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 Ien
“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”)

S pracoviskom Vychodoslovensky
onkologicky ustav, a.s., Oddelenie Klinickej
onkologie, Rastislavova 43, 041 91 Kosice,
Slovenska republika

(d’alej len “Hlavny skuasajaci”)

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

Preambula

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:

IQVIARDS 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 vID. PhD

MHA. with working place Vychodoslovensky
onkologicky ustav, a.s., Oddelenie klinickej
onkologie, Rastislavova 43, 041 91 Kaosice,
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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VZHLCADOM K TOMU, ZE Zadavatel
poziadal Zmluvnych partnerov, aby vykonali
klinické skusanie: : Randomizované, dvojito
zaslepené, kontrolované Kklinické skusSanie
fazy 2/3 zanzalintinibu (XL092) v kombinacii
s pembrolizumabom oproti pembrolizumabu v
prvej linii liecby ucastnikov s PD-L1
pozitivnym rekurentnym alebo metastatickym
skvamocelularnym karcinémom hlavy a krku*
(dalej len ,Klinické skasanie”), ktord je
blizSie popisand v protokole ¢. XL092-305,
ktory bude Zmluvnym partnerom odovzdany
Zadavatel'om a ktory méze 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 maji zadavatelovi
ul’ah¢it’ dozor nad skuiSanim, monitorovanie a
riadenie skuSania v sulade s castou 312.52
hlavy 21 Zbierky federalnych nariadeni (CFR)
Spojenych statov americkych a touto zmluvou.
Zadavatel poverii CRO vybavovanim
komunikacie medzi zadavatelom, Centrom
a Hlavhym sktsajucim v savislosti  so
sktSanim a touto zmluvou a po pisomnom
vyrozumeni Centra a Hlavného skusajticeho
moze zadavatel ur¢it dalSie takéto
organizacie, aby CRO nahradili alebo s nou
spolupracovali pri vykonavani tychto sluzieb
pre zadavatela, a Centrum a Hlavny skasajuci
maju takymto d’alS$im organizdcidm umoZznit’
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 Phase 2/3, Randomized, Double-Blind,
Controlled Study Of Zanzalintinib (X1092) In
Combination  With  Pembrolizumab Vs
Pembrolizumab In The First-Line Treatment
Of Subjects With PD-L1 Positive Recurrent
Or Metastatic Head And Neck Squamous Cell
Carcinoma (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 zavédzuju 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
klinick 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 existuja; (f)
akymikol'vek inStrukciami Zadavaterla,
okrem iného vratane, ,Priru¢ky pre
sktsajuceho (Investigator’s Brochure)

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
product / medicinal product used in the
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2.2 Klinické

obsahujucej vSetky v sti¢asnej dobe zname
informacie o produkte / lieku pouzitom

v Klinickom skusani a jeho
vlastnostiach,takito priru¢ku Zadavatel
prilozi k dokumentécii  Klinického
skiiSania a  poskytne  Hlavnému

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

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

2.3 Hlavny skusajuci st¢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 sktSanie v ramci
svojho pracovného pomeru k Centru.

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
sktSajacemu, a Clenom S$tudijného timu,
zucastiovat’ sa podla potreby stretnutia

skusajacich a telekonferencii
uskutoc¢niovanych v priebehu Klinického
skiSania v  rozsahu pozadovanom

Zadavatel'om.

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
Clinical Trial to the extent requested by the
Sponsor.
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2.6 Kazde

2.7.1  Predpokladany

uzatvorenie  subdodavatel'skej
zmluvy, ktorej predmet plnenia tretej
strany sa bude tykat ktorejkol'vek z
povinnosti Centra na zaklade tejto Zmluvy
si vyzaduje predchadzajici pisomny
sthlas Zadavatela. Udelenie takéhoto
sthlasu je na vylutnom 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 spiianie podmienok, (a)
ktoré sa vzhladom k charakteru
pozadovanej sluzby relevantné¢ a
podobné podmienkam tejto Zmluvy
vratane, avSak nielen, lehot 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 Zadéavatel'ovi alebo tretim
stranam Zmluvne opravnenym
Zadéavatel'om a prisluSnym regulacnym
uradom vykonanie auditov a inSpekcii u
takejto  tretej strany, Co sucasne
neznamena obmedzenie  povinnosti
Centra vo vztahu k auditom a inspekcie;
a

2.6.2bude niest’ pInd zodpovednost’ za riadne

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

2.7 Zmluvni partneri sa zavézuju zaradit

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

zaCiatok  naboru
subjektov skusania je november 2023
predpokladané ukoncenie 31 december

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:

2.7.1 Recruitment of trial subjects is expected

to begin on November 2023 and to be
completed by 31st December 2027
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2.8 Hlavny

2027. Nabor subjektov skusania sa vzdy
riadi aktualnymi podmienkami Protokolu.

2.7.2 Hlavny skusajuci a Centrum suhlasia, ze

Zadavatel’ moze jednostranne na zéklade
predchadzajuceho upozornenia
kedykol'vek zmenit® pocet subjektov
skuSania, ktorych Hlavny skusajuci do
Stidie moze zaradit a/alebo Casovy
harmonogram naboru, a to
prostrednictvom  vydania prislusného
pokynu ku Klinickému sktsaniu . Takyto
pokyn sa nebude vztahovat na uz
zaradenych subjektov skusania.

sktiSajuci sa zavédzuje do
Klinického skusania zaradit’ iba objektivne
spOsobilé subjekty skusania v sulade s
Protokolom a oznamit’ zaradenie subjektu
skisania do  Klinického skusania s
uvedenim Cisla rozhodnutia o Klinickom
skasani a datumu zaradenia subjektu
skuSania do Klinického skusania
zdravotnej  poistovni  vykonavajucej
verejné zdravotné poistenie subjektu
skisania  bezodkladne po  zaradeni
subjektu skusania do Klinického skusania
v sUlade s ustanovenim 8§ 44 pism. o)
zdkona o liekoch a akékolvek dalsie
prislusné pravne predpisy a nariadenia
platné v Slovenskej republike.

2.9 Zmluvni partneri sa zavizuju 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
su¢innost’” pri  priprave dokumentov
tykajicich sa Klinického skuSania a
odovzdat’ Zadavatel'ovi alebo tretej strane
ur¢enej Zadavatel'om bezodkladne vsetky
vyhlasenia  potrebné na  povolenie
Klinického skuiSania regula¢nymi organmi
a / alebo etickymi komisiami, vratane
avSak nielen (i) Vyhlasenie o finan¢nych

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
the Sponsor with all declarations
necessary for the approval of the Clinical
Trial by regulatory authorities and/or
ethics committees, including without
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zaujmoch, (ii) resume a (iii) potvrdenie o
zodpovedajucom vybaveni miesta
skiSania. Zmluvni partneri sa zavizuju
zabezpeCit, ze poskytnut¢ dokumenty
tykajice sa Klinického skuSania st uplné
a spravne. Napriklad, Vyhlasenie o
finanénych zaujmoch musi obsahovat
vSetky financné vztahy medzi Hlavnym
skugajicim a ktorymkolvek Clenom
Studijného timu, a ich finan¢né zdujmy, 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 prijaté¢ho 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
sktSania, pri jeho zmene a jeden rok po
skonceni Klinického sktiSania.

"Prepojenou osobou" je akakol'vek
pravnicka osoba alebo spolo¢nost’, ktord
priamo alebo nepriamo kontroluje niektoru
zmluvnu stranu, je nou 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 zavézuje vsetky

subjekty skuSania zodpovedajucim
sposobom  informovat o  ciel'och,
metddach, predpokladanych prinosoch a
potencidlnych  rizikach Klinického
skusania a o okolnostiach, za ktorych by
ich osobné udaje mohli byt spristupnené
Zadavatelovi, jeho Prepojenym osobam,
prislusSnym organom, tretim stranam, ktoré¢
poskytuju sluzby Zadavatelovi a / alebo
etickym komisiam ako je uvedené
v dokumente o informovanom sdhlase.

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
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
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Hlavny skuSajuci sa zavizuje zabezpecit,
ze subjekty skaSania sa z(castnia
Klinického skt$ania az potom, ¢o podpisu
informovany suhlas subjektu skuSania
poskytnuty Zadavatel'om. Hlavny
skusajuci uchova original takého suhlasu v
zdravotnickej  dokumentacii  subjektu
skuSania. Ak subjekt sktiSania svoj suhlas
v priebehu Klinického skuSania odvola,
Zmluvni partneri nesmi vo vztahu k
tomuto subjektu vykonat' Zziadne dalSie
postupy v ramci Klinického skuSania
okrem pripadnych opatreni tykajucich sa
d’alsieho sledovania predpisanych
Protokolom, s ktorymi subjekt sktSania
suhlasil. Nasledna liecba subjektu, ktora
priamo alebo nepriamo suvisi s Klinickym
skiSanim, je  vyhradnou lekérsku
zodpovednostou a pravnou
zodpovednostou Zmluvnych partnerov.

2.11 Zmluvni partneri sa zavidzuju zabezpecit’,
ze subjektom skuSania zaradenym do
Klinického sktiSania sa v Centre nebudu
podavat’ iné neregistrované lieky podla §
46 zakona o liekoch a v zmysle Vyhlasky
Ministerstva  zdravotnictva SR ¢.
507/2005 Z.z., ktorou sa upravuju
podrobnosti o povolovani terapeutického
pouzitia hromadne vyrabanych liekov,
ktoré  nepodliehaju  registracii, a
podrobnosti o ich Uhrade na zaklade
verejného zdravotného poistenia, ani sa
nebudu zucastiovat' iného klinického
skusSania v priebehu Klinického skusania
bez  predchadzajuceho  pisomného
suhlasu Zadavatela.

2.12 Ak pocas Klinického skusania v
Centre dojde k poskodeniu zdravia subjektu
skiSania, Zmluvni partneri sa zavazuju
informovat o kazdej takejto wudalosti
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

211

2.12

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
Clinical Trial do not receive other
unregistered medicinal products
according to  Section 46  of
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.

If in 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
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
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2.14 Pocas

bezodkladne v ramci leh6t stanovenych v
Protokole a inych pokynoch danych
Zadavatelom o hlaseni udajov tykajucich
sa bezpecnosti. Sucastou takého hlasenia
musi byt tiez posudenie pricinnej
suvislosti. 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,
prislusne;j zdravotne] poistovni
vykonavajucu verejné zdravotné poistenie
subjektu skusSania, pripadne prislusnym
organom clenskych S$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 informdcie. Zmluvni partneri
su povinni poskytovat Zadavatelovi
sucinnost’ s plnenim povinnosti tykajicich
sa hlaseni neziaducich uc¢inkov.

2.13  Zmluvni partneri sa zavdzuju bez

zbytocného odkladu zodpovedat vsetky
otazky Zadavatela alebo 0s6b poverenych
Zadavatelom tykajice 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.

a po skonceni Klinického
skiSania sa zavdzuju Zmluvni partneri
predlozit’ Zadavatel'ovi vSetky dokumenty
prijat¢ od Statnych organov, etickych
komisii a/alebo prislusnych regulacnych
organov tykajuce sa akychkol'vek suhlasov

2.13

2.14

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.

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
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alebo povoleni alebo prislusnej
komunikacie o bezpecnosti vo vztahu ku
Klinickému skusaniu do 24 hodin od ich
obdrzania.

2.15 Zmluvni partneri sa zavizuji pouzivat’

SkuSany liek vyluéne na ucely vykonavania
Klinického sktSania a iba spdsobom
Specifikovanym v Protokole. Zmluvni
partneri  si  zodpovedni za riadne
prijimanie, pouzivanie, nakladanie,
skladovanie a vedenie dokladnej a presnej
evidencie zaobchadzania so SkuSanym
lieckom v priebehu Klinického sktsania v
sulade s poziadavkami spravnej klinickej
praxe, spravnej lekarenskej praxe a
Protokolom. Naviac sa Zmluvni partneri
zavazuji vratit' alebo zabezpecit' riadnu
likvidaciu nepouzitého Skusaného lieku,
ak si Zadavatel' likvidaciu vyziadal (na
naklady Zadavatela), a tato likvidaciu
riadne zdokumentovat’. V pripade nacatého
a nespotrebovaného  SkuSaného lieku,
ktorého forma podania je inflzia, zaistia
Zmluvni partneri likvidaciu ihned” po
priprave ¢i prave SkuSaného 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 zavaznymi pravnymi predpismi
a v sulade so vSetkymi ustanoveniami
pokynov pre klinické skuSanie liekov
Statneho tustavu pre kontrolu liegiv.
Zmluvni partneri  nebudld vyzadovat
zaplatenie Skusaného lieku alebo
akejkol'vek sluzby hradenej Zadavatel'om
podla tejto Zmluvy od subjektu skusania
alebo od tretej strany, ako je napriklad
zdravotna poistovna.

2.17 Centrum sa zavdzuje menovat

dostatoény podet zastupcov, ktori spinaja
kvalifikacné poziadavky na  vykon

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

2.17 The Center agrees to appoint a sufficient

number of representatives who meet
qualification requirements for the
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2.20

povolania farmaceuta alebo
farmaceutického laboranta v zmysle
zékona ¢. 578/2004 Z.z, o poskytovatel'och
zdravotnej starostlivosti, zdravotnickych
pracovnikoch, stavovskych organizaciach v
zdravotnictve a o zmene a doplneni
niektorych zikonov, v zneni neskorSich
predpisov a v zmysle nariadenia vlady ¢&.
296/2010 Z.z. o odbornej spdsobilosti na
vykon zdravotnickeho povolania, spdsobe

dalsiecho  vzdelavania  zdravotnickych
pracovnikov, sustave Specializacnych
odborov a sustave certifikovanych

pracovnych cinnosti, v zneni neskorSich
predpisov. Tito  z&stupcovia  budd
zodpovedni za nakladanie so SkuSanym
liekom a za vedenie savisiacich zaznamov
a dokumentacie. Thned po vymenovani
tohto zastupcu alebo zastupcov, oznami
Centrum Zadavatelovi pisomne meno a
priezvisko poverenych o0s6b  spolu s
prisluSnymi kontaktnymi informaciami.

2.18 Hlavny skasajuci sa zavidzuje odoberat

Skusany liek v stlade s Protokolom, a to v
davkovani potrebnom pre kazdu jednotliva
navstevu subjektu skiiSania.

2.19 Kedykol'vek o to Zadavatel poziada,

zavazujl sa Zmluvni partneri podat’
hlasenie o postupe v Klinickom skusani v
Centre vratane udajov o zaradovani
subjektov skusania v stlade s protokolom.

Hlavny  skutSajici je  povinny
zhromazd’'ovat’ idaje a vkladat’ ich do
piatich (5) pracovnych dni od ich

vytvorenia do elektronickych zaznamovych
listov ALEBO zaznamovych listov v
listinnej podobe] (dalej len “CRF”) v
sulade s nalezitostami stanovenymi v
Protokole. Hlavny skuSajuci sa zavizuje
pravidelne odovzdavat’ Zadavatelovi CRF
a vSetku dokumenticiu vyzadovanu
Protokolom, aby ich Zadavatel mohol
priamo alebo prostrednictvom iného
subjektu priebezne spracovavat’. V pripade

2.18

2.19

2.20

position of a pharmacist and pharmacist
laboratory assistance pursuant to Act no.
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
workers, on the system of specialized
branches and on the system of certified
work activities, as amended. These
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.

