatné¢ zmluvnym
partnerom nebudi mat vplyv na usudok
zmluvnych  partnerov, pokiall ide o
poradenstvo a starostlivost  pacientov.
Zmluvni partneri vyhlasuju a zarucuju, ze
platby alebo hodnotné polozky prijaté v stilade
S touto zmluvou alebo v suvislosti so Studiou
neovplyvnia zZiadne rozhodnutie, ktoré¢ moze
Centrum, jeho spravcovia, Uradnici alebo
riaditelia, hlavny  vyskumnik  alebo
ktorykol'vek prijemca platby podla tejto
zmluvy vykonat v zaujme pomahat
zadavatel'ovi alebo CRO zabezpelit' si
nenaleziti vyhodu alebo ziskat’ ¢i udrzat’ si
obchod. Zmluvni partneri suhlasia s tym, ze
nebudil uctovat’ skusobnym subjektom,
poistovatelom alebo vladnym agentiram
sluzby alebo vydavky vynalozené pri
vykonavani Stadie, za ktord maju alebo
dostand  kompenzéiciu od CRO alebo
Zadavatela.

13.3 Zmluvné strany vyhlasuji, ze nemaju v
suCasnosti uzatvoreni ziadnu zmluvu ani
zavézok, ktorych plnenie by negativne
ovplyvnilo  plnenie = povinnosti  voci
Zadavatelovi alebo CRO na zaklade tejto
Zmluvy a sucasne sa zavidzuju po celi dobu
priebehu Klinického skusania ziadnu takuto
zmluvu neuzavriet’ ani ziadny takyto zaviazok
neprijat. Hlavny skusajuci ruci za to, Ze Ziadny
z Clenov $tudijného timu nemé v sicasnej
dobe uzatvorenu ziadnu takuto Zmluvu, a
zavizuje sa zabezpetit, Ze ziadny z Clenov
Studijného timu takito zmluvu neuzavrie.

professional duties or rules. The
Contracting Partners agree to immediately
report to the Sponsor and CRO in writing
any suspected or detected violation of the
above principles in connection with the
Sponsor’s business activity and, in such
cases, shall cooperate with the Sponsor
and CRO in reviewing the matter. The
Contracting Partners agree that the fees to
be paid pursuant to this Agreement
represent fair compensation for the
services to be provided by them, and that
the fees payable to the Contracting
Partners will not influence Contracting
Partners ’s judgment with respect to
advice to and care of patients. The
Contracting Partners represent and
warrant that payments or items of value
received pursuant to this Agreement or in
relation to the Study will not influence any
decision that Center, its trustees, officers
or directors, Principal Investigator or any
payee under this Agreement may make in
order to assist Sponsor or CRO to secure
an improper advantage or obtain or retain
business. The Contracting Partners agree
that they will not bill trial subjects,
insurers or government agencies for
services or expenses incurred in
performance of the study for which they
have or will receive compensation from
CRO or Sponsor.

13.3 The Contracting Partners represent
and warrant that they are not presently
under any agreement or obligation that
would negatively affect the performance
of their obligations with respect to the
Sponsor or CRO based on this Agreement
and agree not to enter into any such
agreement or accept any such obligation
in the course of the Clinical Trial. The
Principal Investigator warrants that no
Clinical Trial Team Member is presently
under any such agreement and agrees to
ensure that no Clinical Trial Team
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13.4 Tato Zmluva obsahuje UplIné dojednanie
o predmete Zmluvy a vSetkych naleZitostiach,
ktoré Zmluvné strany mali a chceli v Zmluve
dojednat, a ktoré povazuji za dolezité.
Stcasne Zmluvné strany vyhlasuji, ze si
vzdjomne oznamili vSetky informadcie, ktoré

povazuju za dolezit¢ a podstatné na
uzatvorenie tejto Zmluvy.
13.5 Zmluvné strany prejavili  volu

neuplatnovat’ akékol'vek prava a povinnosti
Zmluvnych stran vyvodené z doterajSej alebo
budlcej praxe zavedenej medzi nimi alebo
zvyklosti udrziavanych vseobecne €i v odvetvi
tykajucom sa predmetu plnenia tejto Zmluvy,
pokial’ taito Zmluva neustanovuje inak.

13.6 Kazda zo Zmluvnych stran kona ako
nezavisly subjekt (t. j. nezavisli
dodévatelia) a na ziadne ucely nie je v
postaveni partnera, sprostredkovatela,
zamestnanca ani  za&stupcu  druhej
Zmluvnej strany.

13.7 Zadavatel’ bude mat’ pravo postipit’ tato
Zmluvu celu alebo jej Cast’ ktorejkol'vek
zo svojich pridruzenych spolo¢nosti . Na
ziadost’ zadavatel'a, CRO mdze postipit’
tuto zmluvu zadavatel'ovi alebo tretej
strane a CRO nebude zodpovedat za
ziadne zavizky alebo povinnosti
vyplyvajuce z tejto zmluvy, ktore
vzniknl po datume postdpenia, zmluvni
partneri tymto suhlasia s takymto
postupenim. Nadobudatel bude o
takomto postupeni bezodkladne
informovatt  zmluvnych  partnerov.
Okrem vys$Sie uvedeného ziadna zo
zmluvnych strdn nemoze postipit’ svoje
prava alebo povinnosti vyplyvajice z
tejto zmluvy, uplne alebo ¢iastocne, na
tretiu stranu bez predchadzajuceho

Member shall enter

agreement.

into any such

13.4 This Agreement represents an entire
agreement about the subject-matter
hereof and all matters that the Contracting
Parties were and wished to negotiate
herein and consider important. The
Contracting Parties represent and warrant
that they provided to each other all
information they consider important and

substantial for entering into this
Agreement.
13.5  The Contracting Parties do not

wish to have any of their rights and
obligations implied from current or future
practice established between them or
from usages observed in general or in the
industry related the subject-matter of this
Agreement, unless explicitly agreed in the
Agreement.

13.6 Each Contracting Party shall act as an
independent entity (i.e. independent
contractors) and shall not be construed
for any purposes as a partner, agent,
employee or representative of the other
Contracting Party.

13.7 The Sponsor shall have the right to assign
this Agreement, in whole or in part, to
any of its Affiliates. Upon Sponsor’s
request, CRO may assign this Agreement
to Sponsor or to a third party, and CRO
shall not be responsible for any
obligations or liabilities under this
Agreement that arise after the date of the
assignment, and the Contracting Partners
hereby consent to such an assignment.
The Contracting Partners will be given
prompt notice of such assignment by the
assignee. Save for the foregoing, neither
Party may assign its rights or obligations
under this Agreement, in whole or in part,
to a third party without the prior written
consent of the other Parties. This
Agreement is binding for all Parties as
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pisomného suhlasu ostatnych zmluvnych
stran. Tato zmluva je zdvdzna pre vietky
zmluvné strany, ako aj ich pravnych
nastupcov a zmluvné strany, na ktoré

prechaddzaji  prdva a  povinnosti
zmluvnych stran v sdlade s tymto
¢lankom.

13.8 V pripade, ze je pocas klinického
skusania nutnd hospitalizicia subjektu
klinického skusania na diagnostiku alebo
liecbu takéhoto subjektu v dosledku
telesného poskodenia priamo
spdsobeného podanim Skasaného lieku v
stlade s Protokolom, Zadavatel' uhradi
Centru vSetky néklady, ktoré mu
vzniknd, z vlastného vrecka a ktore nie su
kryté poistenim alebo inou tretou
stranou, za predpokladu, ze takato ujma
nie je v ziadnom pripade sposobena (a)
nedbanlivostou, Umyselnym konanim
alebo porusenim tejto Zmluvy, Protokolu
alebo akychkol'vek platnych zdkonov zo
strany Zmluvného partnera; alebo (b)

prirodzenym  vyvojom  zékladného
stavu/choroby subjektu alebo
nedostato¢nou ucinnost’ou, alebo
terapeutickym  prinosom  Skasaného

lieku. Poskytnutie a vySku thrady urci
vybor Zadavatel'a pre ujmu subjektu na
zaklade viacerych faktorov, ktoré mézu

zahihat aj l6zkodni podla cennika
Centra.
13.9 Zmluvné strany potvrdzuju, ze

laboratorne vySetrenia nebudu v tomto
klinickom skuSani vykonavané.

13.110 Zmluvné strany sa zavizuju, ze ak
budi odoberané vzorky biologického
materialu, tieto bude mozné vyuzivat len
na ucely povolené podla formulara
informovaného suhlasu.

13.11 Neplatnost alebo nevymahatelnost’
konkrétneho ustanovenia tejto Zmluvy
nema vplyv na platnost’ ostatnych
ustanoveni. Zmluvné strany sa zavazuju

well as their legal successors and parties
to which the rights and obligations of the
Contracting Parties shall be assigned in
compliance with this Article.

13.8 If during the Clinical Trial,
hospitalization of a clinical trial subject is
necessary for the diagnosis or treatment
of such subject due to bodily injury
directly caused by the administration of
the Investigational medicinal product in
accordance with the Protocol, the
Sponsor shall reimburse the Center for
any out-of-pocket costs it incurs that are
not covered by insurance or any other
third party, provided that such injury is in
no way attributable to (a) the negligence,
willful misconduct, or breach of this
Agreement, the Protocol, or any
applicable laws by a Contracting Partner;
or (b) the natural progression of a
subject’s underlying condition/disease or
a lack of effectiveness or therapeutic
benefit of the Investigational medicinal
product. The provision and amount of
reimbursement shall be determined by
the Sponsor’s subject injury committee
based on a number of factors, which may
include the number of hospital bed-days,
in accordance with the Center price list.

13.9 The Contracting Parties acknowledge that
laboratory examinations will not be
performed in this Clinical Trial.

13.10 The Contracting Parties agree that if
samples of biological materials are
collected, such samples may be used only
for the purposes permitted under the
informed consent form.