The Principal Investigator must collect
data and enter them within five (5)
working days of their generation in the
electronic case report forms (hereinafter
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
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omeSkania dlh§om ako desat (10)
pracovnych dni s vkladanim udajov je
Zadavatel  opravneny, na  zdklade
pisomného oznamenia doruc¢en¢ho
Hlavnému skusajiicemu, 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,
Zadavatelovi 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’”  sucinnost’  pri
bezodkladnom objasiiovani akychkol'vek
otazok tykajucich sa udajov v CRF a
venovat’ sa tymto otdzkam a zodpovedat
ich  najnesk6r v lehote piatich ()
pracovnych  dni.  Zadavatel = modze
pozadovat’ odpovede aj v kratSom ¢asovom
useku s ohladom na klGcové Stadia
Klinického sktsania, ako napr. Ccista
databdza. Zmluvni partneri sa dalej na
ziadost Zadavatela zavédzuju poskytovat’
primeranu sucinnost’ pri priprave celkovej
spravy o Klinickom sktSani. Centrum
zabezpeCi, ze CRF nebuda pristupné
nikomu inému ako Clenom $tudijného timu
a Hlavnému sktsajucemu a pristup k nim,
ak budd v elektronickej podobe, bude
chréneny pristupovym menom a heslom.

2.21 Hlavny skasajaci je  povinny
zabezpeCit, ze vsSetky CRF poskytnuté
Zadavatelovi su Uplne a riadne vyplnené a ze
su vernym odrazom skuto¢nych vysledkov
Klinického sktSania. Hlavny sktSajuci sa tiez
zavazuje odovzdat Zadavatelovi kopie
vSetkych sprav, vratane vSetkych aktualizacii
a zmien, ktoré si vyziadala etickd komisia.

2.21

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.

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.
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2.22 Centrum sa zavdzuje uchovavat vsetku

elektronicku aj ind dokumentaciu, vratane
zdrojovej  dokumentidcie a  zlozky
Skusajuceho, zoznamu identifika¢nych
kédov subjektov sktiSania 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 nasledujicich dvoch doéb: 1)
patnast (15) rokov po skonceni alebo
preruseni Klinického skusania na vSetkych
pracoviskach klinického skusania alebo 2)
aktkol'vek dlh§iu dobu pre archivaciu
dokumentacie  stanovenil  prisluSnymi
pravnymi predpismi.  Dokumentacia o
Klinickom sktsani musi byt uchovavana
na vhodnom mieste a vhodnym sp6sobom
a Centrum je povinné viest zaznamy o
mieste, kde je dokumentécia o Klinickom
skiSani uchovavana, aby tito bola
okamzite k dispozicii na poziadanie
povereného zastupcu Zadavatela, etickej
komisie, auditora alebo prislusnych
Statnych organov. Centrum je povinné
Zadavatela informovat’ najmenej
Sest'desiat (60) dni vopred Vv pripade, Ze
planuje zlikvidovat’ alebo inak archivovat’
dokumentaciu o Klinickom sktsani v inych
priestoroch ako su tie, ku ktorym ma
Centrum vlastnicke alebo iné uZivacie
pravo.

2.23 Zmluvni partneri st si vedomi, ze

Zadavatel’ alebo v jeho mene tretia strana
dokladne monitoruje vykonavanie
Klinického skusania a pravidelne
navstevuje Centrum. Zmluvni partneri sa
zavdzuju 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 Zadavatelom alebo prisluSnou tretou
stranou Vvtomto ohlade. Na ziadost
Zadavatel'a alebo CRO st Hlavny skusajuci

2.22 The Center shall keep all electronic and

2.23

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
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
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Page 14 of 68



a Clenovia Studiyjného 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”) maju
pravo vykonavat audit alebo kontrolu
zaznamov Zmluvnych partnerov,
ktorychkol'vek inych dokumentacii
a priestorov  slvisiacich 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 finanéné plnenie
Takyto audit alebo kontrolu je Zadavatel
povinny  primerane vopred  ohlasit’
Vv pripade, Ze je vykonavany Zadavatelom
alebo nim poverenou osobou. Zmluvni
partneri su povinni poskytovat’
Zadavatelovi, nim poverenym zastupcom
alebo vSetkym Statnym orgédnom sucinnost’
pri plneni ich Uloh v stlade s Protokolom
a podniknut’”  vsetky primerané kroky
pozadované Zadavatel'om alebo Statnymi
organmi na ucely odstranenia nedostatkov
zistenych pocas auditu alebo kontroly.

2.25 Zmluvni partneri sa zavidzuju, ze pocas

a po skonceni  Klinického skusania
umoznia a budu podporovat’ vsetky
kontroly regulaénych alebo vladnych
Statnych organov bez akychkol'vek narokov
na osobitn odmenu ¢i ndhradu. Zmluvni
partneri si povinni informovat’ Zadavatel'a
aalebo CRO okamzite o kazdej takejto
kontrole ¢i zémere takuto kontrolu
vykonat' ihned” potom, ¢o sa o nich
Zmluvny partner dozvie. Zmluvni partneri
sa zavédzuju umoznit, aby Zadavatel’a CRO
mohli byt pritomni na kaZzdej kontrole
vykondvane;  Statnymi orgdnmi alebo
podobnymi inStituciami. Pred vyjadrenim
sa k vysledkom takejto kontroly , ak nejaké
budd, s Zmluvni partneri povinni odpoved
posudit’ a prediskutovat’ so Zadavatelom a
CRO. Zmluvni partneri bez zbyto¢ného
odkladu poskytni Zadavatelovi kopie

2.24

2.25

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
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
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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
zakédzane FDA alebo ktorymkol'vek inym
prislusSnym  organom v priebehu
vykonavania Klinického  skusania.
Zmluvni partneri d’alej zdvizne vyhlasuju,
7¢ ani im ani ich zamestnancom,
splnomocnencom alebo zastupcom, ktori sa
zucastiiuju  vykonavania Klinického
skuSania, nebolo zakdzané¢ vykonavat
¢innosti, ktoré sa budu vykonavat’ v ramci
Klinického sktsania, zo strany FDA alebo
iného organu, ani podla ich najlepSicho
vedomia po nalezitom presSetreni V
sucasnosti neprebicha ziadne konanie
tykajice sa takéhoto zdkazu vo vztahu k
tymto osobdm, najm& na zaklade
nasledujucich pravnych predpisov: (i)
United States 21 USC § 335a a/alebo (ii)
Hlavy 21 Code of Federal Regulation §
312.70. Zmluvni partneri sa zavazuju v
priebehu Klinického skusania a po dobu 3
rokov po jeho ukonceni ihned’ informovat
Zadavatela, ak sa dozvedia, ze sa zacne
takéto konanie vo vztahu k Hlavnému
skusajucemu, Centru ¢i jeho
zamestnancovi. Zmluvni partneri dalej
zaruCuju a zavazuju sa, ze podla ich
najlepsieho vedomia a nalezitom presetreni
nie sU subjektom predchadzajdcich ani
prebiehajicich ~ vySetrovani,  vyziev,
upozorneni alebo nepodliehaju vykonu
rozhodnuti  orgédnov  Stitnej  spravy
vzt'ahujucich sa K ich schopnosti zi¢astnit’
sa klinického skusania,, ktoré  neboli
oznamené Zadavatelovi. V pripade, Ze
nastane skuto¢nost’ podl'a predchadzajuce;
vety vo vztahu ku Klinickému skusaniu,
Zmluvni partneri to bez zbytocného
odkladu ozndmia Zadéavatel'ovi.

227 V pripade, ze Hlavny skuSajuci v

priebehu Klinického skuSania ukonci

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
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
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pracovnopravny vztah s Centrom, Centrum
je povinné o tejto skutocnosti informovat’
Zadavatel'aa CRO bezodkladne potom, ako
sa o0 tom dozvie, a su¢asne navrhnit’ riadne
kvalifikovanu osobu, ktora prevezme ulohu
nového hlavného skusajuceho. Zadavatel
ma pravo podat namietku vo¢i novému
Hlavnému skusajucemu. Centrum sa
zavdzuje s vynaloZzenim maximalneho
usilia pozadovat po novom hlavnom
skusajucom, aby sa pisomne zaviazal k
dodrziavaniu podmienok dohodnutych v
tejto Zmluve a =zabezpeli, aby byvaly
hlavny sktsajiaci nad’alej dodrziaval svoje
povinnosti vyplyvajace z tejto Zmluvy,
okrem iného vratane povinnosti tykajlcich
sa dovernosti, publikacii a duSevného
vlastnictva. . Ak Centrum a Zadavatel’ nie
su schopni dohodnut’ sa na osobe nového
hlavného skusajuceho alebo ak novy
hlavny skusajuci nie je ochotny zaviazat’ sa
k podmienkam stanovenym v tejto Zmluve,
Zadavatel' je opravneny vypovedat tato
Zmluvu v sulade s ¢l. 12.5 tejto Zmluvy.
Centrum a Hlavny skaSajuci su povinni
bezodkladne pisomne informovat’
Zadavatela o vsetkych zmenach, ktoré
maju vplyv na dostupnost’ zdrojov a / alebo
Clenov $tudijného timu vykonavajucich
Klinické sktSanie.

2.28  Zmluvni partneri sa zavazuju priamo a
bezodkladne informovat Zadavatela v
pripade, ze subjekt skiSania zucastnujuci sa
Klinického skusania oznami ¢i vyjadri nazor,
ze doslo k poskodeniu jeho zdravia v dosledku
ucasti na Klinickom skuSani , 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 o0sob, 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

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
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
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vyplyva ich oprdvnenie vykondvat’ prava a
povinnosti Zaddvatel'a. Zmluvni partneri sa

zavdzuju  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 skusSania, a dalej
tiez subjektom zaradenym do nasledného
sledovania po skonceni Klinického
skusania, v sulade s etickymi pravidlami.

2.31 V pripade, ze pri Klinickom skusani
pouziva Centrum, Hlavny sktSajuci alebo
Clenovia §tudijného timu pristrojové
vybavenie, ktoré  vyzaduje  servis,
kalibraciu alebo in1 osobitnt starostlivost’,
Centrum sa zavédzuje udrziavat také
pristrojové vybavenie sposobilé 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:

zastupca riaditel’a pre klinické ¢innosti

Alameda, Kalifornia, USA

Kancelaria: 650-837-7075

Mobil: 415-609-3962

a

Kontaktna adresa CRO:

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

Adresa:  Vajnorska  100/B,
Bratislava, Slovak Republic

831 04

alebo ktorékol'vek dalSie osoby oznamené
Hlavnému skuSajucemu.

3.2  Zadavatel sa zavidzuje Zmluvnym
partnerom poskytnut’ bezplatne v mnozstve
a cCasovych intervaloch na riadne
vykonanie Klinického skuSania Skusany
liek, nevyhnutné vzory CRF a dalSie

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:

Associate Director, Clinical Operations.
Alameda, California, USA

Office: 650-837-7075

Mobile: 415-609-3962

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
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informacie a dalSie lieCivo / placebo
vyzadované na vykonavanie Klinického
sktiSania.

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

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

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

CL 4 - Odmena

4.1 Zadavatel' prostrednictvom CRO sa
zavazuje zaplatit Centru za riadne
vykonané cCinnosti na zaklade tejto
Zmluvy, vratane prevodu prav podla cl.
5 tejto Zmluvy, odmenu vo vyske,
sposobom a za podmienok uvedenych v
tomto ¢lanku Zmluvy a v prilohe ¢. 1.
Podmienky odmeny a jej vyplaty
Hlavnému skuSajucemu st upravené v
Dohode o odmene uzatvorenej medzi
Hlavnym skuaSajucim a Zadavatelom a
CRO. Hlavny skuSajici a Zadavatel
oznami Centru uzavretie takejto dohody.

3.3

3.4

3.5

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.

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.

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.

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

Article 4 —- Remuneration

4.1 For the activities properly performed

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.
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4.2

4.3

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 o)
Zadévatel'om, ibaze ich vopred pisomne
schvali Zadavatel’.

Vsetky odmeny a finan¢né naklady,
ktoré 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
uskutocnend v prospech bankového uctu
Centra:

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

Platby bud( realizované v penaznej mene
EURO. a vsSetky pripadné bankové
poplatky znaSa Zadavatel .

Pokial’ sa nedohodne inak, bude za
preberanie faktur pracoviska skuSania a
spracovanie platieb zodpovedat CRO.
Vsetky otazky tykajice sa faktir centra
sktiSania alebo platieb sa maji adresovat’
spolo¢nosti CRO na kontaktné udaje
uvedene v Prilohe 1.

V pripade, ze CRO nezasle Centru vyssie
uvedeny prehlad (navrh faktary) na
odsuhlasenie v lehote 30 dni odo dna
ukoncenia kalendareho pol roka, zasle
Centrum CRO a ak CRO uvedeny
prehlad (navrh faktiry) 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

4.2

4.3

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.

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
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4.4

pol roka, Hlavnym skuSajicim a/alebo
inymi Clenmi $tudijného timu.

V pripade, ze Centrum zisti, ze st v
prehlade (navrhu faktury) nedostatky
tieto ozndmi CRO, ktory je povinny ich
odstranit. Ak ma CRO zato, ze v
prehlade (navrhu faktary) 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 neozndmi Centru, ze V
prehlade (navrhu faktiry) Ziadne
nedostatky nevidi, plati, Ze rozhodny pre
vystavenie faktury je prehlad (navrh
faktary) v zneni pripomienok Centra, na
zaklade ktorého je Centrum opravnené
vystavit' faktairu a CRO je povinny
odmenu a finanéné ndhrady za
fakturované vykony vykonané v obdobi
kalendarneho  polroka, Hlavnym
skiSajucim a / alebo inymi Clenmi
Studijného timu centru uhradit’.

CRO ma pravo zadrzat az 10% z
prislusnej sumy odmeny za obdobie
kalendarneho pol roka (dalej len
"zadrzné“). CRO sa zavizuje uhradit’
Centru zadrzné potom, c¢o budu
predlozené vsetky prislusné CRF, budu
zodpovedané vsetky otazky s ohl'adom
na data obsiahnuté v tychto CRF a budu
odstranené vSetky nespravnosti a
nedostatky v Udajoch v databaze.

4.4

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

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.
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45 Pokial tato Zmluva neustanovi inak,
vSetky sumy uvedené v tejto Zmluve a v
ich priloh&ch su uvedene bez DPH. Ak
niektoré platby za sluzby podliehajua
DPH, CRO zaplati prislusni sumu DPH
vo vyske podla pravnych predpisov
uc¢innych  ku diu  uskutocnenia
zdanitelného plnenia na zaklade
prislusného daiového dokladu
(faktary), ktora bude splhat’ vsetky
nalezitosti  predpisané  prislusSnymi
pravnymi predpismi. Centrum nesie
zodpovednost za uhradenie vsetkych
ostatnych dani v savislosti s platbami na
zaklade tejto Zmluvy.

4.6  Zmluvni partneri su si vedomi, ze
Zadavatel modze zverejnit na centrdlnej
webovej stranke koncernu
https://clinicaltrials.gov/ platby a iné plnenia
tykajlce sa vyskumu a vyvoja, tj. (1) platby
vykonané zo strany Zadavatela na zdklade
tejto Zmluvy a (2) vSetky vydavky na
ubytovanie, suvisiace vydavky na
obCerstvenie a na dopravu Zmluvnych
partnerov, ktoré Zadavatel’ uhradi na zéklade
tejto Zmluvy a (3) vsSetky 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 mézu byt tieZ
publikované ako sucast’ tejto Zmluvy v registri
zmliv na zéklade ustanovenia 85a a § 5b
zékona ¢.211/2000 Z.z., o slobodnom pristupe
k informacidam a o zmene a doplneni
niektorych zdkonov v zneni =zikona ¢.
546/2010 Z.z. (zakon o slobode informacii) .
Bez ohladu na vysSSie uvedené modze
Zadavatel' zverejnit prevod akejkol'vek
hodnoty poskytnutej v ramci tejto Zmluvy.

4.7 Néahrady subjektu skuSania st vyplacané
Centrom v sulade s touto Zmluvou a
Protokolom. Pravidla pre vyplacanie su
blizSie upravené v prilohe ¢. 7 k tejto
Zmluve.

45

4.6

4.7

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.

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
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.

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.
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Cl. 5 - Prava k vysledkom

5.1 Zadavatelovi patria vyhradné prava ku

vSetkym vysledkom, tdajom zisteniam,
objavom, vynalezom a Specifikdcidm,
bez ohl'adu na to ¢i su spdsobilé 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,
skiSanym lieckom alebo ddévernou
informéciou(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 dokumentacie a

povodna zdrojova dokumentacia zostanu
majetkom Centra; avSak, Zadavatel je
opravneny ich pouzit' v sulade s touto
Zmluvou a ;na zaklade suhlasu, ktory
udelia subjekty skusania. Spristupnenie
Vysledkov ~ akémukol'vek  subjektu,
vratane Zmluvnej vyskumnej organizacie
¢i etickej komisie alebo regulacného
organu nebude povazované za udelenie
vlastnickeho prava k tymto informéaciam
tychto subjektov.

5.3 V rozsahu, v akom prava duSevného

vlastnictva k Vysledkom nie sU
prevoditelné, udeluju tymto Zmluvni
partneri Zadavatel'ovi vyhradna,
neodvolatelnt v mieste a cCase
neobmedzenu licenciu s pravom
udelovat’ sublicencie, a to na vSetky
sposoby pouzitia tychto Vysledkov.
Né&klady za tuto licenciu su uz zahrnuté v
odmene Zmluvnych partnerov podla ¢l. 4
tejto Zmluvy. Centrum sa zavézuje

Article 5 — Rights to Results

5.1

5.2

5.3

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.

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
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
to Results are legally not assignable, the

Sponsor is hereby granted by the
Contracting Partners an exclusive,
worldwide, sub-licensable, time-

unlimited and irrevocable license for
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
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5.4

5.5

5.6 Zadavatel’

vyvinit' 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 uvedenu
licenciu Zadéavatel'ovi.

Pre odstranenie pochybnosti plati, Zze
zmluvné strany suhlasia stym, ze
vynalezy, ktoré st vylepSeniami, alebo
novym pouzitim novym davkovanim ¢i
novymi liekovymi galenickymi formami
Skusaného lieckn sa  vyluénym
vlastnictvom Zadavatela a zaobchadza sa
s nim ako s Vysledkami.

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

alebo ktordkol'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
néklady. Zmluvni partneri zabezpecia,
aby vSetci zamestnanci zmluvného
partnera a jednotlivi subdodévatelia
(d’alej len ,,personal®) boli zamestnani
za podmienok, za ktorych vSetky prava
duSevného vlastnictva vytvorené alebo
vytvorené takymto personalom
zmluvneho partnera v suvislosti s
Klinickym sktsanim budd zverené
Zadavatelovi a ktorych sa — v rozsahu
povolenom prislusSnymi zdkonmi —
vzdava akékolvek moralne prava
vyplyvajuce z takychto prav dusevného
vlastnictva. Zmluvni partneri st povinni
(a zabezpecia, aby personal zmluvného
partnera a vSetci zmluvni partneri
dodrziavali odsek 13.17 s cielom
zdokonalit, potvrdit’, formalizovat alebo
dosiahnut” postipenie vsSetkych prav
dusevného vlastnictva vo vysledkoch

5.4

5.5

5.6

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
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.
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5.7 Zadavatel’ a jeho Prepojené osoby mdzu

uzivat, rozmnozovat a prevadzat
anonymizované radiologické /
diagnostické  snimky  zhotovené v
priebehu Klinického skusania v sulade s
ustanoveniami informovaného suhlasu
na vSetky ucely, vedecké a/alebo
komerc¢né, v akejkol'vek podobe a
akymkol'vek sposobom, 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  udelujt  Zmluvni  partneri
Zadavatel'ovi vyhradnu, miestom
neobmedzenda, plne zaplatena,

bezodplatnd a neodvolatelnu licenciu
vratane  prava udelit  sublicencie
Prepojenym osobam Zadavatela alebo
dodavatelov, na uzivanie vysSie
uvedenych snimok. Naklady za tuto
licenciu je uz zahrnutd v odmene
Zmluvnych partnerov podla ¢l. 4 tejto
Zmluvy. Ak nie s Centrum alebo
Hlavny skuSajici vlastnikmi prav k
tymto snimkam, Centrum a/alebo Hlavny
skusajuci sa zabezpeéi, aby skutoény
vlastnik tychto prav, tzn. zamestnanci
Centra a/alebo tretie osoby zahrnuté do
vykondvania  Klinického  skuSania,
umoznili Zmluvnym strandm udelit’
vysSie uvedent licenciu Zadavatelovi.
Zmluvni partneri potvrdzuji, ze vsetky
takéto snimky budi 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.

5.7 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.
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.

Cl. 6 - Zachovavanie doévernosti Article 6 — Confidentiality
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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 skusanim , SkuSany
liekom, 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®, aviak za predpokladu, ze Zmluvné
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 informécie, a to na
zaklade ich povahy alebo podmienok, ktoré sa
vztahovali k ich poskytnutiu alebo
spristupneniu, vratane vSetkych Udajov
tykajtcich sa Klinického skusania, Gdajov pre
vnatornd  potrebu, alebo  informacii
vytvorenych na zaklade Klinického skusania,
a to napriklad vratane Protokolu, suboru
informacii pre skuSajuceho ¢i predbeznych
vysledkov Stidie. 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,
ktoré sa s Dovernymi informéciami maju
potrebu zoznamovat® na ucel poskytovania
sluzieb na zaklade tejto Zmluvy, a aj to len
vtedy, ak tieto osoby st viazané povinnost'ami
mléanlivosti a nepouzivania, ktoré nie sU
menej prisne ako tie, ktoré st uvedené v tomto
dokumente.

6.2 Povinnost na zachovéavanie dovernosti sa
nevztahuje na vysledky Klinického
skusania vytvorené Zmluvnymi
partnermi, ktoré chct Zmluvni partneri
publikovat’ v stlade s ¢l. 7.

6.3 Pojem Déverné informéacie, ako je

pouzivany v tejto Zmluve, sa nevztahuje

6.1

6.2

6.3

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
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

SVK en CTA INST_SEonsored Clinical Trial Agreement Institution Protocol No: XL092-305 Project code:

Page 26 of 68



6.4

6.5

6.6

na Udaje a informacie 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 mlc¢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, (iii) ich
Centrum alebo Hlavny skusajici 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
skuSajucim bez odkazovania sa na
Doverné informdcie alebo ich pouZitie.

NavySe st Zmluvni partneri opradvneni
spristupnit’ Doverné informacie v takom
rozsahu, v akom je takéto zverejnenie
vyzadované zakonom alebo
vykonatelnym siadnym rozhodnutim,
avSak za podmienky, Ze Zmluvni partneri
o tejto skutoCnosti v primeranom
¢asovom predstihu informuji Zadavatel'a
a na jeho ziadost s nim budu
spolupracovat v  snahe dosiahnut
opatrenia na ucely ochrany alebo iného
primeraného  pravneho  prostriedku.
Zmluvni partneri sa zavdzuji vyvinut
vSetko primerané Usilie, aby zabezpecili
doverné zaobchadzanie s ktoroukol'vek z
Dovernych informacii, ktora bude
spristupnena.

Tieto povinnosti zachovavat’ ml¢anlivost’
a zdkaz  pouzivania  DOvernych
informacii podla tejto Zmluvy zostanu v
platnosti aj po skonceni tejto Zmluvy.

Zmluvni partneri sa zavazuju po
ukonceni tejto Zmluvy alebo na ziadost’

6.4

6.5

6.6

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
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.

This confidentiality obligation and the
prohibition to  use  Confidential
Information as specified in this
Agreement shall remain in effect even
after this Agreement is terminated.

The Contracting Partners agree to
liquidate and delete any Confidential
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6.7

7.1

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 informaciam 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 zdujmy Zadavatela sa
Zmluvni partneri zavizuju dodrziavat
nasledujuce povinnosti a podmienky na
publikovanie:

7.1.1Zmluvni partneri sa zavizujui poskytovat’

Zadavatelovi  vSetky  navrhy na
publikovanie alebo verejné prezentacie
tykajice sa Klinického skusania 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 rdmci lehoty Styridsatpat
(45) dni odo dna, ked’ mu bola doru¢ena
zamySlana Publikédcia, Zmluvni partneri
sa zavdzuju pripomenut Zadavatelovi
predpokladany ~ datum  Publikacie.
Zmluvni partneri nie su opravneni

6.7

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

7.1.1

7.12

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
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
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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 Zaddvatelom 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 dokoncenia 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 odovodnene povazuje
za potrebné na vedecké ucely. Zmluvni
partneri sa zavizuju, ze implementéacia
takychto odporti¢anych zmien nebude
bezddvodne odmietnuta.

7.1.5Ak mozno oc¢akavat’, ze takato Publikacia

by mohla mat neziaduci ucinok na
zachovanie ddovernosti ktorejkol'vek z
Dovernych  informacii = Zadavatela,
Zmluvni partneri sa zavdzuji zabranit’
takejto Publikécii, ibaze by predmetnd
Doverna informéacia nemohla byt
odstranena alebo zredigovana
z Publikacie Kk spokojnosti Zadavatela,
bez ujmy vedeckej spravnosti Publikacie.

7.1.6Ak by Publikacia z pohl'adu Zadéavatel'a

mohla mat neziaduci Uc¢inok na
schopnost’ ziskat’ patentovu ochranu pre
akékol'vek Vysledky, Zadavatel ma
pravo pozadovat’ odklad Publikacie na

publish Publications without the explicit
consent of the Sponsor.

7.1.3The Contracting Parties acknowledge

7.1.4 The

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.

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

7.1.5 If such Publication is expected to have an

7.1.6

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
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primerani dobu na ucel pripravy a
podania Ziadanej patentovej prihlasky
Zadavatel'om alebo v jeho mene, avSak
tato doba nesmie presiahnut’ Sest’ (6)
mesiacov. od datumu, kedy bola
Zadavatelovi Publikdcia dorucend na
kontrolu. Zadavatel’ ma pravo pozadovat’
d’alsi 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 pravom 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 zahrnut' do

7.2

7.3

kazdej Publikacie ustanovenia
informujuce, Ze vytvorenie udajov bolo
podporené Zadéavatelom a stcasne sa
Zmluvni partneri zavdzuji informovat’ o
svojej miere angazovanosti na Klinickom
skiiSani 1 a prospechu, ktory im z
Klinického sktsania 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 zavdzuju 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 zostanu v
platnosti d’al§ich pétnast (15) rokov po
pred¢asnom ukonceni alebo po ukonceni
tejto Zmluvy.

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

7.2

7.3

in every Publication information that the
creation of data was supported by the
Sponsor as well as information about
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.
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7.4

7.5

7.6

8.1

Zadavatel je opravneny zverejnit
vysledky Klinického  skuSania
sposobom, ktory uzné za vhodny, a to ako
po celt dobu trvania tejto Zmluvy, tak aj
po jej ukonceni, dalej je Zadavatel
opravneny umiestnit informdcie o
Klinickom skusani 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.

Zmluvni partneri sa  zavazuju
nepublikovat’ ziadne tlacové spravy
alebo iné verejné oznamenia o Klinickom
sktiSant, Vysledkoch Klinického
sktiSania a/alebo SkuSanom lieku bez
predchadzajuceho pisomného suhlasu
Zadavatel'a, s vynimkou informacii, ktoré
si  uz verejne  dostupné  na
www.clinicaltrials.gov alebo na
akademickej webovej stranke inStitacie
za Ucelom zdpisu a informovanosti o
samotnej $tudii, tak ako bolo v minulosti
schvalené Zadavatel'om.

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

Cl. 8 - Zodpovednost’ a od$kodnenie

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

7.4

7.5

7.6

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.

The Contracting Partners agree not to
publish any press release or any other
public announcements about the Clinical
Trial, Results of the Clinical Trial and/or
the Investigational medicinal product
without the Sponsor's prior written
consent, except for information already
publicly available on
www.clinicaltrials.gov or the academic
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

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)
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8.2

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 odskodni Zmluvnych
partnerov (oznacovani len
»OdSkodinovana strana“ na ucely tohto
¢lanku 8) v pripade naroku subjektu
skusania, ked skusany liek alebo
akykol'vek klinicky zasah alebo postup
vyzadovany a vykonavany alebo
podavany v stlade s protokolom priamo
spoOsobil telesné poskodenie alebo smrt’
uvedenému  subjektu skGSania, za
predpokladu, ze takyto ndrok subjektu
sktiSania:

8.2.1 nevznikol z dovodu, ze Odskodnovana

strana nekonala v sulade (@) s
podmienkami  tejto  Zmluvy; (b)
Protokolom; (c) vSetkymi prislusnymi
pravnymi  predpismi a  pravidlami

upravujacimi vykonavanie Kilinického
sktsania, a/alebo (d) bezpecnostnymi
opatreniami a pisomnymi  pokynmi
Zadavatel’a alebo jeho Prepojenych osob;

8.2.2 nevznikol z dovodu nedbanlivostného

alebo  Umyselného  konania alebo
opomenutia  Odskodnovanej  strany;
a/alebo

8.2.3 nie je plne hradend z poistenia

8.3

dohodnutého v sulade s pravnymi
predpismi v prospech OdSkodnovanej
strany.

Dalej plati, ze ak vznikne taky narok iba
sCasti z  dovodov  na  strane
Odskodiovanej strany uvedenych v cl.
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.