13.11 The invalidity or unenforceability of a
particular provision of this Agreement
shall not prejudice the validity of the
remaining provisions. The Contracting
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nahradit’ neplatné a nevymahatelné
ustanovenie platnym a vymadahatel'nym
ustanovenim, podla potreby, ktorym
bude ¢o mozno najblizSie dosiahnuty
umysel, ktory strany mali v Ccase
uzavretia tejto Zmluvy.

13.12Jednostranné vzdanie sa prava alebo
tichy sthlas alebo netispesné dovolania
sa porusenia ktoréhokol'vek ustanovenia
tejto  Zmluvy  Zmluvnou  stranou
nezaklada jednostranné vzdanie sa prava
v suvislosti s akymkol'vek naslednym
porusenim ktoréhokol'vek ustanovenia
tejto Zmluvy.

13.13Pokial’ nie je v tejto Zmluve dohodnuté
inak, povaZzuje sa za kontaktni osobu
Centra hlavny skusajuci._Ukon urobeny
voc¢i Centru sa povazuje za riadne
urobeny aj vo¢i Hlavnému skusajucemu,
resp. Clenom Studijného timu.

13.14 Zmluvné strany sa dohodli, Ze tato
Zmluva moéze byt s dalej uvedenou

vynimkou menena iba  pisomne
prostrednictvom vzostupne ocislovanych
dodatkov podpisanych vsetkymi

Zmluvnymi stranami. Zmluvné strany
nemusia uzavriet’ dodatok k tejto Zmluve
v pripade nepodstatnych  zmien
Protokolu. ,,Nepodstatnou  zmenou*
Protokolu sa pritom rozumie takd zmena
Protokolu, ktora nemeni rozsah ¢i spdsob
vykonavania ukonov (najmi vysSetrenie)
vykonavanych Zmluvnymi partnermi v
ramci Klinického skuSania a nema teda
akykol'vek vplyv na vySku odmeny za
vykonavanie Klinického skusania ¢i inej
ceny uvedenej v tejto Zmluve.
Nepodstatné zmeny Protokolu st G¢inné
ditom ich dorucenia Centru.

13.15Tato Zmluva je vytvorend a riadi sa
slovenskym pravom. Zmluvné strany sa

Parties agree to replace the invalid or
unenforceable provision with a valid or
enforceable  provision that shall
correspond as much as possible to the
intent of the Contracting Parties at the
time they entered into this Agreement.

13.12A unilateral waiver of a right or
acquiescence or failure to claim a breach
of any provision of this Agreement by
either Contracting Party shall not
establish a unilateral waiver of such right
with respect to any subsequent breach of
any provision of this Agreement.

13.13Unless otherwise agreed in this
Agreement, the Center’s contact person
shall be principal investigator. All actions
taken with respect to the Center shall be
deemed as actions taken respect to the
Principal Investigator or Clinical Trial
Team Members as well.

13.14 The Contracting Parties have agreed that

this Agreement may be changed,
excluding the exception mentioned
below, only through written

consecutively numbered amendments
signed by all Contracting Parties. The
Contracting Parties are not obliged to
execute an amendment to this Agreement
in the case of minor changes in the
Protocol. A “minor change” in the
Protocol means a change in the Protocol
that does not change the scope or manner
of procedures (in particular examination)
performed by the Contracting Partners as
part of the Clinical Trial and has no
impact on remuneration for performing
the Clinical Trial or on any other prices
specified in this Agreement. Minor
changes in the Protocol shall come into
effect on the day of their delivery to the
Center.

13.15This Agreement is construed and
governed by the Slovak law. The
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v stilade s ustanovenim § 262 ods. 1 a 2
Obchodného  zakonniku  vyslovne
dohodli, Ze ich zavizkovy vztah
upraveny touto Zmluvou sa bude riadit’
Obchodnym  zékonnikom. Zmluvné
strany sa d’alej dohodli, Ze vSetky spory
vzniknuté z tejto Zmluvy buda rieSené
vecne a miestne prisluSnymi sidmi
Slovenskej republiky; Zmluvna strana sa
vSak moze domahat’ sudneho prikazu na
ktoromkol'vek prislusnom stde.

13.16Tato Zmluva je vyhotovend v
slovenskom a v anglickom jazyku, pre
pripad vykladovych nezrovnalosti medzi
jednotlivymi verziami sa Zmluvne strany
dohodli, Ze prednost’ ma slovenska verzia
Zmluvy, avSak s tym, ze na urCenie
amyslu zmluvnych strdn sa dostato¢ne
odkazuje na anglickd verziu. Tato
Zmluva a vSetky jej prilohy predstavuju
upInd  dohodu Zmluvnych strdn o
predmete tejto Zmluvy.

13.17 Kazdé Zmluvna strana vykona a vykona
alebo zariadi a zabezpeCi vykonanie a
vykonanie akéhokol'vek tkonu a/alebo
dokumentu, ktory od nej odbvodnene
pozaduje akakol'vek ina Zmluvna strana
na implementaciu a plna ucinnost’
podmienok tejto Zmluvy.

Cl. 14 - Prilohy

Nasledujuce prilohy tvoria neoddelitelna
sucast’ tejto Zmluvy, pokial' nie je v tejto
Zmluve stanovene inak:

Priloha ¢. 1: Finan¢né podmienky

Contracting Parties, in accordance with
the provision of Section 262 para. 1 and
2 of Commercial Code, expressly agree
that their contractual relationship
regulated by this Agreement shall be
governed by the Commercial Code. The
Contracting Parties have further agreed
that any dispute arising from this
Agreement shall be decided by materially
and locally competent courts of the
Slovak Republic; provided, however, that
a Contracting Party may seek injunctive
relief in any appropriate jurisdiction.

13.16 This Agreement has been drawn up in the
Slovak and English language, in case of
any interpretation discrepancy between
the versions, the Slovak version shall
prevail, provided, however, that the
English version shall be sufficiently
referenced to determine the intention of
the parties. This Agreement and all of its
Appendices  represent an  entire
agreement of the Contracting Parties with
respect to the subject-matter of this
Agreement.

13.17 Each Party shall do and execute or
arrange and procure for the doing and
executing of, any act and/or document
reasonably requested of it by any other
Party to implement and give full effect
to the terms of this Agreement.

Article 14 — Appendices

The following Appendices constitute an
integral part of this Agreement, unless set forth
otherwise herein:

Appendix 1: Financial Terms
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ACKNOWLEDGED AND AGREED BY Center :
Za Centrum svojim podpisom potvrdzuje:

By:/ Popisany :
(Signature)/ (Podpis)

Name:/ Meno:

Title:/ Funkcia:

Date/Datum*

ACKNOWLEDGED AND AGREED BY THE PRINCIPAL INVESTIGATOR:
Skusajuci svojim podpisom potvrdzuje:

Name/Meno:

Signature/Podpis:

Date/Datum:

ACKNOWLEDGED AND AGREED BY Sponsor represented by IQVIA RDS Slovakia s.r.o.
Za Zadavatela svojim podpisom potvrdzuje IQVIA RDS Slovakia, s.r.0.

By:/ Popisany :
(Signature)/ (Podpis)

Name:/ Meno:

Title:/ Funkcia:

Date/Datum*

ACKNOWLEDGED AND AGREED BY IQVIA RDS Slovakia, s.r.o.
V mene spoloé¢nosti IQVIA RDS Slovakia, s.r.o.:

By:/ Popisany :
(Signature)/ (Podpis)

Name:/ Meno:

Title:/ Funkcia:

Date/Datum*
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APPENDIX 1
FINANCIAL TERMS
A. BUDGET & PAYMENT SCHEDULE

PRILOHA 1
FINANCNE PODMIENKY
A. ROZPOCET A
HARMONOGRAM PLATIEB

ProT1OCOL # XL092-304
COUNTRY: SLovAaAK REPUBLIC

PROTOKOL C. XL092-304
KRAJINA: SLOVENSKA REPUBLIKA

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):

A. UDAJE O  PRIJEMCOVI
PLATBY

Zmluvni partneri sa dohodli, Ze niZSie
uvedeny prijemca platby je spravnym
prijemcom tejto Zmluvy a ze platby podla
tejto Zmluvy sa budu uskutocnovat len
tomuto prijemcovi platby (dalej len

»prijemca platby*):

Contract Payee
Zmluvny prijemca platby

Payee Name Vychodoslovensky onkologicky ustav

Meno prijemcu platby

Payee Address Rastislavova 43, 041 91 Kosice, Slovak
Adresa prijemcu plathy Republic

VAT/Tax ID NA

DPH/DIC

Banking Information:
Bankové Udaje

Mesto, kde sidli banka

Bank Name

Nézov banky Unicredit Bank Czech and Slovakia, a.s.
Bank Street

Nazov ulice, kde sidli banka Roosveltova 10

Bank City

Kosice

Bank State/Province

Krajina banky

Stat/Provincia banky Slovak Republic
Bank Postal Code

PSC banky 040 01

Bank Country

Slovak Republic

Receiving Account Currency
Mena G¢tu prijemcu

Euros / EUR

IBAN
IBAN

IBAN SK14 1111 0000 0014 2503 2002

Swift Code (8 or 11 Characters)
Swift kéd (8 alebo 11 znakov)

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

Ak sa zmluvné platobnd mena nezhoduje s vasim bankovym uctom, moze byt potrebné
uviest’ sprostredkujiicu banku. Podrobnosti vam poskytne vasa finanéna institicia. Ak sa
vyzaduje sprostredkujica banka, uved’te nazov banky, pripadne Cislo uc¢tu a SWIFT kod
sprostredkujicej banky spolu so vSetkymi ostatnymi pozadovanymi pokynmi na prevod.

Contact Information
Kontaktné informécie

Name of recipient sending invoices to

Meno prijemcu platby, ktorému sa posielaju faktury

Ing.Eva Mil4, riaditel’ka pre
ekonomiku

Phone number & Email
Tel. ¢&islo a e-mail

055/6135-105; mila@vou.sk

Language Preference
Jazykova preferencia

Slovak Slovensky

Name of payment
notification and details

recipient to

platbe, a podrobnosti

receive payment

Meno prijemcu platby, ktory ma dostat’ oznamenie o

Ing.Eva Mila, riaditel’ka pre
ekonomiku

Phone number & Email
Tel. ¢islo a e-mail

055/6135-105; mila@vou.sk

Language Preference
Jazykova preferencia

Slovak Slovensky

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

Institution shall contact its IQVIA study
team member to provide signed
documentation of changes to payee’s bank
details. Parties agree that in case of
changes in bank details which do not
involve a change of payee or change of
country location of bank account, no
further amendments are required.