8.2

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

8.4.1 Zmluvni partneri sa zavazuju pisomne
informovat’ Zadavatel'a o kazdom naroku
a/alebo zalobe v maximalnom moZznom
rozsahu, podla tychto ustanoveni o
néhrade ujmy, ato do pét’(5) dni odo dna,
ked sa o nich dozvedia, a stcasne sa
zavidzuji umoznit Zadavatelovi, aby
schvaloval vSetky tkony a obranu proti
takto uplatnenému naroku alebo Zalobe
vratane rozhodovania o urovnani sporu;

8.4.2 Zmluvni partneri st povinni
spolupracovat’ so Zadavatelom a jeho
pravnymi zastupcami a poist'ovatel'mi pri
obrane proti takému naroku alebo Zalobe,
a zabezpecit’ takuto spolupracu to strany
svojich zamestnancov; a

8.4.3 Zmluvni partneri nesmi uznat ani
uspokojit’  ziadny takyto narok mimo
alebo v ramci sudneho konania bez
predchadzajuceho pisomného suhlasu

Zadavatela.
8.5 Zadavatel v najvdcSom rozsahu
povolenom prislusSnymi zakonmi nenesie

zodpovednost’ za ziadne (i) ndhodné Skody,
(i1) nasledné skody, (iii) nepriame Skody, (iv)
Specialne Skody, (v) stratené obchody, (vi)
stratené alebo ocakavané uspory, (vii) usly
zisk, (viii) stratené Udaje, (ix) stratené dobré
meno alebo (x) naroky tretich stran (okrem
tych, ktoré su uvedené v tejto Casti 8), ¢i uz
predvidatel'né alebo nepredvidatelné,
vyplyvajuce z alebo v suvislosti s klinickym
sktSanim alebo zmluvou, aj ked” sponzor bol
informovany, vedel alebo mal vediet o
moznosti takychto §kod a bez ohl'adu na formu
konania, ¢i uz v zmluve alebo v ramci deliktu,

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

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
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vratane nedbanlivosti a
zodpovednosti .

objektivnej

8.6 Zadavatel je povinny uradit’ vSetky
naklady spojené s

1.

klinickym skaGSanim vratane ndkladov na
sktiSané humanne produkty, skiSané¢ huméanne
lieky a humanne lieky uvedené v protokole a
nakladov  spojenych s  laboratornymi,
zobrazovacimi a  inymi  vySetreniami
uvedenymi v protokole a nakladov stvisiacich
S poskytnutim Ustavnej zdravotnej
starostlivosti, ak je poskytnuta v savislosti s
klinickym skusanim,

2.

lie¢bou zdravotnych komplikacii a pripadnych
trvalych nésledkov na zdravi vzniknutych
ucastnikovi v dosledku klinického skusania,
3.

uzatvorenim zmluvy o poisteni zodpovednosti
zadavatela za Skodu spdsobenu tucastnikovi
klinického skuSania, ak by v savislosti s
klinickym skaSanim doSlo k poskodeniu
zdravia alebo umrtiu uc¢astnika,

4.

uzatvorenim zmluvy o poisteni zodpovednosti
poskytovatela zdravotnej starostlivosti za
Skodu, ktora moze byt’ spésobend tcastnikovi.

8.7 Ni¢ 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 vyplyvajuce 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 vyluc¢it alebo obmedzit na
zaklade platného prava.

8.8 CRO sa vyslovne zrieka akejkol'vek
zodpovednosti v suvislosti so sk@Sanym
lieckom, vratane akejkol'vek zodpovednosti za
akykol'vek narok vyplyvajuci zo stavu
spbsobeného alebo Gdajne spdsobeného
akymikol'vek postupmi klinického skusania

in contract or in tort,
negligence and strict liability.

including

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 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

SVK en CTA INST_SEonsored Clinical Trial Agreement Institution Protocol No: XL092-305 Project code:

Page 34 of 68



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 zaobchddzanim ¢i inymi
sposobmi diskriminécie),
prostrednictvom ktorého je zabezpecené
aj odskodnenie v pripade smrti subjektu
sktiSania alebo v pripade ujmy vzniknutej
na zdravi subjektu skiSania v dosledku
vykonavania  Klinického sktSania v
sulade s § 43 pism. h) bod 3 zakona o
lieckoch. CRO rovnako zabezpeci, Ze
Zadavatel Ze zabezpecil poistenie
zodpovednosti Centra za Skodu, ktora
modze byt sposobend subjektu skisania v
stlade s § 43 pism. h) bod 4. zdkona o
lieckoch. Pre vylic¢enie pochybnosti
Zmluvne strany prehlasuju, ze poistenie
podl'a tohto odseku nenahradza poistenie
vztahujice sa k aktivitam, ktoré
nesuvisia s Klinickym skuganim Stadiou,
napr. bezné poskytovanie zdravotnych
sluzieb.

Cl. 10 - Ochrana a spristupnenie
osobnych Gdajov

Zmluvni partneri s si vedomi, Ze
Zadavatel alebo tretia osoba
Zadavatel'om poverena budu vkladat
Vysledky Klinického skuSania a vSetky
spravy suvisiace s Klinickym skiSanim,
zdznamy o Skoleniach v mieste realizacie
Klinického skusania a vystupy =z
akychkolvek  auditov  vykonanych

10.1

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
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
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10.2

10.3 Zmluvni

Zadavatel'om alebo v jeho mene podla
pravidiel spravnej klinickej praxe alebo
inSpekcii do internych elektronickych
databdz Zadévatela 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 osobné
udaje Hlavného skuSajuceho, ako su
meno, priezvisko a adresa, financné
zaujmy podla Potvrdenia o finan¢nych
zdujmoch, a dalej tieZ osobné udaje
inych zamestnancov Centra, Clenov
Studijn¢ho timu a ich zaangazovanie v
Klinickom sktSani a vystupy auditov
vykonanych Zadavatelom podla
pravidiel spravnej klinickej praxe alebo
ingpekecii (dalej len ,,Udaje*) a pravnych
predpisov vztahujicich sa k ochrane
osobnych udajov. Zadavate bude
poskytovat tieto Udaje externym
verejnym databdzam, ako je napr.
clinicaltrials.gov a v nevyhnutnom
rozsahu na zaklade prislusnych pravnych
predpisov tieZ organom verejnej moci.
Udaje budl spracovavané pre plnenie
pravnych povinnosti Zadavatela a pre
manazment klinickych skusok. Udaje
budt spracovavané po dobu neurcitq,
najdlhsie vSak do naplnenia ucelu.

Zmluvni partneri sa zavdzuju zabezpecit’,
ze do vykonavania Klinického skuSania
nebudi zaangaZované Ziadne fyzické
osoby, kym tieto osoby neudelia suhlas
S0 spracovanim svojich osobnych tejto
Zmluvy akym Zadavatelovi nezaSlu
kopie takéhoto vyslovného suhlasu.

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

10.2

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
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.
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10.4 Zmluvni partneri a Zadavatel 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 (dajov a vol'nom
pohybe tychto udajov a o zruSeni
smernice 95/46/ES (vSeobecné
nariadenie o ochrane osobnych udajov
(GDPR)) , dalej so zakonom ¢. 18/2018
Z.z. 0 ochrane osobnych (dajov a o
zmene a doplneni niektorych zakonov v
platnom zneni a v stlade s prislusSnymi
pokynmi Statneho ustavu pre kontrolu
lie¢iv, najmé pokynom MP 131/2018.

10.5 Zmluvni partneri sthlasia, ze kazdi z nich

bude dodrziavat svoje  prislusné
povinnosti, ako sa vyzaduje podla
platnych pravnych predpisov o ochrane
sukromia a udajov, okrem iného vratane
platnych ustanoveni GDPR, s pouzitim
vhodnych technickych a organiza¢nych
opatreni na spracovanie, integritu,
dovernost’ a bezpecnost osobnych
informacii,  Udajov  a Vysledkov.
Zmluvne strany suhlasia s dodrziavanim
so saéasnou verziou Standardnych
zmluvnych doloziek na prenos udajov
podla ,,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 skusania
v Centre a bude konat v sulade s
pokynmi zaddvanymi Zadavatelom
alalebo CRO; a CRO konad ako
sprostredkovatel’ udajov pre

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
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).

[0 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.
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povinnosti riadenia a monitorovania
klinického skusania.

Centrum spristupni Zadavatel'ovi vSetky
pozadované informécie na preukdzanie a
overenie dodrziavania povinnosti.

CL 11 - Trvanie Zmluvy

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

zodpovednosti a odskodnenie), zostavaji
v platnosti aj po skonceni platnosti alebo
skonc¢eni G¢innosti tejto Zmluvy.

Cl. 12 - Ukon¢enie
12.1 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

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
final Clinical Trial report is 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

SVK en CTA INST_SEonsored Clinical Trial Agreement Institution Protocol No: XL092-305 Project code:

Page 38 of 68


http://www.crz.gov.sk/
http://www.crz.gov.sk/

pravo ukoncit’ tito Zmluvu kedykol'vek
aj bez uvedenia dovodu na zaklade
pisomnej vypovede s tridsatdiovou (30)
vypovednou dobou. Vypovedna doba
zane 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 skusajaci
zavazuju (i) zastavit' nabor a zarad’ovanie
subjektov skasania do  Klinického
skiSania, (il) zastavit vykondvanie
vSetkych postupov, u uz zahrnutych
jedincov skuSania, a to v miere, v akej to
dovoluje lekarske hl'adisko, a (ii1) zdrzat’
sa v maximalne] moznej miere
vytvarania d’alsich nakladov a vydavkov.
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 vykondvanie
Klinického skusania v Centre musi byt
ukoncené z lekarskych alebo etickych
dévodov. U¢inky takejto vypovede
nastant ditom jej dorucenia poslednej zo
Zmluvnych stran. Ukoncenie 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

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
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
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doruc¢eni pisomnej vypovede tejto
Zmluvy druhej zmluvnej strane na
zéklade ktoréhokol'vek ustanovenia tejto
Zmluvy, sa Centrum a Hlavny skusajaci
zavizuju (1) zastavit’ ndbor a zarad'ovanie
subjektov skusania do Klinického
sktiSania, (il) zastavit vykondvanie
vSetkych postupov, u uz zahrnutych
subjektov skusania, a to v miere, v akej to
dovol'uje lekarske hladisko, a (iii) zdrzat
sa v maximalnej moZnej miere
vytvarania d’al§ich nakladov a vydavkov.
Zmluvneé strany buda spolupracovat’ na
tom, aby bola bezpecne ukoncena liecba
subjektov skusania Skusanym liekom v
priebehu vzgjomne dohodnutej doby, ale
v ziadnom pripade nebude zavizok
Zadavatela dodavat’ SkuSany liek podla
tejto Zmluvy trvat’ dlhsie ako primeranu
dobu. Bez ohladu na predchadzajtce
ustanovenie, v pripade kritickych alebo
dodlezitych zisteni v ramci auditu alebo
inSpekcie tykajucich sa spravnej klinickej
praxe, dohl'adu nad lieckmi alebo
regula¢nych zalezitosti, praxe alebo
postupu, ktoré maju nepriaznivy vplyv na
prava, bezpecnost’, alebo celkovi
pohodu subjektov skuSania alebo ktoré
mozu predstavovat’ potencialne riziko
pre verejné zdravie alebo ktoré mézu mat’
za nasledok neprijatelnost udajov z
Klinického  skusania  alebo  ktoré
predstavuju vazne porusenie prislusnych
pravnych predpisov a pravidiel, ma
Zadavatel’ pravo (podla svojej volby) s
okamzitym uc¢inkom docasne zastavit
nabor subjektov sktSania, kym nebudu
predmetné zistenia uplne posudené alebo
s okamzitym uc¢inkom pisomne
vypovedat’ tuto Zmluvu.

12.3 V pripade, ze ktorékol'vek z povoleni

alebo  suhlasov  potrebnych  na
vykonavanie Klinického sktiSania je (i) s
pravoplatne  zamietnuté alebo (i)
pravoplatne rusené, skonéi tato Zmluva
automaticky dnom dorucenia oznamenia
(rozhodnutia) o takomto pravoplatnom
zamietnuti alebo pravoplatnom zruseni.

12.3

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
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.
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12.4 Ak sa Zadéavatel primerane domnieva, ze

Zmluvni partneri nebudu schopni zacat
nabor alebo plnit svoje povinnosti
tykajlce sa ndboru v ramci dohodnutej
lehoty, ma Zadavatel' pravo na zéklade
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)
ukon¢it’ tito Zmluvu vypovedou. Podl'a
pismena c) moéze Zadavatel pisomne
vypovedat Zmluvu s okamzitym
ucinkom, avsak len ak vopred pisomne
upozornil Zmluvnych partnerov na ich
omeskania s ndborom subjektov skiiSania
a poziadal ich o napravu v dodatocne;j
primeranej lehote, ktort im na tento ucel
stanovuje, a Zmluvni partneri ani v takej
dodato¢nej lehote napravu neurobia.
Zmluvni partneri musia byt o moZnosti
Zadavatela vypovedat’ tuto Zmluvu s
okamzitym uc¢inkom v pripade, ak
Zmluvni partneri nezjednaju napravu ani
v dodato¢ne stanovenej lehote, nalezite
pisomne pouceni.

125V pripade, Ze Zadavate neschvali

nového Hlavného sktsajuceho podla ¢l.
2.27 alebo sa tento novy Hlavny
sktiSajuci  pisomne  nezaviaze @k
povinnostiam podla tejto Zmluvy,
Zadavatel' je opravneny tuto Zmluvu
ukoncit vypovedou ku dnu dorucenia
vypovede Centru. V pripade, ze Hlavny
sktSajaci a Zadavatel maju zaujem
pokracovat’ v spolupraci pri vykonavani
Klinického sktiSania \ inom
zdravotnickom zariadeni, Centrum sa
zavazuje poskytnut  sucinnost’  pri
prevedeni  relevantnych udajov,
informéacii a materialu, ktoré nie sd
vlastnictvom Centra, v prospech nového
centra.

12.6V pripade, Ze pocas auditu alebo

inSpekcie regulacnych organov bude
zistené porusSenie ustanoveni tejto Zmluvy

12.4 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
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
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alebo Protokolu zo strany Centra alebo
Hlavného skasajiceho (alebo
nedodrzanie ustanoveni tejto Zmluvy zo
strany  ktoréhokol'vek iného  Clena
Studijného timu), ma Zadavatel pravo tito
Zmluvu pisomne vypovedat’ s okamzitou
u¢innostou, pricom ucinky takejto
vypovede nastani dnom jej dorucenia
poslednej zo Zmluvnych stréan.

12.7 CRO je povinny uhradit’ vSetky dlzné

12.8

13.1

13.2

ciastky za riadne poskytnuté sluzby
Zmluvnymi partnermi na zaklade tejto
Zmluvy a néklady, ktoré im odévodnene
vznikli, ku diiu dorucenia vypovede
alebo v pripade ukoncenia tejto Zmluvy
podla ¢l. 12.1 k poslednému dnu
vypovednej lehoty alebo v pripade
ukoncenia tejto Zmluvy podla ¢l. 12.3 ku
dinu  dorucenia pravoplatného
zamietnutia. Ak Centrum preukazatelne
obdrzalo vyS$§iu sumu odmeny a
nakladov, na ktoré¢ mu podla skutocne
vykonanych c¢innosti vznikol narok v
stlade s touto Zmluvou, Centrum sa
prislusny rozdiel zavézuje zaplatit’ spat
Zadavatel'ovi bez zbyto¢ného odkladu.

Pri skon¢eni Zmluvy sa Zmluvni partneri
zavdzuju vratit Zadavatelovi vSetok
nespotrebovany material a predmety,
vratane, bez obmedzenia, akychkol'vek
Doévernych informacii, ktoré im boli
poskytnuté v savislosti s Klinickym
skiSanim, a to najneskor do tridsiatich
(30) pracovnych dni od datumu
ukonfenia Zmluvy.

Cl. 13 - Rdzne ustanovenia

Uzatvorenie tejto  Zmluvy nie je
podmienené ziadnym existujucim alebo
budicim obchodnym vztahom medzi
Zmluvnymi partnermi a Zadavatel'om ani
ziadnym obchodnym rozhodnutim, ktoré
Zmluvni partneri urobili alebo urobia
vo¢i Zadavatelovi alebo vyrobkom
obchodovanym Zadavatel'om.

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
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.
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Zmluvni partneri sthlasia s tym, ze budu plnit’
svoje povinnosti podla tejto Zmluvy
spOsobom, ktory bude v sulade s prislusnymi
pravnymi  predpismi  zameranymi  proti
korupcii a podplacaniu a v stlade s prilohou €.
2. Zmluvni partneri vyhlasuju a zaru¢uju, ze v
suvislosti s Klinickym skiSanim neposkytli
ani neposkytnu ziadnu platbu ani vyhodu,
priamo alebo nepriamo, Udradnej o0sobe,
zakaznikom, obchodnym partnerom,
odbornikom v zdravotnictve ani Ziadnej inej
osobe na ucel =ziskania  nedovoleného
prospechu alebo nekalej obchodnej vyhody,
nebudit  ovplyviovat  rozhodovanie v
sukromnej ani verejnej sfére, predpisovanie,
ani nebudu nikoho podnecovat’ k poruSovaniu
profesijnych  povinnosti alebo pravidiel.
Zmluvni  partneri  sthlasia stym, ze
bezodkladne pisomne ozndmia Zadavatel'ovi a
CRO akékol'vek podozrenie ¢i zistené
porusenie vysSie uvedenych zasad v savislosti
s obchodnou cinnostou Zadavatela a Vv
takychto pripadoch budld spolupracovat so
Zadavatelom a CRO pri prevereni danej
zalezitosti. Zmluvni partneri stithlasia s tym, ze
poplatky, ktoré maji 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, pokial ide o
poradenstvo a starostlivost’ pacientov.
Zmluvni partneri vyhlasuji a zarucuju, ZzZe
platby alebo hodnotné polozky prijaté v stilade
s touto zmluvou alebo v suvislosti so Stadiou
neovplyvnia Ziadne 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 zabezpecit' si
nenalezitu vyhodu alebo ziskat' ¢i udrzat’ si
obchod. Zmluvni partneri suhlasia s tym, Ze
nebudi uctovat’ skusobnym subjektom,
poistovatelom alebo vladnym agentiram
sluzby alebo vydavky vynalozené pri
vykonavani Stadie, za ktord maji alebo
dostani  kompenzédciu od CRO alebo
Zadavatela.

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
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.
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13.3 Zmluvné strany vyhlasuja, ze nemaju v
suCasnosti uzatvorent Ziadnu zmluvu ani
zavazok, ktorych plnenie by negativne
ovplyvnilo  plnenie = povinnosti  voci
Zadavatelovi alebo CRO na zé&klade tejto
Zmluvy a sucasne sa zavidzuju po celu dobu
priebehu Klinického skuSania Ziadnu takuto
zmluvu neuzavriet’ ani ziadny takyto zaviazok
neprijat’. Hlavny skuSajuci ruci za to, ze ziadny
z Clenov $tudijného timu nemd v sacasnej
dobe uzatvorenti ziadnu takato Zmluvu, a
zavizuje sa zabezpeéit, ze Ziadny z Clenov
Studijného timu takuto zmluvu neuzavrie.

13.4 Tato Zmluva obsahuje uplné 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
vzajomne oznamili vSetky informacie, ktoré

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

neuplatiovat’ akékol'vek prava a povinnosti
Zmluvnych stran vyvodené z doterajsej alebo
buducej 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 strdn kond ako
nezavisly subjekt (t. j. nezavisli
dodavatelia) a na ziadne ucely nie je v
postaveni partnera, sprostredkovatela,
zamestnanca ani  zastupcu  druhej
Zmluvnej strany.

13.7 Zadavatel’ bude mat’ pravo postipit’ tito
Zmluvu celu alebo jej Cast’ ktorejkol'vek
zo svojich pridruzenych spolo¢nosti . Na
ziadost’ zadavatel'a, CRO moze postipit’
tuto zmluvu zadavatel'ovi alebo tretej

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
Member shall enter into any such
agreement.

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
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strane a CRO nebude zodpovedat za
ziadne zavdzky alebo povinnosti
vyplyvajuce z tejto zmluvy, ktoré
vzniknl po datume postlpenia, zmluvni
partneri tymto suhlasia s takymto
postipenim. NadobudateI bude o
takomto postupeni bezodkladne
informovatt  zmluvnych  partnerov.
Okrem vys$Sie uvedeného ziadna zo
zmluvnych stran nemoze postupit’ svoje
prava alebo povinnosti vyplyvajice z
tejto zmluvy, Uplne alebo Ciastocne, na
tretiu stranu bez predchadzajuceho
pisomného suhlasu ostatnych zmluvnych
stran. Tato zmluva je zdvdzna pre vSetky
zmluvné strany, ako aj ich pravnych
nastupcov a zmluvné strany, na ktoré
prechddzaji  prdva a  povinnosti
zmluvnych stran v sdlade s tymto
¢lankom.

13.8 Vpripade, ze je pocas klinického

skuSania nutnd hospitalizacia subjektu
klinického skusania na diagnostiku alebo
liecbu takéhoto subjektu v dosledku
telesného poskodenia priamo
spésobeného podanim Skasaného lieku v
sulade s Protokolom, Zadavatel' uhradi
Centru vSetky ndklady, ktoré mu
vzniknd, z vlastného vrecka a ktore nie s
kryté poistenim alebo inou tretou
stranou, za predpokladu, ze takdto ujma
nie je v Ziadnom pripade spOsobena (a)
nedbanlivostou, Umyselnym konanim
alebo porusenim tejto Zmluvy, Protokolu
alebo akychkol'vek platnych zékonov zo
strany Zmluvného partnera; alebo (b)

prirodzenym  vyvojom  z&kladného
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 mozu
zahfnat aj 16zkodni podla cennika
Centra.

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

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.
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13.9 Zmluvné strany potvrdzuju, Ze
laboratérne vySetrenia nebudu v tomto
klinickom skti$ani vykonavane.

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 nevymahatel'nost
konkrétneho ustanovenia tejto Zmluvy
nema vplyv na platnost ostatnych
ustanoveni. Zmluvné strany sa zavazuju
nahradit neplatné a nevymahatelné
ustanovenie platnym a vymahatel'nym
ustanovenim, podla potreby, ktorym
bude €o mozno najblizSie dosiahnuty
umysel, ktory strany mali v case
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, povazuje sa za kontaktni osobu
Centra hlavny sktsajuci._ Ukon urobeny
vo¢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 oc¢islovanych
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, ktord nemeni rozsah ¢i spdsob

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
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
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13.16 Tato

vykonavania ukonov (najmi vySetrenie)
vykonavanych Zmluvnymi partnermi v
ramci Klinického skusania a nema teda
akykol'vek vplyv na vysku odmeny za
vykonéavanie Klinického sktiSania €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
v stlade s ustanovenim § 262 ods. 1 a 2
Obchodného  zdkonniku  vyslovne
dohodli, Ze ich zavizkovy vztah
upraveny touto Zmluvou sa bude riadit’
Obchodnym  zdkonnikom.  Zmluvné
strany sa d’alej dohodli, ze vSetky spory
vzniknuté z tejto Zmluvy budu rieSené
vecne a miestne prislusSnymi sudmi
Slovenskej republiky; Zmluvna strana sa
vSak mdZe doméhat’ sudneho prikazu na
ktoromkol'vek prislusnom sude.

Zmluva je vyhotovena v
slovenskom a v anglickom jazyku, pre
pripad vykladovych nezrovnalosti medzi
jednotlivymi verziami sa Zmluvné strany
dohodli, Ze prednost’ ma slovenska verzia
Zmluvy, avsak s tym, ze na urCenie
umyslu zmluvnych stran sa dostatoCne
odkazuje na anglickd verziu. Tato
Zmluva a vsetky jej prilohy predstavuju
Uplnd  dohodu Zmluvnych stran o
predmete tejto Zmluvy.

13.17 Kazda 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 ind Zmluvna strana
na implementiciu a plna GCinnost
podmienok tejto Zmluvy.

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
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.

Cl. 14 - Prilohy Avrticle 14 — Appendices
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Nasledujuce prilohy tvoria neoddelitelna | The following Appendices constitute an
stcast’ tejto Zmluvy, pokial’ nie je v tejto | integral part of this Agreement, unless set forth
Zmluve stanovené inak: otherwise herein:

Priloha ¢. 1: Finan¢né podmienky Appendix 1: Financial Terms

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:
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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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ATTACHMENT A
BUDGET & PAYMENT SCHEDULE

A. PAYEE DETAILS

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

PRILOHA A
ROZPOCET A ROZPISPLATIEB

A.  UDAJE O PRIJEMCOVIPLATIEB
Zmluvné strany potvrdzuju, Ze nizSie uvedeny
prijemca platieb je riadnym prijemcom platieb podla
tejto zmluvy a Ze platby podla tejto zmluvy sa budu
poukazovat’ len nasledujicemu prijemcovi platieb
(dalej ,,prijemca platieb*):

Contract Payee irrnleugzg
Vychodc_)slovensky platieb
Payee Name onko_loglcky ustav Meno/nazov Vychodoslovensky
Rastislavova .43' prijemcu platieb | onkologicky ustav
Payee Address 041 91 Kosice, Adresa prii Rastis| 43 041 91
Slovak Republic esa prijemcu | Rastislavova , 04
platieb Kosice, Slovak Republic
VAT/Tax ID NA ICDPH/DIC | NA
Banking
Information:
Unicredit Bank Czech ‘
Bank Name and Slovakia, a.s. ﬁl?grr?l\:iiie'
Bank Street Roosveltova 10 '
Bank City Kosice Unicredit Bank Czech and
Bank Nazov banky Slovakia, a.s.
State/Province Slovak Republic Ulica, kde sidli
Bank Postal banka Roosveltova 10
Code 04001 Mesto, kde sidli
Bank Country Slovak Republic banka Kosice
Receiving Stat/provincia
Account banky Slovak Republic
Currency Euros PSC banky 040 01
IBAN SK14 1111 Krajina banky | Slovak Republic
IBAN 0000 0014 2503 2002 Mena Gty
Swift Code (8 or prijemcu Eur
11 Characters) | UNCRSKBX IBAN SK14 1111 0000 0014
If the contracted Payment Currency does IBAN 2503 2002
not match your bank account, you may Swift kéd (8
need to provide an Intermediary Bank. alebo 11
Please contact your Financial institution znakov) UNCRSKBX
for ‘?'eta"s- If an Inte_rmedlary bank is Ak sa zmluvna platobna mena nezhoduje s vasim
required, please_prOVI_de Bank Name, bankovym uctom, méze byt potrebné uviest’
Account Number ifapplicable and SWIFT | | o5 ogiredkujiicu banku.  Podrobnosti  vém
Code of In_termed_lar_y Bank_along with all poskytne vasa finan¢na institicia. Ak je potrebna
other required Wire instructions sprostredkujica banka, uvedte nazov banky,
‘ pripadne ¢islo aétu a  SWIFT  kod
Contact Information sprostredkujicej banky spolu so vsetkymi
ostatnymi pozadovanymi pokynmi na prevod
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Name of
recipient sending
invoices to
Phone number &
Email

Language
Preference
Name of
payment
recipient to
receive payment
notification and
details

Phone number &
Email

Language
Preference

055/6135-105;
mila@vou.sk

Slovak Slovensky

055/6135-105;

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 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.

Kontaktné
informacie

Meno/nazov
prijemcu,
ktorému sa
zasielaju faktdry
Telefonne cislo
a e-mail
Jazykova
preferencia
Meno/nazov
prijemcu, ktory
ma dostat’
oznamenie 0
platbe a
podrobnosti
Telefonne cislo
a e-mail

F

055/6135-105; | GG |

Slovak Slovensky

055/6135-105; [ G—_
Jazykova

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

Zdravotnicke zariadenie je povinné kontaktovat
svojho ¢lena timu skuSania u spolo¢nosti IQVIA a
poskytnut’ mu podpisantt dokumentaciu o zmenach v
bankovom spojeni prijemcu platieb. Zmluvné strany
sa dohodli, ze v pripade zmien v Udajoch o bankovom
spojeni, ktoré sa netykaju zmeny prijemcu platieb
alebo zmeny krajiny, v ktorej je vedeny bankovy
ucet, sa nepozaduju ziadne d’alSie pisomné dodatky
tejto zmluvy.

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

Ak zdravotnicke zariadenie nie je prijemcom platieb,
platobna  povinnost  prijemcu  platieb  voci
zdravotnickemu zariadeniu sa ur¢i samostatnou
zmluvou medzi zdravotnickym zariadenim a
prijemcom platieb, ktora moze obsahovat’ iné splatné
sumy a iné platobné intervaly, nez platia pre platby
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Institution acknowledges that if Institution is
not the Payee, IQVIA will not pay Institution

even if the Payee fails to reimburse
Institution.
B. PAYMENT TERM

IQVIA will pay the Payee biannually, on a
completed visit per subject basis in
accordance with the attached budget. Ninety
percent (90%) of each payment due,
including any Screening Failure that may be
payable under the terms of this Agreement,
will be made based upon prior 6 months’
enrollment data received from the Site
supporting subject visitation.

The balance of monies earned, up to ten
percent (10%), will be pro-rated upon
verification of actual subject visits, and will
be paid by IQVIA to the Payee upon final
acceptance by Sponsor of all data entry, all
data clarifications issued, the receipt and
approval of any outstanding regulatory
documents as required by IQVIA and/or
Sponsor, the return of all unused supplies to
IQVIA, and
upon satisfaction of all other applicable
conditions set forth in the Agreement.

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

sole

All  government taxes the

responsibility of the Payee.

are

poukazované
platieb.

spolo¢nostou IQVIA prijemcovi

Zdravotnicke akceptuje, ze ak nie je prijemcom
platieb, spolo¢nost’ IQVIA mu nebude poukazovat’
ziadne platby ani v pripade, ze prijemca platieb si

nesplni ~ svoje  platobné  povinnosti  voci
zdravotnickemu zariadeniu.

B. PLATOBNE PODMIENKY

Spolo¢nost  IQVIA bude poukazovat’ platby

prijemcovi platieb raz polro¢ne na zaklade poctu
absolvovanych navstev na jeden subjekt v sulade s
pripojenym rozpoctom. Devidtdesiat percent (90 %)
kazdej splatnej sumy, vratane platieb za neuspesné
vstupné vySetrenia, ktoré mozu byt splatné podla
podmienok tejto zmluvy, sa poukize na zaklade
Udajov o zarad’ovani za predchadzajtcich 6 mesiacov
prijatych od pracoviska sktSania, ktoré dokladaju
navstevnost’ subjektov.