The Parties acknowledge that the
designated Payee is authorized to receive

V pripade zmeny bankovych Gdajov prijemcu
platby je Zdravotnicke zariadenie povinné
pisomne informovat IQVIA Clinical Trial
Payments zaslanim e-mailu na adresu:
emea@ctp.solutions.igvia.com;

Zdravotnicke zariadenie kontaktuje svojho
¢lena Studiyného timu IQVIA, aby poskytol
podpisand  dokumentidciu o  zmenach
bankovych Udajov prijemcu. Zmluvné strany
sa dohodli, ze v pripade zmien bankovych
udajov, ktoré nezahimaji zmenu prijemcu
platoy alebo zmenu krajiny, v ktorej sa
nachadza bankovy ucet, nie st potrebné
ziadne d’alSie zmeny.

Zmluvné strany potvrdzuji, Ze urceny
Prijemca platby je opravneny prijimat’ vsetky
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all of the payments for the services
performed under this Agreement.

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

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

B. ENROLLMENT GOAL

platby za sluzby vykonané podla tejto
Zmluvy.

Ak Zdravotnicke zariadenie nie je Prijemcom
platby, potom sa pripadnd povinnost
Prijemcu platby uhradit Zdravotnickemu
zariadeniu ur¢i na zaklade osobitnej zmluvy
medzi  Zdravotnickym  zariadenim a
Prijemcom platby, ktord modzZe zahfnat' iné
sumy platieb a iné intervaly platieb ako
platby, ktoré spolocnost’ IQVIA uskutociiuje
Prijemcovi platby.

Zdravotnicke zariadenie berie na vedomie, ze
ak Zdravotnicke zariadenie nie je Prijemcom
platby,  spolo¢nost IQVIA  nezaplati
Zdravotnickemu zariadeniu ani v pripade, ze
Prijemca platby neuhradi Zdravotnickemu
zariadeniu naklady.

B. CIEL ZARADENIA

Enrollment for this Study is competitive.
IQVIA anticipates that the Site will recruit
approximately 5 subjects but makes no
guarantees regarding this number. Site shall
not recruit or enroll additional subjects in
excess of this number without the prior
written approval of IQVIA or Sponsor, and
neither IQVIA nor Sponsor will be liable for
compensation for unauthorized subjects in
excess of such number. IQVIA will advise
on recruitment progress and notify sites
when recruitment is complete. No change in
the number of estimated enrolled subjects as
defined in this section requires amendment

Zaradenie do tohto SkusSania je konkuren¢né.
Spolo¢nost’ IQVIA ocakava, ze Pracovisko
uskuto¢ni nabor priblizne 5 subjektov, ale
neposkytuje ziadne zaruky tykajlce sa tohto
poctu. Pracovisko nesmie naberat ani
zarad'ovat’ d’alSie subjekty presahujice tento
pocet bez predchadzajiiceho pisomného suhlasu
spolo¢nosti  IQVIA alebo Zadavatela a
spolo¢nost IQVIA ani Zadavatel nenesu
zodpovednost za nahradu za neopravnené
subjekty presahujuce tento pocet. Spolo¢nost’
IQVIA bude informovat’ o priebehu naboru a
oznami pracoviskam ukon&enie naboru. Ziadna
zmena v odhadovanom pocte zaradenych

of this Agreement. | subjektov, ako je definované v tomto oddiele, si
nevyzaduje zmenu tejto Zmluvy.
C. PAYMENT TERM C. PLATOBNE PODMIENKY

IQVIA will make payments on a biannualy
basis in accordance with the Budget. These
payments will be made upon the acceptance
criteria outlined in these Payment Terms.

Spolo¢nost’ IQVIA bude vykonavat’ platby na
polro¢nom zéklade v stilade s Rozpoctom. Tieto
platby sa uskutocnia na zaklade kritérii
akceptovania uvedenych v tychto Platobnych
podmienkach.

The Payee for the Insitution shall be the
entity listed by the Institution in Section A
above. Payee shall provide written full

Prijemcom platby pre Zdravotnicke zariadenie
je subjekt uvedeny za Zdravotnicke zariadenie v
oddiele A vyssie. Pred uvol'nenim akychkol'vek
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payment instructions and bank details to
IQVIA in Section A prior to any payments
being released. IQVIA will make payments
in <specify payment currency> by electronic
bank transfer in accordance with the
attached Budget. IQVIA will not make any
additional payments to Payee pursuant to
this Agreement without the prior written
approval of Sponsor nor will IQVIA pay for
any procedures performed or treatments
given in violation of the Protocol unless
approved in writing by Sponsor. IQVIA will
use reasonable efforts to notify Institution of
the remittance details for each payment.

platieb poskytne Prijemca platby spolo¢nosti
IQVIA v oddiele A pisomné uplné platobné
pokyny a bankové udaje. Spolo¢nost’ IQVIA
bude uskutociiovat platby v <urfte menu
platby> elektronickym bankovym prevodom v
sulade s prilozenym rozpoctom. Spolo¢nost’
IQVIA neuskutoéni Zziadne dalSie platby
Prijemcovi platby podla tejto Zmluvy bez
predchadzajlceho pisomného suhlasu
Zadavatela, ani nezaplati za ziadne postupy
vykonané alebo lie¢bu poskytnutl v rozpore s
Protokolom, pokial to pisomne neschvali
Zadavatel.

IQVIA will make payments based on
completed and evaluable subjects defined
below and in accordance with the Budget.
Payments are contingent upon receipt of
100% completed Electronic Case Report
Forms (eCRF) and up-to-date IP
Accountability per visit as of the last day of
the previous month. 1IQVIA will withhold
15% of each subject visit payment until the
Final Payment, as defined below. These fees
will be paid based upon the receipt of a valid
invoice meeting payment criteria in
accordance with agreed terms. A complete
and evaluable patient is defined as follows:
(i) all procedures must be performed
according to the Protocol and ICH GCP
guidelines, (ii) a patient will only be
included according to the
inclusion/exclusion criteria, and (iii) all data
are documented accurately and completely.
In the event that a patient does not complete
all visits as specified in the Protocol,
Sponsor or its designee shall only be
obligated to make payment for such patient
on a pro-rated, completed visit, and eCRF
basis.

Spolo¢nost’ IQVIA uskutocni platby na zéklade
dokoncenych a vyhodnotitelnych subjektov
definovanych nizsie a v sulade s Rozpoctom.
Platby s podmienené prijatim 100 %
vyplnenych elektronickych formularov na
hlasenie  pripadu (eCRF) a aktudlnej
zodpovednoti skusSaného lieku za navstevu k
poslednému dnu predchddzajlicecho mesiaca.
Spolocnost IQVIA zadrzi 15 % z kazdej platby
za navstevu subjektu az do zaverecnej platby,
ako je definované nizsie. Tieto poplatky budu
vyplatené na zéklade prijatia platnej faktary,
ktora spita platobné kritéria v sulade s
dohodnutymi  podmienkami. Kompletny a
hodnotitelny pacient je definovany takto: (i)
vSetky postupy musia byt vykonané v sulade s
Protokolom a usmerneniami ICH GCP, (ii)
pacient bude zaradeny len podla kritérii
zaradenia/vylucenia a (iii) vSetky udaje su
presne a uplne zdokumentované. V pripade, ze
pacient neabsolvuje vSetky navstevy, ako je
uvedené v Protokole, Zadavatel’ alebo nim
poverena osoba je povinna vykonat’ platbu za
takéhoto pacienta len na zédklade pomerne;j Casti,
absolvovanej navstevy a eCRF

Payments shown in the Budget do not
include taxes. If applicable taxes are
required under the Payee’s country or local
law, the applicable tax should be added and
shown on the invoice at the local applicable

Platby uvedené v rozpocte nezahriiaji dane. Ak
sa podla pravnych predpisov krajiny alebo
miestnych pravnych predpisov Prijemcu platby
vyZaduju prislusné dane, mala by sa pripocitat’
prisluSna dan a uviest’ na faktire v miestnej
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rate.  The Institution and Payee each
acknowledge and agree that Payee shall be
solely responsible for paying the appropriate
amount of any applicable federal, state, and
local taxes with respect to all payments
made pursuant to this Agreement, and
IQVIA shall have no responsibility
whatsoever for withholding or paying any
such taxes on behalf of the Site or Payee.

platnej sadzbe. Zdravotnicke zariadenie a
Prijemca platby berd na vedomie a suhlasia s
tym, ze Prijemca je vylucne zodpovedny za
zaplatenie  prislusnej sumy akychkol'vek
platnych federalnych, Statnych a miestnych dani
v suvislosti so vSetkymi platbami vykonanymi
podla tejto Zmluvy a spolo¢nost IQVIA nenesie
ziadnu zodpovednost’ za zrazku alebo zaplatenie
akychkol'vek takychto dani v mene Pracoviska
alebo Prijemcu platby.

All  government taxes the sole

responsibility of the Payee.

are

Za vSsetky Statne dane je zodpovedny vylucne
Prijemca platby.

Major, disqualifying Protocol violations
are not payable under this Agreement

Zavazné, diskvalifikujice porusSenia
Protokolu nie su podl’a tejto Zmluvy splatné

D. BUDGET TABLE

D. R0OZPOCTOVA TABUIKA

See attached below for budget details.

Podrobnosti o rozpocte najdete v prilohe nizsie.

E. OTHER PAYMENTS

E. INE PLATBY

a. STubY START-UP FEE

a. POPLATOK ZA SPUSTENIE SKUSANIA

Start-Up fees will be paid in accordance with
the Budget upon site activation and the
receipt of a invoice. The Study Start-up Fee
shall consist of costs associated with, but
shall not be limited to, time incurred for
protocol review, preparation of EC
documentation, and other administrative
activities associated with the initiation of the
Study. Please note that the Site is
responsible for submitting an invoice to
IQVIA for Study Start-up Fees.