Zostatok splatnych finan¢nych prostriedkov az do
vysky desat’ percent (10 %) sa vyplati pomernym
sposobom po overeni skutocnej névStevnosti
subjektov a spolo¢nost’ IQVIA ho vyplati prijemcovi
platieb po zadavatelovom kone¢nom prevzati
vSetkych zaznamenanych udajov, vSetkych vydanych
vysvetliviek k (dajom, po prevzati a schvaleni
vSetkych chybajucich dokumentov pre kontrolné
urady pozadovanych spolocnostou IQVIA alebo
zadavatelom,  vrateni  vSetkych  nepouzitych
materidlov spolocnosti IQVIA a po splneni d’alsich
podmienok uvedenych v zmluve.

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

Za vSetky dane zodpoveda vyhradne prijemca
platieb.
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Major, disqualifying Protocol violations
are not payable under this Agreement.
Payments are split between INST and INV
and team in ration 40:60.

Zavainé, diskvalifikujuce porusenia protokolu nie
st podl’a tejto zmluvy splatné. Platby su rozdelené
medzi Zz a Skusajuceho a tim v pomere 40:60.

C.  BUDGET TABLE C.  ROZPOCTOVA TABUI’KA
Institution in €
currency,
Zdravotnicke

Visit/Navsteva zariadenie v mene €
SV (Screening visit)/SV (skriningova navsteva) 776
C1D1 (Cycle 1 Day 1)/CIDI1 (1. den 1. cyklu) 727
C1D8 (Cycle 1 Day 1)/CIDS (1. den 1. cyklu) 418
C2D1 (Cycle 1 Day 1)/C2D1 (1. den 1. cyklu) 688
C2D8 (Cycle 1 Day 1)/C2DS8 (1. den 1. cyklu) 418
C3D1 (Cycle 1 Day 1)/C3D1 (1. den 1. cyklu) 613
C3DS8 (Cycle 1 Day 1)/C3D8 (1. den 1. cyklu) 418
C4D1 (Cycle 1 Day 1)/C4D1 (1. den 1. cyklu) 683
C5D1 (Cycle 1 Day 1)/C5D1 (1. den 1. cyklu) 544
C6D1 (Cycle 1 Day 1)/C6D1 (1. den 1. cyklu) 648
C7DI1 (Cycle 1 Day 1)/C7D1 (1. den 1. cyklu) 578
C8D1 (Cycle 1 Day 1)/C8DI (1. den 1. cyklu) 630
CIDI1 (Cycle 1 Day 1)/C9D1 (1. den 1. cyklu) 517
C10D1+ (Cycle 10 Day 1 and beyond)/C10D1+ (1. denn 10.
cyklu a neskor) 517
EOT (End of Treatment)/EOT (koniec liecby) 649
SFU- 30DFU (Safety Follow Up - 30-Day follow-up)/SFU-
30DFU (bezpecnostné sledovanie — 30-diiové sledovanie) 479
Surv FU - Q12W (Survival follow-up Q12W)/Surv FU — Q12W
(sledovanie prezitia kazdych 12 tyzdiov) 74
RSCR (Re-screening)/RSCR (opatovny skrining) 372
CxD1* (Cycle X Day 1)/CxD1* (1. den X. cyklu) 438
UV (Unscheduled visit)/UV (neplanovana navsteva) 254
* TREATMENT WITH PEMBROLIZUMAB *LIECBA PEMBROLIZUMABOM POKRACUJE

CONTINUES FOR A MAXIMUM OF 2 YEARS (24
CYCLES). IN CASE DOSING CONTINUES AFTER
PEMBROLIZUMAB IS  DISCONTINUED,
DOUBLET CYCLES X SHOULD BE REIMBURSED
INSTEAD OF STANDARD CYCLES

D. STUDY START-UP FEE

A one-time, non-refundable payment will be
paid in the amount of 1000€ to cover Study
start-up activities upon
completion and receipt by IQVIA of all
contractual and regulatory documentation
and receipt of invoice.

E. SCREENING FAILURE

MAXIMALNE 2 ROKY (24 CYKLOV). V PRIPADE, ZE
DAVKOVANIE POKRACUJE AJ PO PEMBROLIZUMABE,
NAMIESTO STANDARDNYCH CYKLOV BY SA MALI
UHRADZAT DVOJNASOBNE CYKLY X

D. PLATBA NA ROZBEH SKUSANIA

Po skompletizovani vSetkej zmluvnej dokumentacie
a dokumentacie pre kontrolné Urady, jej prevzati
spolo¢nostou IQVIA a prevzati faktiry spolo¢nostou
IQVIA sa uhradi jednorazova, nerefundovatelna
platba vo vyske 1000€ ktora ma pokryt’ aktivity na
rozbeh skusania.

E. NEUSPESNE VSTUPNE VYSETRENIA
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Reimbursement for screen failures will be at
the amount indicated on the Screening Visit
(SV) of the attached budget table, not to
exceed five (5) screen failure(s).

To be eligible for reimbursement of a
screening visit, supporting data entry must be
completed and submitted to IQVIA along
with any additional information, which may
be requested by IQVIA to appropriately
document the subject screening procedures.
The sponsor will not be liable for
compensation of more than five (5) screen
failures without prior written approval given
to the site.

EARLY

F. DISCONTINUED OR

TERMINATION SUBJECTS

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

G. UNSCHEDULED VISITS

Payment for unscheduled visits will be
reimbursed in the amount of 254€ [which
includes overhead], as denoted in the Budget
Table above. To be eligible for
reimbursement for unscheduled visits,
supporting data entry must be completed and
submitted to IQVIA, along with any
additional information which may be
requested by IQVIA, to appropriately
document the unscheduled visit.

H. CONDITIONAL PROCEDURES (WITH

INVOICE)

The following conditional procedure costs
will be reimbursed on a pass-through basis
upon receipt of an invoice in the amount
indicated in the table below (which includes
overhead). Subject number and procedure
dates must be included on the invoice for
payment to be issued.

Uhrady za neuspe$né vstupné vySetrenia buda vo
vyske uvedenej v polozke vstupnd navsteva (SV) v
priloZzenej rozpoctovej tabulke, pricom nesmie
presiahnut’ pat’ (5) netspesnych vstupnych vysetreni.

Na ziskanie naroku na thradu vstupnej navstevy je
potrebné vyplnit' a predlozit’ spolo¢nosti IQVIA
podporné tdaje spolu s dals$imi informaciami, ktoré
modze spolocnost IQVIA pozadovat na nalezité
zdokumentovanie skriningovych postupov subjektu.
Zadavatel’ nebude zodpovedny za kompenzaciu viac
ako piatich (5) netispesnych vstupnych vysetreni bez
predchadzajuceho pisomného suhlasu udeleného
pracovisku.

F.  PREDCASNE VYRADENIE ALEBO
VYSTUPENIE SUBJEKTOV

Uhrady za subjekty, ktoré boli zo skugania vyradené
alebo z neho predCasne vystapili, sa vyplatia
pomernym spdsobom podla poctu potvrdenych
absolvovanych navstev.

G.  NEPLANOVANE NAVSTEVY

Platby za neplanované navstevy sa budu uhradzat’ vo
vyske 254€ [vratane prevadzkovych nakladov], ako
sa uvadza v rozpocétovej tabulke vysSie. Aby
vznikol narok na uhradu za neplanované navstevy,
musia sa skompletizovat’ podkladové zaznamenané
udaje a odoslat’ spolo¢nosti IQVIA spolu so vSetkymi
d’alSimi informéciami, ktoré méze spolo¢nost IQVIA
pozadovat, aby dostatocne zdokumentovala
neplanovani navstevu subjektu.

H. POSTUPY _VYKONAVANE _PODIA
POTREBY (NA FAKTURU)

Nasledujuce postupy vykonavané podla potreby sa
budu uhradzat priebezne po prevzati faktiry na sumu
uvedenu v tabulke nizsie (ktora zahfna prevadzkové
naklady). Aby sa mohla poukazat’ platba, musi byt na
faktare uvedené Cislo subjektu a datumy postupov.

Conditional Procedure (with invoice)

Institution
Zdravotnicke
zariadenie in €
currency v.mene €
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Pregnant Partner ICF/Formuldr informovaného suhlasu pre

tehotnu partnerku 14
Demographics - if needed for RSCR/Demografické udaje — ak je
to potrebné pre RSCR 19

Vital signs - for repeat/additional safety evaluations as
needed/Vitalne funkcie — pre opakované/dodato¢né hodnotenia
bezpecnosti podla potreby 34

Symptom-directed physical examination: Includes one set of vital
signs, weight - for repeat/additional safety evaluations as needed:;
if needed for RSCR/ Fyzikalne vySetrenie zamerané na symptomy:
Zahtiia jednu sadu vitdlnych funkcii, hmotnost— pre
opakované/dodato¢né hodnotenia bezpecnosti podl'a potreby; ak je
to potrebné pre RSCR 34

Eastern Cooperative Oncology Group (ECOG) Performance
Status - for repeat/additional safety evaluations as needed and/or if
needed for RSCR/Hodnotenie celkového stavu pacienta podla
vychodnej kooperativnej onkologickej skupiny v USA (ECOG) —
pre opakované/dodato¢né hodnotenia bezpecnosti podla potreby
alalebo, ak je to potrebné, pre RSCR 8

Single 12-lead ECG: Includes tracing, interpretation and report -
for every 3rd cycle after C10D1 and/or for repeat/additional safety
evaluations as needed/Jednoduché 12-zvodové EKG: Zahfna
sledovanie, interpretaciu a spravu — pre kazdy 3. cyklus po C10D1
a/alebo pre opakované/dalSie hodnotenia bezpecnosti podla
potreby

Triplicate ECG; Includes tracing, interpretation and report - if
needed for RSCR/Trojnasobné EKG; zahfna sledovanie,
interpretaciu a spravu — ak je to potrebné pre RSCR 72

Transmission of ECG Diagnostic Films to central reader, Simple -
Per Copy - for independent read to confirm QTcF > 500 ms or
increase of > 60 ms above baseline/Prenos diagnostickych filmov
EKG do centralnej ¢itacky, jednoduchy — za kdpiu — na nezavislé
Citanie, aby sa potvrdilo QTcF > 500 ms alebo zvySenie o > 60 ms
nad vychodiskovu hodnotu

20
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Blood draw, phlebotomy, routine venipuncture for collection of
specimen(s) for central laboratory (hematology; Serum chemistry;
Serum pregnancy - if applicable; Coagulation; Thyroid function;
Virology; FSH - if applicable), simple: Includes preparation of
specimen; Blood Sampling - for repeat/additional safety
evaluations as needed, for CxD1 and/or if needed for RSCR/ Odber
krvi, flebotomia, rutinnd venepunkcia na odber vzorky (vzoriek)
pre centralne laboratérium (hematol6gia, chemicky rozbor séra,
tehotenstvo v sére — ak je to potrebné; koagulacia, funkcia $titne;
zlazy, virologia, FSH — ak je to potrebné), jednoduché: Zahtna

pripravu vzorky, odber krvi — pre opakované/dodatocné
hodnotenia bezpec¢nosti podl'a potreby, pre CxD1 a/alebo ak je to
potrebné pre RSCR 8

24-hour urine collection - for if clinically indicated as needed/24-
hodinovy odber mocu — ak je klinicky indikovany ako potrebny 11

Collection of PK - for C10D1 visit/Odber PK — pre navstevu

C10D1 19
Collection of Plasma/Serum Biomarkers) - for C10D1 visit/Odber
biomarkerov plazmy/séra) — pre navstevu C10D1 19

Collection of Peripheral immune cell phenotyping - for C10D1
visit/Odber na imunologicku fenotypizéciu buniek periférnej krvi

—pre navstevu C10D1 19
Collection of ctDNA - for C10D1 visit/Odber ctDNA — pre
navstevu C10D1 19
Collection of Pharmacogenetics - for C10D1 visit/Odber
farmakogenetiky — pre navstevu C10D1 19

European Quality of Life Questionnaire (EuroQol) (EQ-5D-5L);
self-administered - for every other cycle after C10D1 and/or if
needed for RSCR/Eurépsky dotaznik kvality zivota (EuroQol)
(EQ-5D-5L); vyplia pacient — pre kazdy d’alsi cyklus po C10D1
al/alebo v pripade potreby pre RSCR 10

EORTC QLQC30, self-administered - for every other cycle after
C10D1 and/or if needed for RSCR/EORTC QLQC30, vypiiia
pacient — pre kazdy dalsi cyklus po C10D1 a/alebo v pripade
potreby pre RSCR 9

EORTC QLQ-H&NS35, self-administered, self-administered - for
every other cycle after C10D1 and/or if needed for RSCR/EORTC
QLQ-H&N35, vyplha pacient, vyplha pacient — kazdy druhy

cyklus po C10D1 a/alebo v pripade potreby pre RSCR 8
Healthcare Resource Utilization - if needed for RSCR/Vyuzitie
zdrojov zdravotnej starostlivosti— ak je to potrebné pre RSCR 6

Concomitant medications, Non-Protocol Anticancer Therapy - if
needed for RSCR/Subezné lieky, neprotokolova protirakovinova

terapia — ak je to potrebné pre RSCR 10
Adverse events - if needed for RSCR/Neziaduce udalosti — ak je to
potrebné pre RSCR 10

SVK en CTA INST_SEonsored Clinical Trial Agreement Institution Protocol No: XL092-305 Project code:

Page 56 of 68



Computerized axial tomography, soft tissue of neck (Cat Scan)
(CT Scan); with contrast material(s)/Pocitatova axidlna
tomografia, miakkeé tkanivo krku (Cat vySetrenie) (CT vySetrenie);
s kontrastnou latkou (latkami) 787

Computerized axial tomography, soft tissue of neck (Cat Scan)
(CT Scan); without contrast material/Pocitacova axialna
tomografia, makké tkanivo krku (Cat vySetrenie) (CT vySetrenie);
bez kontrastnej latky 735

Computerized axial tomography, thorax, thoracic, chest (Cat Scan)
(CT Scan); with contrast material(s)/Pocitacova axidlna
tomografia, thorax, hrudny koS, hrudnik (Cat vysetrenie) (CT
vySetrenie); s kontrastnou latkou (latkami) 1009

Computerized axial tomography, thorax, thoracic, chest (Cat Scan)
(CT Scan); without contrast material/Poc¢itacovd axialna
tomografia, thorax, hrudny kos, hrudnik (Cat vySetrenie) (CT
vySetrenie); bez kontrastnej latky 948

Computed tomography, abdomen and pelvis; with contrast
material(s)/Pocitacova tomografia, brucho a panva; s kontrastnou

latkou (latkami) 1479

Computed tomography, abdomen and pelvis; without contrast
material/Po¢itacova tomografia, brucho a panva; bez kontrastnej
latky 1404

Computerized axial tomography, head, skull or brain (Cat Scan)
(CT Scan); without contrast material/Poc¢itacova axialna
tomografia, hlava, lebka alebo mozog (Cat vySetrenie) (CT
vySetrenie); bez kontrastnej latky 762

Computerized axial tomography, head, skull or brain (Cat Scan)
(CT Scan); with contrast material(s)/Pocitacova axidlna
tomografia, hlava, lebka alebo mozog (Cat vySetrenie) (CT
vySetrenie); s kontrastnou latkou (latkami) 952