Poplatky za spustenie budu uhradené v sulade s
Rozpoctom po aktivacii pracoviska a prijati
faktury. Poplatok za spustenie sktSania
pozostdva z nakladov spojenych s casom
stravenym preskimanim protokolu, pripravou
dokumentacie EK a inymi administrativnymi
¢innost’ami spojenymi so zacatim Skusania, ale
nie je obmedzeny len na tieto naklady.
Upozoriujeme, Ze pracovisko je zodpovedné
za predloZenie faktiry spolo¢nosti IQVIA za
poplatky za spustenie skuSania.

b. SCREENING FAILURE

b. ZLYHANIE SKRININGU

Institution will be reimbursed the screen-fail
visit amount upon receipt of data entry.
However, sponsor or its designee shall pay
study center for no more than five (5) such
screen failures.  For purposes of this
Agreement, a Screen Failure shall mean any
subject, who initially appears to meet the
criteria for screening, signs the informed

Zdravotnickemu zariadeniu bude uhradena
suma za navstevu pri neuspesnej skriningovej
kontrole po prijati vstupnych Gdajov. Zadavatel
alebo nim poverena osoba vSak zaplati centru
klinického skuSania najviac za pat’ (5) takychto
zlyhani skriningu. Na tcely tejto Zmluvy sa pod
pojmom ,,neuspes$ny skrining” rozumie kazdy
Gcastnik, ktory na zaliatku spina kritéria
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consent form, completes the screening visit
or part of it but does not randomize into the
Study. The Sponsor will not be liable for
compensation of more than five (5) screen
failures without prior written approval given
to the site. IQVIA will not pay for any
procedures carried out after the subject has
failed screening.

skriningu, podpise formular informovaného
suhlasu, absolvuje skriningovi navstevu alebo
jej Cast’, ale nie je randomizovany do SkuSania.
Zadavatel’ nebude zodpovedny za kompenzaciu
viac ako piatich (5) zlyhani skriningu bez
predchadzajlceho pisomného sthlasu
udelené¢ho pracovisku. Spolo¢nost IQVIA
nebude platit’ za ziadne postupy vykonané po
tom, ako subjekt neuspel v skriningu.

C. UNSCHEDULED VISITS

C. NEPLANOVANE NAVSTEVY

Unscheduled Visits are subject visits that are
not expressly set forth in the Protocol but are
otherwise required for the  Study.
Unscheduled Visits will be reimbursed for
the assessments/procedures completed in
accordance with the Budget. If a medically
necessary procedure is not included in the
Study Protocol, Investigator must receive
prior written approval before procedure is
performed. Site will be reimbursed for the
unscheduled visit based on entered visit data
in the subject electronic case report forms
(eCRFs) and receipt of correct and itemized
invoice for the assessments completed.

Neplanované navstevy su navstevy subjektu,
ktoré nie su vyslovne uvedené v Protokole, ale
su inak potrebné pre Skusanie. Neplanované
navstevy budu preplatené za
hodnotenia/postupy vykonané v sdlade s
rozpo¢tom. Ak medicinsky nevyhnutny postup
nie je zahrnuty v Protokole sktSania, SkuSajuci
musi ziskat predchadzajuci pisomny suhlas
pred vykonanim postupu. Uhrada za
neplanovani  navstevu  bude  Pracovisku
vyplatend na zéklade zadanych U(dajov o
navsteve v elektronickych formuldroch na
hlasenie pripadu subjektu (eCRF) a na zéklade
prijatia sprdvnej a podrobnej faktury za
vykonané hodnotenia

d. EC/IRB/IEC FEES

d. POPLATKY EK/RB/IEK

If Site will be using the central IRB or Ethics
Committee designated for this Study,
IQVIA will be responsible for the task order
and fees associated with this service
provider. IQVIA will reimburse the relevant
IRB or Ethics Committee directly for fees in
accordance with an invoice issued to IQVIA
by the IRB or Ethics Committee in which
case, IQVIA will not reimburse Site for IRB
fees incurred in connection with the Study.
If Site will be using a Local IRB or Ethics
Committee, then Site will be responsible for
the task order and fees associated with this
service provider. IQVIA will reimburse
Payee within agreed timing, as defined in
Section C above, upon receipt by IQVIA of
a valid invoice, in the amount specified in
the Budget.

Ak Pracovisko bude vyuzivat centralnu IRB
alebo eticku komisiu ur€enu pre toto Skusanie,
spolo¢nost’ IQVIA bude zodpovedna za zadanie
tlohy a poplatky spojené s tymto
poskytovatelom sluzieb. Spolo¢nost’ IQVIA
uhradi prislusnej IRB alebo Etickej komisii
priamo poplatky v sulade s fakturou, ktord
spolo¢nosti IQVIA vystavi IRB alebo Eticka
komisia. V takom pripade spolo¢nost’ IQVIA
neuhradi Pracovisku poplatky IRB, ktoré vznikli
v suvislosti so SktiSanim. Ak pracovisko bude
vyuzivat’ miestnu IRB alebo etickil komisiu,
potom bude Pracovisko zodpovedné za zadanie
tlohy a poplatky spojené s tymto
poskytovatelom sluzieb. Spolo¢nost IQVIA
uhradi Prijemcovi platby v dohodnutom
termine, ako je definované v cCasti C vysSie, po
tom, ako spolo¢nost’ IQVIA dostane platni
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faktaru vo vyske wuvedenej v Rozpocte.

e. EXTENDED FoLLOW-UP VISITS

e. PREDIL.ZENE NASLEDNE NAVSTEVY

All Study subject visits performed in
accordance with the Protocol beyond Post
Treatment Follow-Up Visit shall be
reimbursed at the Extended Follow-Up Visit
rate in accordance with the Budget, upon
receipt of data entry.

Vsetky navstevy subjektu skusania vykonané v
stlade s Protokolom sa po naslednej navsteve po
ukonceni lieCby uhradzaju podla sadzby za
predizeni nasledni navitevu v stlade s
rozpoctom po prijati zdznamu udajov.

f. INTERIM ANALYSIS

f. PREDBEZNE ANALYZY

Upon request from Sponsor, site will
perform subject survival status phone calls
and will be paid one hour at the budgeted
study coordinator rate per successful contact
in order to confirm subject status for interim
analysis. Reimbursement will be made upon
receipt of invoice from the site. Invoice must
include date of service.

Na ziadost' Zadavatela vykona pracovisko
telefonické hovory o stave prezitia subjektu a za
kazdy uspesny kontakt dostane zaplatenu jednu
hodinu podla rozpoctovanej sadzby
koordinatora skiSania, aby sa potvrdil stav
subjektu pre priebeznti analyzu. Uhrada sa
uskutocni po prijati faktary od pracoviska.
Faktura musi obsahovat’ datum sluzby.

g. AD-Hoc CRF COLLECTION OR
DATA COLLECTION ACTIVITIES

g. AD-HOC ZBER CRF ALEBO
CINNOSTI ZBERU UDAJOV

Sponsor may request ad-hoc CRF
completion or data collection activities from
the Site during the course of the Study. The
Site may invoice Sponsor or its designee at
the budgeted study coordinator hourly rate
of 19€ for any such special requests made by
Sponsor that will require additional Site
personnel time above and beyond the cost
for assessments included in the Budget
Table. The additional data management time
must be approved in advance by Sponsor in
writing and must be as a result of a request
made by the Sponsor study team. A detailed
breakdown that includes Study Subject
identifier, visit date, CRF page(s) and hours
expended must accompany the invoice. If
this information is required, Sponsor or its
designee will request such information from
Site before payment can be made.—An
amendment of this Agreement is not
required as long as Sponsor written approval
is obtained as above mentioned.

Zadavatel moze pocas SkuSania poziadat
Pracovisko o ad-hoc vyplnenie CRF alebo
¢innosti stivisiace so zberom uidajov. Pracovisko
modze fakturovat Zadavatelovi alebo nim
poverenej osobe hodinovu sadzbu koordinatora
sktiSania podla rozpoctu vo vyske 19€ za vSetky
takéto Specialne poziadavky Zadavatela, ktoré
si budi vyzadovat dodatocny cas persondlu
pracoviska nad ramec nakladov na hodnotenia
zahrnuté v rozpoctovej tabul’ke. Dodato¢ny Cas
na spravu udajov musi byt vopred pisomne
schvaleny Zadavatelom a musi byt vysledkom
ziadosti Studijného timu Zadavatela. K faktare
musi byt priloZzeny podrobny rozpis, ktory
obsahuje identifikator subjektu sksania, datum
navstevy, stranu (strany) CRF a vynaloZené
hodiny. Ak sa tieto informacie vyzaduju,
Zadavatel' alebo nim poverena osoba si ich
vyziada od pracoviska pred uskuto¢nenim
platby. Zmena a doplnenie tejto Zmluvy sa
nevyzaduje, pokial' za ziska pisomny sthlas
Zadavatel’a, ako je uvedené vyssie.
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i. RECORD STORAGE AND ARCHIVING

i. UCHOVAVANIE A ARCHIVACIA

ZAZNAMOV

At end-of-study, a one-time payment for
archiving will be paid by Sponsor or its
designee, upon receipt of invoice, at the
amount listed in the budget. At study
termination, the Site will arrange for
archiving at an external archiving company.
It is the responsibility of the Institution to
contact the archiving company after
completion of the study.

Po ukonceni skuSania Zadéavatel alebo nim
poverend osoba uhradi jednorazovu platbu za
archivaciu na zéklade faktary vo vyske uvedene;j
v rozpocte. Po ukonceni skusania Pracovisko
zabezpe€i archivaciu v externej archivacnej
spolo¢nosti. Zdravotnicke zariadene je povinné
kontaktovat archiva¢nu spolo¢nost’ po ukonceni
sktiSania.

per performed procedure(s) upon receipt of
invoice in the amount indicated in the budget
(including overhead) for the respective
procedure(s). The list of performed
procedure(s), total amount to be paid,
Subject numbers and procedure(s) date must
be included on the invoice.

J. RE-SCREENING VISIT PAYMENTS J. OPATOVNE PREVERENIE PLATIEB ZA
NAVSTEVU
Reimbursement for re-screens will be paid | Uhrada za opakované skenovanie bude

vyplatend za vykonany postup (postupy) po
prijati faktury vo vyske uvedenej v rozpocte
(vratane rezijnych nakladov) na prislusny
postup (postupy). Na faktire musi byt uvedeny
zoznam vykonanych postupov, celkova suma,
ktora sa ma uhradit, Cisla subjektov a datum
postupu (postupov).

F. PAYMENT DISPUTES

F. PLATOBNE NEZROVNALOSTI

Payee will have thirty (30) days from the
receipt of final payment to dispute any
payment discrepancies.

Prijemca platby bude mat tridsat’ (30) dni od
prijatia zaverecnej platby na spochybnenie
akychkol'vek nezrovnalosti v platbe.

a. INvoices: All invoices must be
timely, comply with the Payment Criteria
and must contain the Protocol title and
number, a detailed summary of the payment
to be made, supporting documents (if any),
and be addressed to the following:

a. FAKTURY: Vsetky faktary musia byt
vystavené v&as, musia spiiiat’ Platobné kritéria a
musia obsahovat’ nazov a cislo Protokolu,
podrobné zhrnutie platby, ktord sa ma vykonat,
pripadné podklady a musia byt adresované
tymto osobam:

Payments will be issued by IQVIA based
on Visit Budget, payment frequency and
payment terms as described above.
Payments will be made only upon receipt
of corresponding invoices, including
back-up documentation, in the specified
currency, as described below. Invoices
will be payable within 30 days from the
date of receipt by IQVIA of the invoice,

Platby bude vydavat spolo¢nost’ IQVIA na
zaklade Rozpoctu navstev, frekvencie platieb
a platobnych podmienok, ako je opisané
vysSie. Platby sa uskutoCnia az po prijati
prislusnych  faktar  vratane  podpornej
dokumentacie v uréenej mene, ako je opisané
niz8ie. Faktiry budu splatné do 30 dni od
datumu prijatia faktary spolo¢nostou IQVIA
vratane prislu$nej podpornej dokumentacie.
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including any
documentation.
Invoices for any additional payments to
those stated in this agreement (i.e.,
additional reimbursements) must also be
sent to IQVIA and approved by sponsor.
All invoices shall be raised in the
following manner:

applicable  back-up

Invoices to be billed to:

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

Invoices including back up to be sent
to:
emea@ctp.solutions.igvia.com

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

Link to the Portal:
https://ctp.solutions.igvia.com
Emailed or uploaded invoices and

backup are preferred. In the event of
invoices in hard copy need to be sent,
please send to the following address:

IQVIA Clinical Trial
Payments

37 The Point

North Wharf Road,
Paddington

London, W2 1AF
United Kingdom

The following information should be

included on the invoice:

0 Complete INVESTIGATOR name,
address and phone number

Faktury za akékol'vek dodatocné platby k
platbAm uvedenym v tejto Zmluve (t. j.
dodato¢né thrady) musia byt tiez zaslané
spolocnosti IQVIA a schvalené zadavatelom.
Vsetky faktiry sa vystavuji nasledujucim
sposobom:

Faktury sa fakturuju na:

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

Faktury vratane zaloh sa maju zasielat’
na:
emea@ctp.solutions.igvia.com

Okrem toho je mozné faktiry odosielat’
prostrednictvom portalu. Prijemca plathy
dostal e-mail, aby si vytvoril konto na naSom
Platobnom portali. Z portalu bude moct
Prijemca platby pristupovat k cinnostiam
subjektu podl’a protokolu, predkladat’ faktary,
ako aj zobrazovat udaje o platbach pre vsetky
platby vykonané spolo¢nostou IQVIA.
Odkaz na
https://ctp.solutions.igvia.com

portal:

Uprednostiuju sa faktary zaslané e-
mailom alebo nahrané a zalohované. V
pripade potrebyv zaslania faktar v tlacenej
podobe ich poslite na tuto adresu:

IQVIA Clinical Trial Payments
37 The Point

North Wharf Road, Paddington
London, W2 1AF

United Kingdom

Na faktare by mali byt uvedené tieto
informacie:

o Uplné meno, adresa a telefonne ¢&islo
SKUSAJUCEHO

o Datum faktury

o Cislo faktiry

0 Meno prijemcu platby (musi sa zhodovat' s
menom prijemcu uvedenym v CTA)
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https://ctp.solutions.iqvia.com/
https://ctp.solutions.iqvia.com/

o Invoice Date
o Invoice Number

0 Payee Name (must match Payee
indicated in CTA)

0 Payment Amount

0 Complete description of services
rendered

0 Study Number:
0 Sponsor Name

0 Invoices should be printed on
site/institution letterhead

All invoice and payment related inquiries
shall be addressed directly to IQVIA
Clinical Trial Payments at
emea@ctp.solutions.igvia.com.

Invoices and any  accompanying
documentation must not include any
personally identifying information of any
Subject, including but not limited to
Subject first or last name, initials, date of
birth, address, telephone, passport
number, email address, or credit card
information.  If invoices or any
accompanying documentation do contain
this information I1QVIA will notify
Payee. Payee will need to resubmit a
redacted invoice and accompanying
documentation that does not include any
personally identifying information of any
Subject.

o Vyska platby

o Uplny opis poskytnutych sluzieb

o Cislo klinického skui$ania:

o Nazov zadavatela

o Faktiry by mali byt vytlatené na
hlavickovom papieri
pracoviska/zdravotnickeho zariadenia

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

Faktary a akakol'vek sprievodna
dokumentacia nesmu obsahovat Ziadne
osobné identifikacné udaje  Ziadneho
Subjektu, okrem iného meno alebo
priezvisko, inicialy, datum narodenia, adresu,
telefon, Cislo pasu, e-mailovu adresu alebo
Udaje o kreditnej karte. Ak faktdry alebo
akakol'vek sprievodna dokumentacia
obsahuju tieto informacie, spolo¢nost’ IQVIA
to oznami Prijemcovi platby. Prijemca platby
bude musiet’ opétovne predlozit’ upravent
faktaru a sprievodni dokumentaciu, ktora
nebude obsahovat’ Ziadne osobné udaje
ziadneho Subjektu.

*  Invoices missing any of the
above information may result in delayed
payment.

* Faktary, na ktorych chyba niektory z
uvedenych udajov, mézu mat’" za ndasledok
oneskorenu platbu.

All invoices should be received by IQVIA
within forty-five (45) days following the
incurrence of the applicable expense or site
close out visit, whichever is earlier. Site
understands once IQVIA has reconciled and

Vsetky faktury by mala spolocnost IQVIA
dostat’ do Styridsiatich piatich (45) dni od vzniku
prislusného vydavku alebo od ukoncenia
navstevy pracoviska, podla toho, €o nastane
skor. Pracovisko berie na vedomie, Ze po
internom odsthlaseni a uzavreti SkuSania
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closed Study internally that IQVIA reserves
the right to no longer accept invoices.

spolo¢nostou IQVIA si spolocnost IQVIA
vyhradzuje pravo d’alej neprijimat’ faktary

G. SUBJECT INJURY CLAIMS

G. NAROKY NAHRADU SKODY

UCASTNIKA

NA

The Subject Injury Claims process is
separate from the clinical visit payments
process. Claims should include an itemized
invoice listing each medical service and rate
(not a summary per category) and be
forwarded to your Clinical Operations
contact (not the CRO). Payments for subject
injury claims are dependent on many factors
that will be reviewed by committee. If
payment will be issued directly from
Exelixis, then acceptance of a sponsor-
provided confidential release letter is

Proces vybavovania ziadosti o odSkodnenie za
zranenie Subjektu je oddeleny od procesu
platieb za navstevy klinického skuSania.
Poziadavky by mali obsahovat faktiru s
polozkami, na ktorej je uvedena kazda lekarska
sluzba a sadzba (nie suhrn podla kategorii), a
mali by byt zaslané kontaktnej osobe pre
operacie klinického skusania (nie CRO). Platby
za ziadosti o odskodnenie za poSkodenie
subjektu zavisia od mnohych faktorov, ktoré
preskima komisia. Ak bude platba vystavena
priamo spolo¢nostou Exelixis, vyzaduje sa

percent (15%) withholding will be payable
upon completion of the close-out visit and
upon receipt of the following: (i) all Study
documentation, (ii) the accountability and
return of all unused Study Drug and
Materials, (iii) all completed and correct
eCRFs/queries and (iv) any clarification
requests made by Sponsor or its designee
regarding Study data or records. IQVIA will
perform a reconciliation of the Site’s
payments before issuing a final payment to
the Payee to account for all previous Study
payments, remaining payments due and, if
applicable, this shall include the withholding
from Subject Visit Payments and the fair
market value of any equipment provided
under this Agreement which the Site
purchases. The reconciliation will result in
either a final payment due to the Payee
(“Final Payment”) or a request for
reimbursement due to IQVIA (“Refund”). If
a Final Payment is due to Payee, IQVIA will
pay the Final Payment to Payee within 45
days after completion of the reconciliation

required. akceptovanie Zadavatel'om poskytnutého listu o
uvolneni dovernosti.