Response Evaluation Criteria in Solid Tumors (RECIST), RECIST
Tumor Response Criteria; clinician-rated/Kritéria na hodnotenie
odpovede na liecbu solidnych nadorov (RECIST), RECIST
kritéria odpovede nadorov; hodnotené lekarom 38

Transmission of CT/MRI Diagnostic Films to central reader,
Complex - Per Copy/ Prenos diagnostickych filmov CT/MRI do
centralnej ¢itacky, komplexné — za kopiu 29

Physician - Per Hour - for biopsy if needed and endoscopy if not
included in the procedure/Lekar — za hodinu — v pripade potreby
na biopsiu a endoskopiu, ak nie je sticastou vysetrenia 65

Study Coordinator - Per Hour - for biopsy if needed and endoscopy
if not included in the procedure/Koordinator klinického skiiSania —
za hodinu — v pripade potreby na biopsiu a endoskopiu, ak nie je
sucastou vysetrenia 22
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Daily Facility Charge Complex - Per day - for biopsy if neededand
endoscopy if not included in the procedure/Platba za denny pobyt
v zdravotnickom zariadeni, komplexna — za denn — v pripade
potreby na biopsiu a endoskopiu, ak nie je sucast’ou vySetrenia 402

Biopsy of oropharynx - for biopsy if needed/Biopsia orofaryngu —

v pripade potreby na biopsiu
prip p y p 121

Biopsy of soft tissue of neck or thorax - for biopsy if
needed/Biopsia méakkého tkaniva krku alebo hrudnika — v pripade
potreby na biopsiu 252

Staining and preparation of the archival/fresh biopsy slides
including shipping and handling - for optional biopsy at disease
progression and/or if needed for RSCR/Farbenie a priprava
archivnych/Cerstvych bioptickych preparatov vratane dopravy a
manipulacie — na volite'na biopsiu pri progresii ochorenia a/alebo
ak je to potrebné pre RSCR 59

Ultrasonic guidance for needle placement (eg, biopsy, aspiration
injection, localization device), imaging supervision and
interpretation - for biopsy if needed/Ultrazvukové navadzanie pri
zavadzani ihly (napr. biopsia, aspiracna injekcia, lokalizacné
zariadenie), dohlad a interpreticia zobrazovania — v pripade
potreby na biopsiu 248

Fluoroscopic guidance for needle placement (eg, biopsy,
aspiration, injection, localization device) - for biopsy if
needed/Fluoroskopické navadzanie pri zavadzani ihly (napr.
biopsia, aspiracia, injekcia, lokaliza¢né zariadenie) — v pripade
potreby na biopsiu 108

Interpretation and Report; Fluoroscopic guidance for needle
placement (eg, biopsy, aspiration, injection, localization device) -
for biopsy if needed/Interpretacia a sprava; fluoroskopickeé
navadzanie pri zavadzani ihly (napr. biopsia, aspiracia, injekcia,
lokalizaéné zariadenie) — v pripade potreby na biopsiu 22

Computed tomography guidance for needle placement (eg, biopsy,
aspiration, injection, localization device), radiological supervision
and interpretation - for biopsy if needed/Navadzanie pocitacovou
tomografiou pri zavadzani ihly (napr. biopsia, aspiracia, injekcia,
lokalizacné zariadenie), radiologicky dohlad a interpretacia — v
pripade potreby na biopsiu 414

Interpretation and Report; Computed tomography guidance for
needle placement (eg, biopsy, aspiration, injection, localization
device), radiological supervision and interpretation - for biopsy if
needed/Interpretacia a  sprdva; navadzanie pocitacovou
tomografiou pri zavadzani ihly (napr. biopsia, aspiracia, injekcia,
lokaliza¢né zariadenie), radiologicky dohl'ad a interpretacia — v
pripade potreby na biopsiu 58
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Magnetic resonance guidance for needle placement (eg, for biopsy,
needle aspiration, injection, or placement of localization device)
radiological supervision and interpretation - for biopsy if
needed/Navadzanie magnetickou rezonanciou pri zavadzani ihly
(napr. na biopsiu, aspiraciu ihlou, injekciu alebo umiestnenie
lokalizacného zariadenia), radiologicky dohl'ad a interpretacia — v
pripade potreby na biopsiu 631

Interpretation and Report; Magnetic resonance guidance for needle
placement (eg, for biopsy, needle aspiration, injection, or
placement of localization device) radiological supervision and
interpretation - for biopsy if needed/Interpretdcia a sprava,
navadzanie magnetickou rezonanciou pri zavadzani ihly (napr. na
ucely biopsie, aspiracie ihlou, injekcie alebo umiestnenia
lokaliza¢ného zariadenia), rddiologicky dohlad a interpretacia — v
pripade potreby na biopsiu 115

Moderate sedation services provided by the same physician or
other qualified health care professional performing the diagnostic
or therapeutic service that the sedation supports, requiring the
presence of an independent trained observer to assist in the
monitoring of the patients level of consciousness and physiological
status; initial 15 minutes of intraservice time, patient age 5 years
or older - for biopsy if needed and for endoscopy if not included in
the procedure/Podavanie miernych sedativ rovnakym lekarom
alebo inym kvalifikovanym zdravotnickym pracovnikom, ktory
vykonava aj diagnostické alebo terapeutické sluzby, pre ktoré je
sedacia  potrebnd, vyzadujuce  pritomnost  nezavislého
vyskoleného pozorovatela, ktory poméha pri monitorovani irovne
vedomia a fyziologického stavu pacientov; pociato¢nych 15 minut
poskytovania, vek pacienta 5 rokov alebo viac — v pripade potreby

na biopsiu a endoskopiu, ak nie je sticastou vysetrenia 31

Moderate sedation services provided by the same physician or
other qualified health care professional performing the diagnostic
or therapeutic service that the sedation supports, requiring the
presence of an independent trained observer to assist in the
monitoring of the patients level of consciousness and physiological
status; each additional 15 minutes intraservice time (List
separately in addition to code for primary service) - for biopsy if
needed and for endoscopy if not included in the procedure/
Podavanie miernych sedativ rovnakym lekarom alebo inym
kvalifikovanym zdravotnickym pracovnikom, ktory vykonava aj
diagnostické alebo terapeutické sluzby, pre ktoré je sedacia
potrebnd, vyzadujuce pritomnost nezavislého vyskoleného
pozorovatel’a, ktory pomaha pri monitorovani drovne vedomia a
fyziologického stavu pacientov; kazdych dalSich 15 minut
poskytovania, (uved'te samostatne okrem kodu pre primarnu
sluzbu) — v pripade potreby na biopsiu a endoskopiu, ak nie je
sucast'ou vysetrenia 14
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Moderate sedation services provided by a physician or other
qualified health care professional other than the physician or other
qualified health care professional performing the diagnostic or
therapeutic service that the sedation supports; initial 15 minutes of
intraservice time, patient age 5 years or older - for biopsy if needed
and endoscopy if not included in the procedure/Podavanie
miernych sedativ lekdrom alebo inym kvalifikovanym
zdravotnickym pracovnikom, nez je lekar alebo iny kvalifikovany
zdravotnicky pracovnik vykonavajlici diagnostické alebo
terapeutické sluzby, pre ktoré je sedacia potrebna, pociatocnych 15
minut poskytovania, vek pacienta 5 rokov alebo viac — v pripade
potreby na biopsiu a endoskopiu, ak nie je sucast'ou vySetrenia 77

Moderate sedation services provided by a physician or other
qualified health care professional other than the physician or other
qualified health care professional performing the diagnostic or
therapeutic service that the sedation supports; each additional 15
minutes intraservice time (List separately in addition to code for
primary service) - for biopsy if needed and endoscopy if not
included in the procedure/Podavanie miernych sedativ lekdrom
alebo inym kvalifikovanym zdravotnickym pracovnikom, nez je
lekar alebo iny kvalifikovany zdravotnicky pracovnik
vykonavajuci diagnostické alebo terapeutické sluzby, pre ktoré je
sedacia potrebna, kazdych d’alsich 15 minuat poskytovania (uved’te
samostatne okrem kodu pre primarnu sluzbu) — v pripade potreby
na biopsiu a endoskopiu, ak nie je sucastou vysetrenia 60

Naso- or oro-gastric tube placement, necessitating physician's
skill; fluoroscopic guidance (including documentation and report)
- for Zanzalintinib/Placebo administration if needed/Zavedenie
nosovej alebo orogastrickej sondy, ktoré si vyzaduje zru¢nost’
lekara; fluoroskopické navadzanie (vratane dokumentacie a
spravy) — na podanie zanzalintinibu/placeba, ak je to potrebné 52

Office consultation with a Cardiologist - for potential
Zanzalintinib-Associated  Aes if needed/Konzultacia v
kardiologickej ordinacii — pre potencialne neziaduce udalosti (AE)
stvisiace so zanzalintinibom, ak je to potrebné 94

Pharmacy, Simple (tablets, capsules, creams) - Per Preparation
(supportive care therapeutics); dispense drug - for supportive care
for the management of Aes if needed/Lekaren, jednoduché
(tablety, kapsuly, krémy) — na pripravok (podporné terapeutika);
vydaj lieku — za podpornt starostlivost’ pri manazmente AE v
pripade potreby 13
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Pharmacy, Complex (infusions, injections) - Per Preparation
(supportive care therapeutics/hydration); dispense drug - for
supportive care for the management of Aes if needed/ Lekaren,
komplexné (infGzie, injekcie) — na pripravok (podporné
terapeutiké&/hydratécia); vydaj lieku —na podpornt starostlivost’ pri
manazmente AE v pripade potreby

30

Therapeutic, prophylactic or diagnostic injection (supportive care
therapeutics); subcutaneous or intramuscular - for supportive care
for the management of Aes if needed/Terapeuticka, profylakticka
alebo diagnostickd injekcia (podporné terapeutikd); subkutanna
alebo intramuskularna — na podpornu starostlivost’ pri manazmente
AE v pripade potreby

18

Intravenous (IV) infusion for therapy, prophylaxis or diagnosis
(supportive care therapeutics); initial, up to 1 hour - for supportive
care for the management of Aes if needed/Intravenézna (i. v.)
infUzia na terapiu, profylaxiu alebo diagnostiku (podporné
terapeutikd); pociatocnd, do 1 hodiny — na podpornu starostlivost’
pri manazmente AE v pripade potreby

49

Intravenous infusion, hydration; initial, 31 minutes to 1 hour - for
supportive care for the management of Aes if needed /
Intravenozna infuzia, hydratacia; ivodna, 31 minat az 1 hodina —
v pripade potreby na podpornu starostlivost pri lieCbe Aes

53

Intravenous infusion, hydration; each additional hour /
Intraveno6zna inflzia, hydratacia; kazda d’alsia hodina

26

Bronchoscopy (rigid or flexible); diagnostic - for suspected irAEs
/ Bronchoskopia (rigidnd alebo flexibilna); diagnosticka — pri
podozreni na irAE

393

Bronchoscopy (rigid or flexible); with brushing or protected
brushings, protected specimen brushing (PSB) - for suspected
irAEs / Bronchoskopia (rigidna alebo flexibilnd); s odberom s
kefkou alebo chranenou kefkou, chraneny odber vzorky s kefkou
(PSB) — pri podozreni na irAE

292

Bronchoscopy (rigid or flexible); with bronchial alveolar lavage
(BAL) - for suspected irAEs / Bronchoskopia (rigidna alebo
flexibilnd); s bronchialnou alveolarnou lavazou (BAL) — pri
podozreni na irAE

250

Bronchoscopy, rigid or flexible, with or without flouroscopic
guidance, with bronchial or endobronchial biopsy(s), single or
multiple sites; diagnostic, with or without cell washing (separate
procedure); with anesthesia and typical post-operative care - for
suspected irAEs / Bronchoskopia, rigidna alebo flexibilna, s
fluoroskopickou kontrolou alebo bez nej, s bronchialnou alebo
endobronchialnou biopsiou (biopsiami), z jedného alebo viacerych
miest; diagnostickd, s premytim buniek alebo bez neho
(samostatny postup); s anestéziou a typickou poopera¢nou
starostlivost'ou — pri podozreni na irAE

307
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Bronchoscopy, rigid or flexible, including fluoroscopic guidance,
when performed; with transbronchial lung biopsy(s), single lobe -
for suspected irAEs / Bronchoskopia, rigidna alebo flexibilng,
vratane fluoroskopického navadzania, ak sa vykonava; s
transbronchialnou biopsiou (biopsiami) plic, jeden lalok - pri
podozreni na irAE 418

Bronchoscopy, rigid or flexible, including fluoroscopic guidance,
when performed; with transbronchial needle aspiration biopsy(s),
trachea, main stem and/or lobar bronchus(i) - for suspected irAEs
| Bronchoskopia, rigidna alebo flexibilna, vratane
fluoroskopického navadzania, ak sa vykonava; s transbronchialnou
aspiratnou biopsiou(biopsiami), trachea, hlavny kmen a/alebo
lobéarne bronchy(i) — pri podozreni na irAE 450

Bronchoscopy, rigid or flexible, including fluoroscopic guidance,
when performed; with endobronchial ultrasound (EBUS) guided
transtracheal and/or transbronchial sampling (eg,
aspiration[s]/biopsy[ies]), one or two mediastinal and/or hilar
lymph node stations or structures - for suspected irAEs /
Bronchoskopia, rigidna alebo flexibilna, vratane fluoroskopického
navadzania, ak sa vykonava, s transtrachedlnym a/alebo
transbronchialnym odberom vzoriek (napr. aspiracia/biopsia) pod
kontrolou endobronchialneho ultrazvuku (EBUS), jedna alebo dve
mediastinalne a/alebo hilové lymfatické uzliny alebo Struktary —
pri podozreni na irAE 553

Bronchoscopy, rigid or flexible, including fluoroscopic guidance,
when performed; with endobronchial ultrasound (EBUS) guided
transtracheal and/or transbronchial sampling (eg,
aspiration[s]/biopsy[ies]), 3 or more mediastinal and/or hilar
lymph node stations or structures - for suspected irAEs /
Bronchoskopia, rigidné alebo flexibilna, vratane fluoroskopického
navadzania, ak sa vykonava; s transtrachedlnym a/alebo
transbronchialnym odberom vzoriek (napr. aspiracia/biopsia) pod
kontrolou endobronchialneho ultrazvuku (EBUS), 3 alebo viac
mediastindlnych a/alebo hilovych lymfatickych uzlin alebo
Struktar — pri podozreni na irAE 1157

Bronchoscopy with biopsy with ancillary costs including biopsy
handling, supplies, coordinator and physician fee, overnight
facility - for suspected irAEs / Bronchoskopia s biopsiou s
vedl'ajSimi ndkladmi vratane manipulécie s biopsiou, spotrebného
materidlu, poplatku koordinatorovi a lekarovi, noclah v zariadeni
— pri podozreni na irAE 954

Tangential biopsy of skin (e.g., shave, scoop, saucerize, curette)
single lesion - for suspected irAEs / Tangencialna biopsia koze
(napr. holenie, naberanie, tanierikovanie, kyretovanie) jednej lézie
— pri podozreni na irAE 140
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Punch biopsy of skin (including simple closure, when performed)
single lesion - for suspected irAEs / Bodova biopsia koze (vratane
jednoduchého uzéveru, ak sa vykonava), jedna lézia — pri
podozreni na irAE 196