H. FINAL PAYMENT H. ZAVERECNA PLATBA

The final payment to include the fifteen | Zavere¢na platba, ktora zahfna

patnastpercentnt (15 %) zrazku, bude vyplatena
po ukonceni zdvere¢nej navstevy a po obdrzani
nasledujucich ~ dokladov: (1)  vSetkej
dokumenticie ku klinickému skaSaniu, (ii)
zuCtovania a vratenia vSetkych nepouzitych
lickov a materialov klinického skusania, (iii)
vsetkych vyplnenych a spravnych
eCRF/dotaznikov a (iv) vSetkych ziadosti o
vysvetlenie zo strany Zadavatela alebo nim
poverenej osoby tykajucich sa Udajov alebo
zaznamov klinického skusania. Spolo¢nost
IQVIA vykona zosuladenie platieb Pracoviska
pred vydanim zaverec¢nej platby Prijemcovi
platby, aby zohladnila vSetky predchadzajice
platby za klinické skusanie, zostavajuce splatné
platby a pripadne zahrnie zrazku z platieb za
navstevy Subjektu a redlnu trhovii hodnotu
akéhokol'vek zariadenia poskytnutého podla
tejto  Zmluvy, ktoré Pracovisko zakupi.
Vysledkom odsuhlasenia bude bud’ zévere¢na
platba splatnd Prijemcom platieb (,,zavere¢na
platba”), alebo Ziadost o vratenie penazi splatna
spolo¢nosti IQVIA (,,vratenie penazi”). Ak je
Prijemcovi platby splatnd kone¢nd platba,
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and upon the receipt of a valid invoice where
applicable. If a Refund is due to IQVIA,
Payee shall reimburse the Refund to IQVIA
within 45 days of IQVIA notifying Payee in
writing of the amount of the Refund.

spolo¢nost’ IQVIA =zaplati Prijemcovi platby
splatni platbu do 45 dni od ukoncenia
zosuladenia a po pripadnom prijati platnej
faktury. Ak ma IQVIA narok na vratenie penazi,
Prijemca platby vrati peniaze spoloc¢nosti
IQVIA do 45 dni odo dna, ked spolo¢nost’
IQVIA pisomne oznami Prijemcovi platby
sumu vratenia penazi.

l. ADDITIONAL FUNDING REQUESTS

l. DALSIE ZIADOSTI O FINANCOVANIE

No other additional funding requests will
be considered without the prior written
consent of Sponsor.

Ziadne daldie dodatotné Ziadosti o
financovanie sa nebudu posudzovat’® bez
predchadzajuceho  pisomného  suhlasu
Zadavatela.

BUDGET TABLE

ROZPOCTOVA TABULKA

Institution Zdravotnicke
Experimental Arm (XL092+Nivolumab)/ zariadenie in € currency v
Experimentalne rameno (XL092 + Nivo) mene €
Screening (Before First Dose) / Skrining (pred prvou
davkou) 371
Cycle 1/1. cyklus 617
2 week safety visit / 2-tyzdnova bezpeénostna navsteva 194
Cycle 2 /2. cyklus 537
2 week safety visit / 2-tyzdnova bezpe€nostna navsteva 194
Cycle 3/3. cyklus 445
2 week safety visit / 2-tyzdnova bezpeénostna navsteva 194
Cycle 4/ 4. cyklus 516
2 week safety visit / 2-tyzdnova bezpe¢nostna navsteva 194
Cycle 5/5. cyklus 466
Cycle 6 /6. cyklus 516
Cycle 7/7. cyklus 485
Cycle 8 /8. cyklus 537
Cycle 9/9. cyklus 445
Cycle 10/ 10. cyklus 430
Cycle 11 /11. cyklus 466
Cycle 12/12. cyklus 430
Cycle 13 /13. cyklus 445
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Cycle 14/ 14. cyklus 451
Study safety visit (SSV) while IV delayed or discontinued*

/ Bezpecnostna navsteva v ramci skusania (SSV), pricom

i.v. sa oddiali alebo ukon¢i* 204
Beyond Safety Visit 14 V1 (see Grid) — if necessary /

Néavsteva nad rdmec bezpecnosti 14 V1 (pozri mriezku) — v

pripade potreby 430
Beyond Safety Visit 14 V2 (see Grid) — if necessary /

Névsteva nad rdmec bezpecnosti 14 V2 (pozri mriezku) — v

pripade potreby 416
Beyond Safety Visit 14 V3 (see Grid) - if necessary /

Navsteva nad ramec bezpecnosti 14 V3 (pozri mriezku) — v

pripade potreby 451
Beyond Safety Visit 14 V4 (see Grid) - if necessary /

Navsteva nad ramec bezpecnosti 14 V4 (pozri mriezku) — v

pripade potreby 416
Beyond Safety Visit 14 V5 (see Grid) — if necessary /

Navsteva nad rdmec bezpecnosti 14 V5 (pozri mriezku) — v

pripade potreby 430
Beyond Safety Visit 14 V6 (see Grid) — if necessary /

Navsteva nad rdmec bezpecnosti 14 V6 (pozri mriezku) — v

pripade potreby 437
Beyond Safety Visit 14 V7 (see Grid) — if necessary /

Néavsteva nad rdmec bezpecnosti 14 V7 (pozri mriezku) — v

pripade potreby 430
Beyond Safety Visit 14 V8 (see Grid) - if necessary /

Navsteva nad ramec bezpecnosti 14 V8 (pozri mriezku) — v

pripade potreby 416
Beyond Safety Visit 14 V9 (see Grid) — if necessary /

Névsteva nad ramec bezpec€nosti 14 V9 (pozri mriezku) — v

pripade potreby 437
Beyond Safety Visit 14 V10 (see Grid) — if necessary /

Navsteva nad ramec bezpecnosti 14 V10 (pozri mriezku) —

v pripade potreby 430
Beyond Safety Visit 14 V11 (see Grid) - if necessary /

Navsteva nad ramec bezpecnosti 14 V11 (pozri mriezku) —

v pripade potreby 416
Beyond Safety Visit 14 V12 (see Grid) — if necessary /

Navsteva nad ramec bezpecnosti 14 V12 (pozri mriezku) —

v pripade potreby 437
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Beyond Safety Visit 14 V13 (see Grid) - if necessary /
Navsteva nad ramec bezpecnosti 14 V13 (pozri mriezku) —

v pripade potreby 430
Beyond Safety Visit 14 V14 (see Grid) — if necessary /

Néavsteva nad rdmec bezpecnosti 14 V14 (pozri mriezku) —

v pripade potreby 208
Beyond Safety Visit 14 V15 (see Grid) — if necessary /

Navsteva nad rdmec bezpecnosti 14 V15 (pozri mriezku) —

v pripade potreby 229
Beyond Safety Visit 14 V16 (see Grid) — if necessary /

Navsteva nad rdmec bezpecnosti 14 V16 (pozri mriezku) —

Vv pripade potreby 222
Beyond Safety Visit 14 V17 (see Grid) - if necessary /

Navsteva nad ramec bezpecnosti 14 V17 (pozri mriezku) —

Vv pripade potreby 208
Beyond Safety Visit 14 V18 (see Grid) — if necessary /

Navsteva nad ramec bezpecnosti 14 V18 (pozri mriezku) —

v pripade potreby 229
Beyond Safety Visit 14 V19 (see Grid) — if necessary /

Navsteva nad ramec bezpecnosti 14 V19 (pozri mriezku) —

v pripade potreby 222
Beyond Safety Visit 14 V20 (see Grid) — if necessary /

Navsteva nad ramec bezpecnosti 14 V20 (pozri mriezku) —

v pripade potreby 208
Beyond Safety Visit 14 V21 (see Grid) — if necessary /

Navsteva nad ramec bezpecnosti 14 V21 (pozri mriezku) —

v pripade potreby 229
Beyond Safety Visit 14 V22 (see Grid) - if necessary /

Navsteva nad rdmec bezpecnosti 14 V22 (pozri mriezku) —

v pripade potreby 222
Beyond Safety Visit 14 V23 (see Grid) — if necessary /

Navsteva nad ramec bezpecnosti 14 V23 (pozri mriezku) —

v pripade potreby 208
Beyond Safety Visit 14 V24 (see Grid) — if necessary /

Navsteva nad ramec bezpecnosti 14 V24 (pozri mriezku) —

v pripade potreby 229
30-Day Post Treatment Follow-up

(+ 14 days) / 30-diové sledovanie po ukonceni lieCby

(+ 14 dni) 339
100-Day Extended Follow-up

(+ 14 days) / 100-diové predlzené sledovanie

(+ 14 dni) 217
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Experimental (XL092+Nivo)/ Total Per Subject:

rameno (XL092 + Nivo)/ Celkom na pacienta:
(nezahrna predlZené telefonické sledovanie)

(Excludes Extended Phone Follow Up)/ Experimentéalne

8,693

* If any treatment is delayed or discontinued a SSV will occur. Sites are to invoice for
assessments that are not part of the basic SSV schedule that occur on affected Day of Infusion,

e.g. ECG./

Ak sa akékol'vek liecba oddiali alebo ukon¢i, uskutocni sa bezpecnostnd navsteva v ramci
sktSania (SSV). Pracoviskd maju fakturovat’ hodnotenia, ktoré nie su sucastou zakladné¢ho
planu SSV a ktor¢ sa vykonavaju v dotknuty den infuzie, napr. EKG, PT, PTT, TSH.

Institution Zdravotnicke
zariadenie € currency v

Control Arm (Sunitinib) / Kontrolné rameno (Sunitinib) | mene €

Screening (Before First Dose) / Skrining (pred prvou

davkou) 371
Cycle 1/1. cyklus 403
2 week safety visit / 2-tyzdinova bezpe€nostna navsteva 194
4 week safety visit / 4-tyzdnova bezpe¢nostna navsteva 234
Cycle 2 /2. cyklus 244
2 week safety visit / 2-tyzdinova bezpeénostna navsteva 208
4 week safety visit / 4-tyzdnova bezpeénostna navsteva 194
Cycle 3/ 3. cyklus 223
3 week safety visit / 3-tyzdiiova bezpecnostna navsteva 194
Week 17/ 17. tyzden 47
Cycle 4/ 4. cyklus 223
3 week safety visit / 3-tyzdnova bezpecnostna navsteva 194
Cycle 5/5. cyklus 298
3 week safety visit / 3-tyzdnova bezpe¢nostna navsteva 194
Cycle 6 /6. cyklus 223
Week 33 /33. tyzden 47
3 week safety visit / 3-tyzdiova bezpeénostna navsteva 194
Cycle 7 /7. cyklus 223
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3 week safety visit / 3-tyzdnova bezpe¢nostna navsteva 194

Week 41 /41. tyzden 47
Cycle 8 /8. cyklus 244
3 week safety visit / 3-tyzdnova bezpeénostna navsteva 194
Cycle 9/9. cyklus 237
3 week safety visit / 3-tyzdiiova bezpeénostna navsteva 194
SSV while cycle is delayed™ / SSV, pri¢om cyklus sa

oddiali* 223

Beyond Safety Visit 9 V1 (see Grid) — if necessary /
Navsteva nad ramec bezpecnosti 9 V1 (pozri mriezku) — v
pripade potreby 223
Beyond Safety Visit 9 V2 (see Grid) — if necessary /
Navsteva nad rdmec bezpecnosti 9 V2 (pozri mriezku) — v
pripade potreby 47
Beyond Safety Visit 9 V3 (see Grid) — if necessary /
Névsteva nad rdmec bezpec€nosti 9 V3 (pozri mriezku) — v
pripade potreby 194
Beyond Safety Visit 9 V4 (see Grid) — if necessary /
Névsteva nad rdmec bezpec€nosti 9 V4 (pozri mriezku) — v
pripade potreby 244
Beyond Safety Visit 9 V5 (see Grid) — if necessary /
Navsteva nad rdmec bezpecnosti 9 V5 (pozri mriezku) — v
pripade potreby 194
Beyond Safety Visit 9 V6 (see Grid) — if necessary /
Navsteva nad ramec bezpecnosti 9 V6 (pozri mriezku) — v
pripade potreby 47
Beyond Safety Visit 9 V7 (see Grid) — if necessary /
Navsteva nad ramec bezpecnosti 9 V7 (pozri mriezku) — v
pripade potreby 223
Beyond Safety Visit 9 V8 (see Grid) — if necessary /
Navsteva nad ramec bezpecnosti 9 V8 (pozri mriezku) — v
pripade potreby 194
Beyond Safety Visit 9 V9 (see Grid) — if necessary /
Néavsteva nad rdmec bezpecnosti 9 V9 (pozri mriezku) — v
pripade potreby 237
Beyond Safety Visit 9 V10 (see Grid) — if necessary /
Navsteva nad rdmec bezpecnosti 9 V10 (pozri mriezku) — v
pripade potreby 194
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Beyond Safety Visit 9 V11 (see Grid) — if necessary /

Navsteva nad rdmec bezpecnosti 9 V11 (pozri mriezku) — v

pripade potreby 244
Beyond Safety Visit 9 V12 (see Grid) — if necessary /

Néavsteva nad rdmec bezpecnosti 9 V12 (pozri mriezku) — v

pripade potreby 47
Beyond Safety Visit 9 V13 (see Grid) — if necessary /

Néavsteva nad rdmec bezpecnosti 9 V13 (pozri mriezku) — v

pripade potreby 194
Beyond Safety Visit 9 V14 (see Grid) — if necessary /

Navsteva nad ramec bezpec¢nosti 9 V14 (pozri mriezku) — v

pripade potreby 223
Beyond Safety Visit 9 V15 (see Grid) — if necessary /

Navsteva nad ramec bezpecnosti 9 V15 (pozri mriezku) — v

pripade potreby 194
Beyond Safety Visit 9 V16 (see Grid) - if necessary /

Navsteva nad ramec bezpecnosti 9 V16 (pozri mriezku) — v

pripade potreby 223
Beyond Safety Visit 9 V17 (see Grid) — if necessary /

Névsteva nad rdmec bezpecnosti 9 V17 (pozri mriezku) — v

pripade potreby 137
Beyond Safety Visit 9 V18 (see Grid) — if necessary /

Névsteva nad rdmec bezpecnosti 9 V18 (pozri mriezku) — v

pripade potreby 244
Beyond Safety Visit 9 V19 (see Grid) — if necessary /

Névsteva nad rdmec bezpecnosti 9 V19 (pozri mriezku) — v

pripade potreby 194
Beyond Safety Visit 9 V20 (see Grid) — if necessary /

Navsteva nad ramec bezpec¢nosti 9 V20 (pozri mriezku) — v

pripade potreby 223
Beyond Safety Visit 9 V21 (see Grid) — if necessary /

Névsteva nad ramec bezpec€nosti 9 V21 (pozri mriezku) — v

pripade potreby 137
30-Day Post Treatment Follow-up

(+ 14 days) / 30-dnové sledovanie po ukonceni lieCby

(+ 14 dni) 322
100-Day Extended Follow-up

(+ 14 days) / 100-dnové predlzené sledovanie

(+ 14 dni) 283
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Control (Sunitinib)/ Total Per Subject: (Excludes
Extended Phone Follow Up)/ Kontrolné rameno
(Sunitinib)/ Celkom na pacienta: (nezahiia predlzené

telefonické sledovanie) 5,846

a) If any cycle is delayed a Study safety visit (SSV) will occur. Sites are to invoice for
assessments that are not part of the basic SSV schedule that occur on affected Day of Infusion,
e.g. ECG./

Ak sa akakol'vek lie¢ba oddiali alebo ukonci, uskutocni sa bezpecnostna navsteva v ramci
sktSania (SSV). Pracoviskd maju fakturovat’ hodnotenia, ktoré nie su sucastou zakladné¢ho

planu SSV a ktor¢é sa vykonavaju v dotknuty den infuzie, napr. EKG, PT, PTT, TSH.

Maintenance Phase/ Udrziavacia faza

Institution
Zdravotnicke
zariadenie €
currency v mene €

Experimental, On-Treatment / Experimentalne rameno, s liecbou 220
Experimental, Off-Treatment / Experimentalne rameno, bez lie¢by 19
Control, On-Treatment / Kontrolné rameno, s lie¢bou 19
Control, Off-Treatment / Kontrolné rameno, bez liecby 19

Invoicable fees
(Invoice Price List) /
Fakturovatel’né
poplatky (fakturacny
cennik)

Frequency/ Frekvencia

Institution Zdravotnicke
zariadenie € currency v mene €

Start-up Fees/
Zahajovacie
poplatky:

1000

Administration
Start-Up/ Zahajovaci

One-time; invoice / Jednorazovo;

poplatok faktira 500
Pharmacy Start-Up/

Zahajovaci poplatok | One-time; invoice / Jednorazovo;

lekarne faktdra 300
Radiology Start-Up/

Zahajovaci poplatok | One-time; invoice / Jednorazovo;

radiologie faktira 500
Annual Fees/ Ro¢né

platby:

Site Administrative | Annually; invoice / Raz ro¢ne;

Fee / faktdra 360
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Administrativny
poplatok za
pracovisko

Annual Pharmacy
Fee/ Ro¢ny poplatok
za lekaren

Annually; invoice / Raz ro¢ne;
faktdra

480

Close-out Fees/
Platby za
uzatvorenie:

Close-out Fee/ Platba
Za uzatvorenie
pracoviska

One-time; invoice / Jednorazovo;
faktura

1000 including archiving fee

Pharmacy Close-out
Fee/ Platba za
uzatvorenie lekarne

One-time; invoice / Jednorazovo;
faktara

250

Ad-Hoc Admin &
Departmental Fees/
Ad hoc
administrativne
poplatky a poplatky
oddelenia:

Legal and financial
review of the
contract
amendment/ Pravna
a finan¢na kontrola
dodatku k zmluve

One-time; per amendment; invoice/
Jednorazovo; na jeden dodatok;
faktira

250

Audit assistance
(amount per day)/
Asistencia pri audite
(suma za den)

Invoice, Per Occurrence/ Faktlra,
za kazdu udalost’

30

pacientmi a
hodnoteniami

Patient & Assessment
Fees / Platby suvisiace s

Institution Zdravotnicke
zariadenie € currency v mene
€

Unscheduled Visit

Pl, nurse, study

vyskumnu pracu pri
navsteve (t. J. hlavny
skusajaci, zdravotna
sestra, koordinator

research labor costs (i.e.

coordinator, data entry) /
Neplanované néklady na

Invoice, Per Occurrence /
Faktara, za kazdu udalost’

105
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skusSania, zadavanie
udajov)

Additional Anti-Cancer
Treatment and Survival
Status / Dodato¢na
protinadorova liecba a stav

Conditional; Invoice, after
FU-2 (100-Day Follow-up)
and if subject has not
withdrawn consent to be
followed / Podmieneng;
faktlra sa vystavi po FU-2
(100-dnovom sledovani) a
ak ucastnik nestiahol suhlas

prezivania so sledovanim 74
Invoice, only invoiced
during maintenance phase
Generate Adverse Events | once per visit / Faktura,
Report / Generovanie vystavuje sa len pocas
spravy o neziaducich udrziavacej fazy raz za
udalostiach navstevu 7
Generate Serious Adverse
Event report / Generovanie
spravy o zavaznych Invoice, Per Occurrence /
neziaducich udalostiach Faktara, za kazdu udalost’ 74
Off-Site Monitoring
(Remote monitoring visit
by CRO)/ Monitorovanie
mimo pracoviska
(Vzdialend monitorovacia | Invoice, Per Incident /
navsteva CRO) Faktura, za kazdy incident 132
Re-consent Fee / Poplatok | Invoice, Per Occurrence /
za opatovny suhlas Faktura, za kazdt udalost’ 19
Conditional; invoice; when
related to management of
Hepatocellular Toxicities
Associated with XL092,
Nivolumab, and
Ipilimumab, management of
treatment-emergent diarrhea
(intolerable Gr2, Gr2>48 h,
or > Gr3) / Podmienené;
faktura; v pripade savislosti
s lie¢bou hepatocelularne;j
Gastroenterologist toxicity spojenej s XL092,
consultation / Konzulticia | nivolumabom a
s gastroenterolbgom ipilimumabom, liecbou 39
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hnacky vyvolanej liecbou
(netolerovatelna 2. stupna,
2. stupeni > 48 h alebo > 3.
stuperl)

Endocrinology
consultation /
Endokrinologicka
konzultacia

Conditional; invoice, when
related to management of
endocrinopathy adverse
events / Podmieneng;
faktara v pripade savislosti s
lie¢cbou neziaducich udalosti
endokrinopatie