Incisional biopsy of skin (eg, wedge) (including simple closure,
when performed); single lesion - for suspected irAEs / Incizna
biopsia koze (napr. klinova) (vratane jed noduchého uzaveru, ak sa
vykonava); jedna lézia — pri podozreni na irAE 86

Incisional biopsy of skin (eg, wedge) (including simple closure,
when performed); each separate/additional lesion - for suspected
irAEs / Incizna biopsia koZe (napr. klinova) (vratane jednoduchého
uzaveru, ak sa vykonava); kazda samostatna/dodato¢na 1ézia — pri
podozreni na irAE 63

Office consultation with Gastroenterologist - for supportive care
for the management of Aes if needed/Konzultacia v
gastroenterologickej ordinédcii — na podpornu starostlivost’ pri
manazmente AE v pripade potreby 94

Endoscopic evaluation of small intestinal (abdominal or pelvic)
pouch (endoscopy); diagnostic; with or without collection of
specimen; moderate sedation - to rule out colitis, for management
of Aes if needed / Endoskopické vySetrenie tenkého ¢revného
(brusného alebo panvového) vaku (endoskopia); diagnostické; s
odberom vzorky alebo bez odberu vzorky; mierna sedéacia — na
vyltucenie kolitidy, v pripade potreby na liecbu Aes 253

Collection of specimen; stool, fecal, feces - for supportive care for
the management of Aes if needed/Odber vzoriek; stolica, fekalie,
vykaly — na podpornu starostlivost’ pri manazmente AE v pripade

potreby 10

Culture, bacterial; feces, fecal, stool, with isolation and
presumptive identification of isolates - for supportive care for the
management of Aes if needed/Kultdra, bakteridlna; vykaly,
fekéalie, stolica, s izolaciou a predpokladanou identifikaciou
izolatov — na podpornt starostlivost’ pri manazmente AE v pripade
potreby 17

Collection of samples from ear, throat, nose, nares, sputum by
swab or brushing - for supportive care for the management of Aes
if needed/Odber vzoriek z ucha, hrdla, nosa, nosovych dierok,
hlienu tyc¢inkou alebo kefkou — na podpornu starostlivost’ pri
manazmente AE v pripade potreby 8

Culture, bacterial; any other source except urine, blood, serum,
stool or feces, with isolation and presumptive identification of
isolates - for supportive care for the management of Aes if
needed/Kultara, bakteridlna; akykol'vek iny zdroj okrem mocu,
krvi, séra, stolice alebo fekalii, s izolaciou a predpokladanou
identifikaciou izoldtov — na podpornti starostlivost’ pri
manazmente AE v pripade potreby 19
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if needed/Lekaren,

pembrolizumabu v pripade potreby

Pharmacy, Simple (tablets) - Per Preparation (Pembrolizumab
Premedication); dispense drug - for pembrolizumab premedication
jednoducha (tablety)
(premedikacia pembrolizumabu); vydanie lieku — na premedikaciu

— na pripravok

13

Serious adverse events (SAE)/Zavazné neziaduce udalosti (SAE)

40

Re-consent, Informed consent performed again with the same
patient/Opakovany informovany sdhlas, opatovné vykonanie
postupu informovaného suhlasu s tym istym pacientom

30

l. IEC FEES

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

J. Pharmacy Set-Up Fee A one-time,
non-refundable Pharmacy Set-Up payment of
300€ will be made upon completion and
receipt by IQVIA of all original contractual
and regulatory documentation and upon
receipt ofinvoice.

K. Pharmacy Close-Out Fee A one-time,
non-refundable Pharmacy Close-out
payment will be made upon receipt of invoice
at a cost of 250€ at end of study.

L. Pharmacy Storage Fee - Zanzalintinib
One time Pharmacy storage payment of 700€
for the storage of Investigational Product will
be made. Reimbursement will be made upon
receipt of invoices each year on or after the
anniversary of the signing of this Agreement.

M. Pharmacy Refrigerated Storage Fee -
PEMBROLIZUMAB An annuall pharmacy
Refrigerated Storage payment of 550€ for the
refrigerated storage of Investigational
Product will be made. Reimbursement will be
made upon receipt of invoices each year on
or after the anniversary of the signing of this
Agreement. Invoices must include the year of
renewal.

l. POPLATKY NEZAVISLYM ETICKYM
KOMISIAM

Néklady na nezavislé etické komisie (NEK) sa budd
uhradzat’ po prevzati faktiry od NEK a nie sU
zahrnuté v pripojenom rozpocte. Platba sa poukaze
priamo NEK. VSetky nasledujice podania alebo
predizenia platnosti sa po schvaleni spolo&nostou
IQVIA a zadavatel'om budu uhrddzat’ po prevzati
prislusnej

J. Poplatok za zriadenie lekarne

Jednorazov4, nevratnd platba za zriadenie lekarne vo
vyske 300€ bude uhradend po vyplneni a prijati
vSetkych  origindlov  zmluvnej a regulacnej
dokumentacie spolo¢nostou IQVIA a po prijati
faktary.

K. Poplatok za ukonéenie prevadzky lekarne
Jednorazovd, nevratnd platba za ukoncenie
prevadzky lekarne sa uskutocni po prijati faktury vo
vyske 250€ na konci skusania.

L. Poplatok za uskladnenie v lekarni —
zanzalintinib
Za skladovanie skuSaného lieku sa zaplati

jednorazovy poplatok za skladovanie v lekarni vo
vyske 700€. Uhrada sa uskuto¢ni po prijati faktur
kazdy rok k vyroCiu podpisu tejto zmluvy alebo po

nom. Falktdry-musia-obsahevatrok-obrevenia:

M. Poplatok za skladovanie v _chladnicke —
pembrolizumab

Ro¢ny poplatok za chladiarenské skladovanie v
lekarni vo vyske 550€ za chladiarenské skladovanie
sktiganého lieku. Uhrada sa uskutoéni po prijati faktar
kazdy rok v deni vyrocia podpisu tejto dohody alebo
po nom. Faktiry musia obsahovat’ rok obnovenia.
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N. Record Storage Fee/Archiving Fee A
record storage payment of 1050€, will be
made upon receipt of invoice and are not
included in the attached Budget. In
accordance  with  Sponsor’s  Protocol
requirements, Institution shall maintain all
Site Study records in a safe and secure
location to allow easy and timely retrieval,
when needed.

O. Study Close-Out Fee

A one-time, non-refundable Study Close-
Out payment of 1000€ will be made upon
completion and approval by IQVIA of any
outstanding data documentation (data
entry completion and data clarifications
issued) and regulatory documentation and
upon receipt of invoice.

P. Radiology Set-Up Fee A one-time,
non-refundable Radiology Set-Up payment
of 567€ will be made upon completion and
receipt by IQVIA of all original contractual
and regulatory documentation and upon
receipt of invoice.

R. Protocol Amendment Processing Fee,

Legal and financial review

A Protocol Amendment Processing Fee of
250€ will be made upon receipt of invoice in
the event of a Sponsor driven Protocol
amendment, in order to reimburse the Site for
Protocol Amendment Processing activities,
including IRB document preparation,
submission to the Institutional Review
Board, changes to informed consent and
overall administrative preparation tasks
including legal and financial review of the
Amendment to Clinical trial. Invoice must
include protocol amendment date.

T. Annual Administrative Fee:

An Annual Administrative Fee of 360€ will
be per year for each year that the Study
continues at the Principal Investigator’s
Study Site in order to reimburse the Site for

N. Poplatok za uloZenie zdznamov/archivaény
poplatok.

Poplatok za uskladnenie zdznamov vo vyske 1050€,
bude uhradeny na zéklade faktury a nie je zahruty v
prilozenom rozpocte. V sulade s poziadavkami
protokolu zadavatela zdravotnicke zariadenie
uchovava vsetky zaznamy skuSania pracoviska
skuSania na bezpe¢nom a chranenom mieste, aby ich
bolo mozné v pripade potreby 'ahko a vcas ziskat'.

O. Poplatok za ukoncenie skuSania

Jednorazova, nevratna platba za ukoncenie skiSania
vo vyske 1000€ sa uskutotni po dokonceni a
schvaleni vsetkych zostavajucich udajov
(dokoncenie zadavania udajov a vydanie vysvetleni
udajov) a regulacnej dokumentacie spolocnost'ou
IQVIA a po prijati faktury.

P. Poplatok za zriadenie radiologie

Jednorazovd, nevratna platba za radiologické
zriadenie vo vyske 567€, bude uhradend po
dokonceni a prijati vSetkych origindlov zmluvnej a
regulac¢nej dokumentacie spolocnostou IQVIA a po
prijati faktary.

R.Poplatok za spracovanie zmeny a doplnenia
protokolu, Pravna a finan¢na kontrola dodatku
ku Zmluve

Poplatok za spracovanie zmeny a doplnenia
protokolu vo vySke 250€ sa uhradi po prijati faktary
v pripade zmeny a doplnenia protokolu na podnet
zadavatela, aby sa pracovisku skuSania uhradili
naklady na ¢innosti suvisiace so spracovanim zmien
a doplneni protokolu vratane pripravy dokumentov
IRB, ich prelozenia inStitucionalnej kontrolnej rade,
zmien informovaného suhlasu a celkovych
administrativnych pripravnych Gloh vratane pravnej
a finan¢nej kontroly dodatku ku Zmluve. Faktira
musi obsahovat’ datum zmeny a doplnenia protokolu.

T. Ro¢ny administrativhy poplatok Roc¢ny
administrativny poplatok vo vyske 360€ bude ro¢ne
za kazdy rok, pocas ktorého skusanie pokracuje na
pracovisku skuSania zodpovedného skusSajuceho, s
cielom uhradit pracovisku sktSania platbu za
celkové administrativne Glohy spojené so skuSanim.
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overall ~ Study administrative  tasks.
Reimbursement will be made upon receipt of
invoices each year on or after the anniversary
of the signing of this Agreement. Invoices
must include the year of renewal.

Uhrada sa uskuto¢ni po prijati faktir kazdy rok k
vyrociu podpisu tejto zmluvy alebo po nom. Faktary
musia obsahovat rok obnovenia.

Site Costs/ Poplatky pracoviska klinického skusania

Institution
Zdravotnicke
zariadenie in €
currency v mene €

and SIV.

Legal and financial review of the clinical trial agreement/ Pravna a
finan¢né kontrola zmluvy o klinickom skuSani, jednorazova thrada,
uskutocni sa po podpise zmluvy, jej publikacii a inicovani centra, one
time payment, will be made after signature of the CTA, publication

500

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

30

U. PAYMENT DISPUTES

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

V. INVOICES

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, including any
applicable back-up 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:

Invoices to be billed to:

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

Invoices including back up to be sent to:

u. PLATOBNE NEZROVNALOSTI

Proti akymkol'vek platobnym nezrovnalostiam, ktoré
sa vyskytnu v priebehu skusania, m6ze zdravotnicke
zariadenie namietat’ do tridsiatich (30) dni od prijatia
poslednej platby.

V. FAKTURY

Platby bude vydavat’ spolocnost’ IQVIA na zaklade
rozpoctu navstev, frekvencie platieb a platobnych
podmienok, ako je opisané vysSie. Platby sa
uskutocnia az po prijati prislusnych faktar vratane
podpornej dokumentéicie v uréenej mene, ako je
opisané nizsie. Faktury budu splatné do 30 dni od
datumu prijatia faktury spolocnost'ou IQVIA vratane
prislusnej podpornej dokumentécie.

Faktary za akékol'vek dodatocné platby k platbam
uvedenym v tejto zmluve (t. j. dodatocné thrady)
musia byt tieZ zaslané spolocnosti IQVIA a
schvalené zadavatelom. Vsetky faktiry sa vystavuju
nasledujucim sp6sobom:

Faktary sa uétuju na adresu:

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

Faktury vratane zaloh sa zasielaju na adresu:

emea@ctp.solutions.iqvia.com

emea@ctp.solutions.igvia.com
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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

Okrem toho je moZzné faktiry odosielat
prostrednictvom portalu. Prijemca platieb dostal e-
mail, aby si vytvoril konto na naSom platobnom
portali. Z portalu bude moct prijemca platieb
pristupovat’ k ¢innostiam subjektu podl'a protokolu,
predkladat’ faktiry, ako aj zobrazovat udaje o
platbach pre vsetky platby vykonané spolo¢nostou
IQVIA.

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

are preferred. In the event of invoices in

Uprednostriuja sa faktiary zaslané e-mailom alebo

hard copy need to be sent, please send to

nahrané a zalohované. V pripade potreby

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:
o Complete INVESTIGATOR
address and phone number
o Invoice Date
o Invoice Number
o Payee Name (must match Payee indicated

name,

in CTA)

o Payment Amount

o Complete description of services
rendered

o Study Number:

o Sponsor Name

o 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.iqvia.com.

Invoices and
documentation

any
must  not

accompanying
include any

zaslania faktiar 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 uvedene tieto informacie:
o Uplné meno, adresa a telefonne Ccislo
SKUSAJUCEHO
o Déatum faktlry
o Cislo faktury
o Meno/ndzov prijemcu platieb (sa musi
zhodovat s nazvom prijemcu platieb
uvedenymv CTA)
o Vyska platby
o Uplny opis poskytnutych sluZieb
o Cislo skusania:
o Nazov zadavatel'a
o Faktary by mali byt

vytlaCené na

hlavickovom papieri pracoviska

sktiSania/zdravotnickeho zariadenia

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

Faktiry ani ziadne sprievodné dokumenty nesmu
obsahovat’ osobné identifikaéné udaje ziadneho
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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
IQVIA will notify Payee. Payee will need to
resubmit a redacted invoice and
accompanying documentation that does not
include any  personally identifying
information of any Subject.

NO OTHER ADDITIONAL FUNDING
REQUESTS WILL BE CONSIDERED
UNLESS WRITTEN APPROVED BY
SPONSOR AND IQVIA

All amounts include all applicable taxes and
excludes VAT.

All payments for this Study in accordance
with the attached Budget will be paid by
IQVIA electronically.

subjektu, najmad meno alebo priezvisko, inicialy,
datum narodenia, adresu, telefonne cislo, ¢islo pasu,
e-mailovl adresu alebo Udaje platobnej karty. Ak
budu faktary alebo sprievodna dokumentacia
obsahovat tieto tdaje, spolo¢nost’ IQVIA o tom bude
informovat’ prijemcu platieb. Prijemca platieb bude
musiet’ zaslat’ opravenu faktaru a sprievodnu

dokumentaciu, ktora nebude obsahovat osobné
identifika¢né idaje ziadneho subjektu.
ZIADNE DALSIE POZIADAVKY NA

FINANCOVANIE NEBUDU ZOHLADNENE,
POKIALZ: NEBUDU PISOMNE SCHVALENE
ZADAVATELOM A SPOLOCNOSTOU IQVIA

Vsetky sumy zahfiiaju vsetky platné dane, okrem
DPH.

Vsetky platby za skasanie podla pripojeného
rozpoc¢tu uhradi spolocnost’ IQVIA elektronickym
prevodom.
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