14

Dermatology consultation
/ Dermatologicka
konzultacia

Conditional; invoice, when
related to management of
skin adverse events,
including rash covering >
30% BSA with or without
symptoms / Podmieneng;
faktdra v pripade suvislosti s
lie¢bou koznych
neziaducich udalosti vratane
vyrazky pokryvajlcej >

30 % BSA so symptomami
alebo bez nich

27

Neurology consultation /
Neurologicka konzulticia

Conditional; invoice when
related to management of
neurological adverse events,
including Gr 2-4
neurological toxicities /
Podmienené; faktlra v
pripade stvislosti s lie€bou
neurologickych neziaducich
udalosti vratane
neurologickej toxicity 2. —
4. stupna

22

Cardiology consultation /
Kardiologicka konzultacia

Conditional; invoice when
related to management of
myocarditis adverse events /
Podmienené; faktura v
pripade suvislosti s lieCbou
neziaducich udalosti
myokarditidy

28
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Pulmonary consultation /
Plicna konzultacia

Conditional; invoice, when
related to management of
pulmonary adverse events /
Podmienené; faktira v
pripade suvislosti s lie¢bou
plticnych neziaducich
udalosti

16

Screen Failure: Exp
(XL092+Nivo) /
Neuspesny skrining:
Experimentalne rameno
(XL092 + Nivo)

Up to 5 patient screen fails
total, cumulative across all
cohorts. Study Team
approval needed for 6+
fails. Paid per EDC at 50%
of Total Screening Visit
Cost, Imaging paid per
EDC, Biopsies paid per
invoice / Celkovo max. 5
neuspesnych skriningov
pacientov, kumulativne vo
vSetkych kohortach. Pri viac
ako 6 netispesnych
skriningoch je potrebny
suhlas timu skSania. Plati
sana EDC vo vyske 50 %
celkovych néakladov na
skriningovu navstevu,
zobrazovacie vysSetrenie sa
plati na EDC, biopsia sa
plati na faktdru.

268

Screen Failure: Control
(Sunitinib) / Netspesny
skrining: Kontrolné
rameno (Sunitinib)

Up to 5 patient screen fails
total, cumulative across all
cohorts. Study Team
approval needed for 6+
fails. Paid per EDC at 50%
of Total Screening Visit
Cost, Imaging paid per
EDC, Biopsies paid per
invoice / Celkovo max. 5
neuspesnych skriningov
pacientov, kumulativne vo
vsetkych kohortach. Pri viac
ako 6 netispesnych
skriningoch je potrebny
suhlas timu sktSania. Plati
sana EDC vo vyske 50 %
celkovych néakladov na
skriningovu navstevu,
zobrazovacie vySetrenie sa

268
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plati na EDC, biopsia sa
plati na faktdru.

Radiology/ Radiolégia

Institution Zdravotnicke
zariadenie v mene € in €
currency

CT Scan chest with contrast
material(s) / CT vySetrenie
hrudnika s kontrastnou

Conditional; automatically pays
after EDC entry / Podmienené;
vyplaca sa automaticky po

latkou zadani Gdajov do EDC 609

CT Scan abdomen and

pelvis with contrast Conditional; automatically pays

material(s) / CT vySetrenie | after EDC entry / Podmienené;

brucha a panvy s vyplaca sa automaticky po

kontrastnou latkou zadani udajov do EDC 773
Conditional; automatically pays
after EDC entry / Podmienené;

CT Scan abdomen /CT vyplaca sa automaticky po

vyS$etrenie brucha zadani udajov do EDC 500.5
Conditional; automatically pays
after EDC entry / Podmienené;

CT Scan pelvis/ CT vyplaca sa automaticky po

vys$etrenie panvy zadani Udajov do EDC 504.5

CT Scan head, skull or brain

with contrast material(s) / Conditional; automatically pays

CT vySetrenie hlavy, lebky | after EDC entry / Podmienené;

a mozgu s kontrastnou vyplaca sa automaticky po

latkou zadani udajov do EDC 309.5

CT Scan upper extremity

with contrast material(s) / Conditional; automatically pays

CT vySetrenie hornej after EDC entry / Podmienené;

koncatiny s kontrastnou vyplaca sa automaticky po

latkou zadani Gdajov do EDC 473

CT Scan lower extremity

with contrast material(s) Conditional; automatically pays

/CT vySetrenie dolnej after EDC entry / Podmienené;

koncatiny s kontrastnou vypléca sa automaticky po

latkou zadani udajov do EDC 450
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Complex (e.g. high
technology, video

diagnostickych filmov,

jednu kopiu

Copies of Diagnostic Films,

recordings, compact discs,
CDs) — Per Copy / Képie

komplexné (napr. vyspela
technika, videozaznamy,
kompaktné disky, CD) — na

incident; faktira

Per incident; invoice / Za kazdy

125

Cardiology/ Kardioldgia

Institution Zdravotnicke
zariadenie € currency v
mene €

ECG 12-Lead, Triplet/

Conditional; submit invoice for
unscheduled ECG / Podmienené;
predlozZenie faktiry za neplanované

12-zvodové EKG, triplet | EKG 64
Conditional; submit invoice for
unscheduled ECG add-on payment

12-Lead ECG single / 12- | / Podmienené; predloZenie faktary

zvodoveé EKG, jeden za neplanovanu dopinkovu platbu

zaznamnik za EKG 21

Tumor Samples:
(archival or recently
biopsied)/ Vzorky
nadoru: (archivované
alebo ziskané nedavno
biopsiou)

Institution Zdravotnicke
zariadenie € currency v mene
€

Archival tissue /
Archivovanie tkaniva

Conditional; invoice; up to /
Podmienené; faktira; max.

201

Local Laboratory
Tests by Invoice/
VySetrenia
vykonavané v
miestnom laboratériu

Institution Zdravotnicke
zariadenie € currency v mene

na faktdru: €
Conditional; variable by gender;

Pregnancy Test — paid per EDC / Podmienené;

Serum / Tehotensky test | variabilné podla pohlavia;

—sérum vyplacané na EDC 4
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Institution Zdravotnicke
Pharmacy Fees / zariadenie € currency v mene
Poplatky lekarne €
s XL092
Dosing:
Dispense
Study Drug /
Davkovanie If a maintenance phase is
XL092: Vydaj | initiated, once every 4 weeks;
skusaného invoice / Ak sa za¢ne udrziavacia
lieku faza, raz za 4 tyzdne; faktara 19
+«+ Nivolumab
Dosing:
Dispense
Study Drug /
Déavkovanie
nivolumabu: If a maintenance phase is
Vydaj initiated, once every 4 weeks;
skusaného invoice / Ak sa za¢ne udrziavacia
lieku faza, raz za 4 tyzdne; faktura 57
+ Nivolumab
Dosing: IV
Infusion and
Supplies /
Déavkovanie
nivolumabu: If a maintenance phase is
i.v. Infuzia a initiated, once every 4 weeks;
spotrebny invoice / Ak sa za¢ne udrziavacia
material faza, raz za 4 tyzdne; faktura 144
Conditional, if the subject
experienced an IRR with any
previous infusion, premedication
with antihistamines, antipyretics,
and/or analgesics may be
administered for subsequent doses
at the discretion of the
Investigator / Podmienené, ak sa u
ucastnika vyskytla IRR pri
akejkol'vek predchadzajucej
Nivolumab infazii, premedikéacia
Premedication, antihistaminikami, antipyretikami
Dispensing / a/alebo analgetikami sa moze
Premedikécia podat’ pri nasledujuacich davkach
nivolumabu, vydaj podl'a uvazZenia sktisajuceho 19
¢+ Sunitinib
Dosing: If a maintenance phase is
Dispense initiated, once every 6 weeks; 19
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Study Drug / invoice / Ak sa zac¢ne udrziavacia
Davkovanie faza, raz za 6 tyzdnov; faktura
sunitinibu:
Vydaj
skasaného
lieku

++ Note: this procedure is to be invoiced only if performed as part of maintenance phase
of the study, otherwise the cost of this procedure performed during other study phases
is already included in Patient Visits Fees.

Hotel Reimbursement per night / Ndhrada za noc v hoteli

For subjects (and care-taker, if appropriate) living greater than 121km (one-way) from the study
center, reasonable Hotel stays may be reimbursed up to 186 EUR, per required study visit. Hotel
receipts are required with invoice for reimbursement. Hotel confirmations will not be accepted
as a receipt. Subjects will be reimbursed for actual cost of hotel up to 186 EUR, per night, per
required study visit upon receipt of an invoice. Any amount over the maximum will be the
responsibility of the subject. This is an all-inclusive maximum rate per day, not per person.
*For the Screening visit subject may invoice up to 2 nights of Hotel
*For visits in which tumor assessments are NOT required, subject may invoice for 1 night of
Hotel.

*For visits in which tumor assessments ARE required (i.e., MRI/CT or Bone Scans), subject
may invoice up to 2 nights of Hotel. Up to / Pre ucastnikov (a pripadne opatrovatel’a), ktori
byvaji vo vzdialenosti vicsej ako 121 km (jednosmerne) od centra skusania, sa mdze preplatit’
pobyt v primeranom hoteli az do vysky 186 EUR na pozadovanu navstevu v ramci skusania.
Na preplatenie nakladov sa vyzaduju hotelové ucty spolu s faktirou. Potvrdenia z hotelov sa
nebudu akceptovat’ ako potvrdenie. Ugastnikom sa preplatia skuto¢né naklady na hotel do
maximalnej v73kz 186 EUR za noc na pozadovan navstevu v ramei skt$ania po prijati faktary.
Za akukol'vek sumu presahujicu maximalnu sumu zodpoveda ucastnik. Toto je maximélna
sadzba za den, nie za osobu.
*Za skriningovi navStevu moéze ucCastnik fakturovat maximalne 2 noci v hoteli.
*V pripade navitev, pri ktorych sa NEVYZADUIJE hodnotenie nadoru, si u¢astnik moze
fakturovat’ 1 noc \ hoteli.
*V pripade navstev, pri ktorych sa VYZADUIJE hodnotenie nadoru (t. j. MR/CT vySetrenie
alebo sken kosti), si ucastnik moze fakturovat’ maximalne 2 noci v hoteli.
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